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Appointment of the Committee of Inquiry 
into Allegations Concerning the Treatment of 
Cervical Cancer at National Women's Hospital 

and into Other Related Matters 

On 10 June 1987, a Committeeoflnquirywas appointed and termsofrefcrencepublished 
by gazette notice. 

On 25 June 1987, two further gazette notices were published. The first settled amend
ments to the original Terms of Reference which (as amended) stated: 

Appointment of Committee of Inquiry into Allegations 
Concerning the Treatment of Cervical Cancer 

at National Women's Hospital and into 
Other Related Matters 

To all to whom these presents shall come, and to: 
SILVIA ROSE CARTWRIGHT of 
Auckland, a District Court Judge 

Whereas Sandra Coney and Phillida Bunkie have made, in an article published in the is
sue of "Metro" of June 1987 at pages 46 to 65 (hereinafter referred to as "the Metro arti
cle"), allegations concerning the treatment of cervical cancer at the National Women's 
Hospital: And whereas it is desirable that inquiry should be made into the treatment of 
cervical cancer at that hospital: 

NOW, THEREFORE, PURSUANTto section 13 (3) of the I lospitalsAct 1957, I, MICHAEL 
EDWARD RAINTON BASSETT, Minister of Health, hereby appoint you, the said Silvia 
Rose Cartwright, to be a Committee of Inquiry to inquire into -

(1) Whether, as alleged in the Metro article, there was a failure adequately to treat cer
vical carcinoma insitu (CIS) at the National Women's Hospital, and if so, the reasons 
for that failure and the period for which that failure existed: 

(2) Whether, as alleged in the Metro article, a research programme into the natural his
tory of CIS of the genital tract was conducted at the National Women's Hospital and, 
if so, -

( a) Whether it was approved by any person or body before it was instituted or while 
it was underway; and 

(b) Whether patients examined or treated in the course of the programme were 
aware that they were participants in a research programme? 

( c) Whether any expressions of concern about the programme were considered 
and investigated at the time, and if so, by whom? 

(3) Whether there is a need to contact women who have been referred to or treated for 
CIS at the National Women's Hospital with a view to providing further advice or 
treatment or both to them? 

( 4) Whether the procedures observed at the National Women's Hospital for the approval 
of research and/or treatment, and for its surveillance are adequate, and, in particu
lar whether they ensure that the rights of patients, are protected? 

(5) What steps, if any, need to be taken to improve the protection of patients in respect 
of w horn research and/or treatment, is conducted at the National Women' sHospital? 

(6) Whether patients at the National Women's Hospital are properly informed of the 
treatment and options available to them and, if not, the steps that need to be taken 
to see that they are? 
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(7) (a) 

(b) 

What training has been and is being given at the National Women's Hospital 
to medical students and medical practitioners in relation to the proper detec
tion and treatment of cervical cancer and pre-cancerous conditions of the gen
ital tract? 

Should steps be taken to improve this training, or to inform previous trainees 
about the proper detection and treatment of cervical cancer and pre-cancerous 
conditions of the genital tract 7 

(8) The nature of the relationships between the academic and clinical units at the Na
tional Women's Hospital. 

(9) Any other matter which in your opinion is relevant to the detection and treatment 
at the National Women's Hospital of cervical cancer and pre-cancerous conditions 
of the genital tract or to the foregoing Terms of Reference or to both. 

And, in accordance with section 13 (3) of the Hospitals Act1957, I direct that you, the Com
mittee, shall have the powers of a Commission under the Commissions of Inquiry Act 
1908, and the provisions of that Act, except sections 11 and 12 (which relate to costs), shall 
apply as if the inquiry were an inquiry under that Act: 

And for better enabling you to carry these presents into effect you are hereby authorised 
and empowered to make and conduct any inquiry under these presents in accordance 
with the Commissions oflnquiry Act 1908, at such times and places as you consider ex
pedient, with power to adjourn from time to time and from place to place as you think 
fit, andsothatthesepresents shall continue in force and the inquiry may at any time and 
place be resumed although not regularly adjourned from time to time or from place to 
place: 

And you arc hereby strictly charged and directed that you shall not at any time publish 
or otherwise disclose, save to me in pursuance of these presents or by my direction, the 
contents or purport of any report so made or to be made by you, or any evidence or in
formation obtained by you in the exercise of the powers hereby conferred upon you, ex
cept such evidence or information as is received in the course of a sitting open to the 
public: 

And it is hereby declared that you have liberty to report your proceedings and findings 
from time to time if you shall judge it expedient to do so: 

And, using all due diligence, you are required to report to me in writing under your hand 
not later than the 31st day of August 1987 your findings and opinions on the matters afore
said, together with such recommendations as you think fit to make in respect thereof. 

Dated at Wellington this 25th day of June 1987 

Michael Bassett 
MINISTER OF HEALTH 

The second gazette notice stated 

The Hospitals Medical Information Notice 1987 

PURSUANT to section 62(4)(k) of the Hospitals Act 1957, the Minister of Health hereby 
gives the following notice 

NOTICE 

1. Title and commencement - (1) This notice may be cited as the HospitalsMedicalin
formation Notice 1987. 
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(2) This notice shall come into force on the day after the date of its publication in the 
Gazette. 

2. Disclosure of medical information to committee of inquiry - ("I) Any person to 
w horn section 62 of the Hospitals Act 1957 applies may, in accordance with subsection 
( 4)(k) of that section, disclose to any of the persons named in subclause (2) of this clause 
any information -

(a) Which concerns the condition or medical history of any person who is or has 
been a patient at the National Women's Hospital, being a condition or medical 
history that is relevant to the inquiry being conducted by the Committee of In
quiry described in paragraph (b) of this clause; and 

(b) Which is required by any of the persons named in subclause (2) of this clause 
for all or any of the purposes of the Committee of Inquiry into Allegations Con
cerning the Treatment of Cervical Cancer at National Women's Hospital and into 
Related Matters, which was established, by Warrant dated the 10th day of June 
1987. 

(2) The persons to whom information may be disclosed in accordance with section 
62(4)(k) of the Hospitals Act 1957 pursuant to subclause (1) of this clause are: 

SILVIA ROSE CARTWRIGHT, of Auckland, District Court Judge; 
LOWELL PATRIA GODDARD, of Auckland, Barrister; 
CHARLOTTE ENTRICAN PAUL, of Dunedin, Medical Practitioner. 

Dated at Wellington this 25th day of June 1987. 

Michael Bassett 
MINISTER OF HEALTH 

Subsequently on three occasions, time forreportingwas extended by gazette notice from 
the original reporting date of 31 August 1987 to the final date of 29 July 1988. 
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SCHEDULE OF WITNESSES 

I. APPEARING AT THE INQUIRY (in the order they appeared) 

1. Dr Linda Holloway 
Department of Academic Pathology, University of Otago, 
Wellington School of Medicine 
Wellington 

2. Professor AV Campbell 
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Visiting Professor of Biomedical Ethics, University of Otago Medical School 
David Nathan Visiting Professor, University of Auckland Medical School 

3. Professor RJ Seddon 
Professor of Obstetrics and Gynaecology, University of Otago Medical School 
Dunedin 

4. Sandra Coney 
Journalist 
Co-author of "An 'Unfortunate Experiment' at National Women's''. and organiser for 
Fertility Action 
Auckland 

5. 'Ruth' 
Patient in 'Metro' article. Code 3X 

6. Patient 
Code5R1 

7. Patient 
CodeSK 

8. Patient 
Code7V 

9. Husband of Patient 
Code7V 

10. Daughter of Patient 
Code 1H 

11. Patient 
Code3L 

12. Patient 
Code 10L 

13. Patient 
Code3W1 

14. Patient 
Code1W1 

15. Patient 
Code6W1 

16. Patient 
CodeSS 

17. Patient 
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18. Patient 
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19. DrGHGreen 
Former Associate Professor of Obstetrics and Gynaecology, National Women's 
Hospital 
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20. Professor RM Richart 
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University College of Physicians and Surgeons, 
New York Citv 
Director of OL~stetrical and Gynaecological Pathology Presbyterian Hospital, 
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Consultant Obstetrician and Gynaecologist and Director of Clinical Services, 
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Australia 

23. Professor D G Bonham 
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Head of Postgraduate School, Department of Obstetrics and Gynaecology, 
University of Auckland Medical School 
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24. DrSNoda 
DirectorofCytopathology and Gynaecology, Osaka Cancer Prevention and Detec
tion Centre 
Assistant Professor of Obstetrics and Gynaecology, Osaka City and Kansai Medi
cal University 
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25. DrMUeki 
Assistant Professor of Obstetrics and Gynaecology, Chief Surgeon, Osaka Medi
cal School 
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Specialist Gynaecological Histopathologist and Cytologist 
Sydney, Australia 
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28. Dr M A H Baird 
Part-time Visiting Specialist to National Women's Hospital 
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29. Dr I B Faris 
Part-time Visiting Specialist to National Women's Hospital 
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Part-time Visiting Specialist to National Women's Hospital 
Auckland 

31. Dr RF Moody 
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46. Dr L H Wright 
Part-time Visiting Specialist to l'\ational Women's Hospital 
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47. Dr G B Collison 
Medical Superintendent of National Women's Hospital 
Auckland 

48. Dr A L Honeyman 
Medical Superintendent-in-Chief of the Auckland Hospital Board 
Auckland 

49. Dr MR McLean 
Pathologist in Charge, National Women's Hospital 
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50. New Zealand Nurses Association (Inc) 
Auckland Branch, 
Northern Regional Office 

51. Mrs ME Whaley 
Daughter of the late Dr WA Mcindoe 
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52. Dr MG Jamieson 
Senior Lecturer in Obstetrics and Gynaecology, Postgraduate School of Obstetrics 
and Gynaecology, University of Auckland Medical School 
Specialist Gynaecologist, National Women's Hospital 
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53. Dr A R McIntosh 
Part-time Visiting Specialist to National Women's Hospital 
Auckland 

54. Dr R W Jones 
Part-time Visiting Specialist to National Women's Hospital 
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39. Mrs E Davis 
Principal Nurse, National Women's Hospital 
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LETTER OF TRANSMITTAL 

The Honourable David Caygill 
Minister of Health 
WELLINGTON 

Dear Minister, 

By Warrant dated 10 June 1987, I was appointed a Committee of Inquiry pursuant to 
Section 13 (3) of the Hospitals Act 1957 to inquire into certain m2itters concerning the 
treatment of cervical cancer at National Women's Hospital. On 25 June 1987, the terms 
of the inquiry were amended and notice given pursuant to section 62 (4) (k) of the 
Hospitals Act 1957, empowering me to obtain for the purposes of the Inquiry, details of 
the condition or medical history of any person who is or has been a ::•atient at the National 
Women's Hospital. 

My original date for reporting was 31 August 1987. Time for reporting was extended on 
three occasions, first to 31 March 1988, then to 20 June 1988 and finally to 29 July 1988. 

My report draws heavily on patients' statements or records. In order to preserve 
confidentiality, I have coded their names and hospital record numbers where they appear 
in the report. 

In addition to my formal report, I have given you three separate, confidential lists. 

1. The names and brief details of 123 women who need further treatment or advice 
pursuant to Term of Reference Three. 

2. A list of the coded patients' names, and hospital record numbers. 

3. A list containing the names and brief details of all patients who gave evidence, 
whose records were mentioned in the report or whose treatment or condition has 
been discussed by a witness, or by my medical advisers during the Inquiry. The 
purpose of this list is to allow patients or their relatives as appropriate to have access 
to this information. 

I submit my report for your consideration. 

SILVIA CARTWRIGHT 
DISTRICT COURT JUDGE 

Dated 29 July 1988 
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Chapter 1 

THE 1966PROPOSAL 

On the evening of20 June 1966 there was a meeting of the Senior Medical Staff at National 
Women's Hospital in Auckland. Among those present were a number of doctors whose 
names were to become more and more familiar as this Inquiry progressed. Eight mat
ters were discussed that night, one a proposal tabled by Dr Herbert Green, Associate 
Professor in the Hospital's Obstetrics and Gynaecology Department.* The subject of the 
proposal was carcinoma in situ. 
Dr Green's proposal, set out in full in the Minutes of the Senior Medical Staff meeting, 
read: 

"Carcinoma in Situ 
Associate Professor Green: 
Up to December 1965, 503 cases of cervical carcinoma-in-situ have been treat
ed, 68.2% of them by cone biopsy or lesser procedure. One case is alleged to 
have progressed to invasion but this woman had an extensive carcinoma of 
the vulva diagnosed at the same time as a doubtful cervicalcarcinoma-in-situ. 
One such case is approaching the expected incidence of invasive cervical 
cancer in any 500 women of this age group. 
"Sixty cases with micro invasion have been treated, 40 of them by cone or ring 
biopsy. Four have been treated by punch biopsy alone. 

"Many have had persistently positive smears including in one woman up to 
8 years following the original cone. There have been 57 subsequent preg
nancies. 

"Cytology and the diagnosis oflarge numbers of carcinoma-in-situ have not 
accelerated the declining incidence of cervical cancer or favourably influenced 
mortality rates. It is considered that the time has come to diagnose and treat 
by lesser procedures than hitherto, a selected group of patients with positive 
(A3-A5) smears. 

"Including the four 1965 cases, there are at present under clinical, colposcopic, 
and cytological observation, 8 patients who have not had a cone orring biopsy. 
All of these continue to have positive smears at intervals. I tis suggested that 
this should be extended to include all cases in women under the age of 35 with 
positive smears in which there is no clinical or colposcopic evidence of inva
sive cancer, ie 
a) The cervix shows nothing more than an eversion (erosion) on clinical 

inspection. 
b) There is no undue bleeding on probing the cervical canal. 
c) Colposcopic findings are consistent with carcinoma-in-situ only. 

"In the interests of continuity of supervision and patient-confidence, itis sug
gested all such cases should be passed to the care of Professor Green whose 
conscience is clear and who could therefore accept complete responsibility 
for whatever happens, with Dr Mclndoe to assist on the colposcopic and cyto
logical aspects:' 

The Minutes then record the following discussion: 
"Professor Green said that his aim was to attempt to prove that carcinoma
in-situ is not a pre-malignant disease. He also said that he had omitted to state 

* Associate Professor Crccn chose to be addressed throughout the Inquiry as Dr Green. 
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in this report that punch biopsy specimens would be taken. Jf at any stage con
cern was felt for the safety of a patient, a cone biopsy would be performed. 

"There was a lengthy discussion during which Professor Green answered 
many questions. 

"Mr Mcfarlane and Mr Grieve favoured retaining these patients under their 
respective teams but had no objection to handing over cases coming into the 
category stipulated by Professor Green to Professor Green for follow-up. 

"The matter was then deferred for consideration by the Hospital Medical 
Committee." 

In 1966 the Senior Medical Staff meetings were the forum through which matters of clin
ical interest and relationships between clinicians and the Postgraduate School were fre
quently discussed. It was an ideal opportunity to debate management of patients and 
consider new treatment options and implications. However, it had no direct duty or 
authority to approve Dr Green's study. It appears to have been constituted as an'in-house' 
committee to inform members of the senior staff of management decisions and enable 
them to participate in the decision-making process. 

As soon as the Senior Medical Staff (SMS) meeting concluded, a meeting of the National 
Women's Hospital Medical Committee (HMC) began. Whereas Dr Algar Warren, the 
Medical Superintendent, had chaired the previous meeting, this time the head of the 
Postgraduate School, Professor Dennis Bonham, was in the chair. There were 10 other 
doctors present, all of whom had attended the earlier SMS meeting. 

The Hospital Medical Committee meeting lasted slightly more than two hours. A large 
number of topics were discussed, one of which was Dr Green's proposal on carcinoma 
in situ. On this occasion the Minutes record: 

"The committee was of the opinion that cases considered suitable for this 
treatment by the consultants in charge of the cases, be referred to Associate 
Professor Green for followup. 
Moved: DrS 
Seconded: Mr M 
That: 'the Report of Associate Professor Green be received and the proposals 
contained therein be commended to the rest of the staff.'" 

Dr Green's proposal was put to the HMC as the body responsible for approving such 
projects. Since 1947 the Committee had been required to: 
" ... be responsible for the clinical organisation at National Women's Hospital in order that 
the professional and scientific work shall be properly carried out therein .... " 

At that time there appears to have been no written Hospital Board requirement that the 
HMC consider the ethics of research proposals. However, the Committee had chosen 
to assume that role. Dr Warren considered that the HMC had certain ethical duties. 
Professor Bonham held the same view when, in 1986, he responded as chairperson of 
the Hospital's Ethical Committee to an enquiry about the 1966 Proposal. 

There was no other mechanism, either formal or informal, for dealing with ethical aspects 
of clinical practice or research. In fact, the Auckland Hospital Board does not appear to 
have considered this an important issue until about 1972 when the Medical Superinten
dent of National Women's Hospital, by memorandum, stated that the functions of an ethi
cal committee were carried out by the Hospital Medical Committee. 

A significant number of the people who were present at the Hospital Medical Commit
tee meeting and the earlier SMS meeting gave evidence during this Inquiry. They were 
Professor Bonham, Dr Warren, Dr Malcolm McLean, Dr Green, Dr Bruce Grieve and Mr 
Bruce Faris. Another of those present atthe SMS meeting was Dr Bill Mcindoe. Although 
Dr Mdndoe died before this Inquiry started, he was obviously a methodical man given to 
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recording his thoughts with great care an din considerable detail. I have a large volume 
of his hand-written and typed memoranda, correspondence and comments. They have 
all been authenticated by his daughter and the only doubt which remains is whether the 
documents accurately record the events of 1966 and subsequent years. 

KNOWLEDGE OF THE INVASIVE POTENTIAL OF 
CERVICAL CARCINOMA IN SITU BEFORE 1966 
Carcinoma in situ (CIS) is basically a symptomless condition. Itis a lesion which is found 
on the surface of the epithelium (the lining or skin of the uterus or any area of the genital 
tract) and which has not invaded or spread beneath that layer. CIS is known as preinva
sive or a cancer precursor. It will develop into cancer in an unknown number of cases over 
an unknown period of years. In order to discover its presence it is necessary to screen ap
parently well women. 
At the time that Dr Green put his Proposal to the Senior Medical Staff and Hospital Med
ical Committee, the accepted method for initial diagnosis was the Papanicolaou smear, 
a technique where cells are collected from the mouth of the cervix or from the vagina and 
their structure microscopically examined. However, the only rational basis for conducting 
a routine screen of women who usually displayed no symptoms of disease, was if carci
noma in situ did have a significant chance of developing into invasive cancer; and if it was 
possible to treat CIS effectively, so preventing its development to a more serious and life
threatening disease. 
By the early 1960s most experts in Europe, the United States of America and Australia 
considered that CIS was a precursor of invasive cervical cancer. There was a growing body 
of research to support this belief. Professor Per Kolstad, now a Gynaecological Oncolo
gist at the Norwegian Hydros Institute for Cancer Research and one of a number of 
specialists of international repute called by the Inquiry, cited studies from Norway and 
other parts of the world in illustrating examples of this research. He first gave three ex
amples of indirect evidence of the invasive potential of CIS. 
·1. The observation that carcinoma in situ is more prevalent in populations with a high 

incidence of invasive cervical cancer and the fact that carcinoma in situ is seldom 
found among females with a low incidence of invasive cervical cancer. 

2. The mean age for women with carcinoma in situ is 10 years lower than those with in
vasive carcinoma. 

3. Carcinoma in situ is frequently found at the border of invasive cervical cancer, espe
cially in the earlier stages 1B and 2A. 

Professor Kolstad also gave direct evidence of the invasive potential of CIS. 
1. In 1961 Professor Kolstad compiled a table of studies for the Norwegian Medical So

ciety on the development of invasive carcinoma in untreated cases of carcinoma in 
situ from Paris, Copenhagen, Stockholm, Warsaw and from New York: 

Author 

Funck-Brentano 
Karlstcdt 
Kottmeier 
Lange 
Masterson 
Petersen 
Polahovsky 

Total 

Development of invasive carcinoma in 
untreated cases of CIS 

Observed No. of 
Years Patients 

9 124 
1-23 94 
3-10 40 
1-10 100 
1-5 25 

8-22 127 
2-5 85 

1-23 595 

Invasive Cancer 
No. % 

41 30.2 
17 18.1 
9 22.4 

24 24.0 
7 28.0 

39 30.7 
30 35.3 

167 28.3 
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2. "The internationally famous Gynaecological Oncologist, Meigs, from 
Harvard University said in 1956, 'One last plea is that all of us cease to al
low patients to go without treatment after a diagnosis ofcancer in situ has 
been made. I think it is careless, thoughtless and very reprehensible to 
follow such a procedure." 

3. "Leopold Koss, another recognised expert on the development of cer
vical cancer, presented a study in 'Cancer', No 161963, in which he gave 
the following summary of his findings (the emphases areKoss's): The 
essence of a long-term study of early malignant lesions of epithelium of 
the uterine cervix are reported. This study encompassing 93 cases with 
follow-up periods ranging from six months to ten years, suggests the fol
lowing conclusions: 

1. Carcinoma in situ is a lesion of the cervical epithelium that 
beyond doubt, is a precursor of invasive cervical cancer. 

2. Carcinomainsituisveryfragileandpoorlyestablishedandmay 
be readily eradicated by a variety of minor procedures. Its natur
al course may be profoundly modified even by small biopsies, 
drugs and possibly a physiological trauma such as delivery. 

3. Spontaneous disappearance of carcinoma in situ apparently 
does occur, but it is an extraordinarily rare event. 

4. Lesions histologically less advanced classified as bmderline 
atypia (dysplasias) behave similarly and may develop into car
cinoma in situ and even invasive cervical cancer. 

5. Carcinoma in situ and the lesser but related lesions appear to 
have an extraordinarily slow evolution. It was well known in 
the early 1960'scontinuingoverperiods of many years. Fort his 
reason they should not be considered to be in the emergency 
category and may be treated more leisurely. 

6. The behaviour of carcinoma in situ and related lesions of the cer
vix is at marked variance with that of invasive cervix cancer. This 
knowledge should not be used to minimise the importance of 
the lesion, but rathertoestablish new concepts of early human 
cancer!"' 

Professor Kolstad' s evidence convinces me that by the early 1960s expert world opin
ion considered that carcinoma in situ was a precursor of invasive carcinoma. 

MANAGEMENT OF CIS BEFORE 1966 -
Outside New Zealand 
According to Dr Joseph Jordan, Consultant Obstetrician and Gynaecologist at the Bir
mingham and Midlands Hospital for Women, Director of that hospital's Colposcopy 
Unit, and Director of Clinical Services in Obstetrics and Gynaecology to the central dis
trict of Birmingham: 

"The standard treatment for premalignant disease of the cervix in 1966 was 
hysterectomy although in a small numberofcentres in North America and 
a larger number in Europe, cone biopsy was found to be effective in a high 
proportion of cases." 

Dr Malcolm Coppleson, head of the Gynaecological Oncology Department, King 
George V Memorial Hospital, Royal Prince Alfred Hospital in Sydney, Australia, also 
spoke of the large numbers of hysterectomies being performed in the 1960s. He said that 
his perusal of the literature of the 1950s and 1960s 
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"points up the concern of some gynaecologists about this uncritical and 
radical approach, especially in young healthy women. 

"Out of this concern were derived Jess traumatic and simpler diagnostic 
methods such as randomly directed four quadrant punch biopsies performed 
with the unaided eye and treatment of selected cases ofcarcinoma in situ by 
conization alone. Without colposcopy, trepidation persisted that invasive 
cancer might be missed." 

Although colposcopy was very rarely used in the United Kingdom or the United States 
of America before 1966, the colposcope had been introduced in Norway as early as 1953. 
It allowed a change in treatment from relatively radical procedures like hysterectomy or 
radium irradiation to conization. Dr Coppleson: 

"The use ofcolposcopy permitted a safer and greater rationalisation of therapy 
and the trend progressed to more conizations as definitive therapy and fewer 
hysterectomies. In our 1967 book, I wrote that conization of the cervix 'is the 
recommended treatment fort he majority of women with carcinoma in situ'." 

During this period, many gynaecologists worldwide had already moved from the radical 
treatment of CIS by hysterectomy to the more conservative cone biopsy. 'Conservative' 
is used here in the sense, 'to conserve'. In order to retain her fertility, no more of a woman's 
uterus was removed than was necessary. 

The cone biopsy was a valuable diagnostic technique which had also come to be accepted 
as treatment for CIS, particularly in cases involving younger women. By using 
colposcopy. the gynaecologist was able to shape a cone to follow and encompass the 
abnormality. A hysterectomy was performed if the lesion had not been completely 
removed by a cone biopsy, and in cases involving older women for whom the 
reproductive function was not important and whose lesion was notfullyvisible with the 
aid of the colposcope. 

MANAGEMENT OF CIS BEFORE 1966 -
at National Women's Hospital 

The gynaecologists at National Women's Hospital were not unaware of world opinion 
on the nature of CIS and the trends towards its more conservative management. As early 
as March 1955 the Senior Medical Staff unanimously supported the formation of a cancer 
team under the control of Mr Har butt, tow hich all cases of carcinoma of the cervix were 
to be referred for treatment. The aim was to improve the standard of treatment as 
additional experience was gained. 

It is possible to infer from discussion at a Senior Medical Staff meeting inJ une 1955, that 
CIS (Stage O Carcinoma) was to be referred to this team also. The meeting discussed the 
formulation of a policy for the treatment of carcinoma of the cervix and uterine body and 
defines Stage Oas: 

"Carcinoma in situ - also known as preinvasive carcinoma, intraepithelial 
carcinoma - and similar conditions." 

The meeting agreed that: 
"CIS should be treated by hysterectomy except in 
cases where it is desirable to conserve reproductive function when 
amputation of the cervix should be carried out." 

In October 1955 the Senior Staff agreed that the taking of cervical smears was the only 
means of diagnosing carcinoma of the cervix at Stage O and fixed a policy that all patients 
over 35 years of age attending the out-patients' department, or admitted to gynaecological 
wards, were to have a cervical smear taken. 

Over the next 10 years the Senior Medical Staff and Hospital Medical Committee 
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regularly reviewed and discussed diagnosis and treatment procedures for CIS and 
invasive cervical cancer and agreed on general policies in procedure. For instance, in 
March 1957 it became general policy where CIS was diagnosed from a positive smear and 
a ring biopsy, that the cervix should be amputated for further histological diagnosis before 
proceeding to a total hysterectomy. The meeting also agreed that there was "no place for 
wedge biopsy in the diagnosis of CIS". 

A month later it was agreed that in investigating cervical carcinoma in situ the first step 
should be to take a ring biopsy which aimed to encompass completely the 
squamocolumnar junction and an area as high as 2cm up into the endocervical canal. 
However, the decision to amputate the cervix was to be taken now only where the 
pathologist required additional material for examination or the clinician considered that 
there was a good indication for this procedure. At the same meeting, Dr Sullivan, 
reporting on his study leave in the USA, said that: 

"A.t the three centres visited [CIS] was discussed with the pathologists, all of 
whom were agreed that carcinoma in situ is an early progressive malignant 
lesion, which if untreated, will eventually become invasive." 

In May 1958 the Minutes of the Hospital Medical Committee state: 
'The official Hospital policy regarding the treatment of carcinoma of the cervix 
Stage 0, [ carcinoma in situ] should be adequate cone biopsy ... provided the 
immediate follow-up is negative and ... the pathologist is satisfied that the 
cone biopsy has included all the carcinomatous tissue." 

The importance of regular follow-ups was raised in 1959 and again early in 1963 when 
Dr Green told staff that in his view check-ups were just as important after a hysterectomy 
as after a cone biopsy. 

In October 1963 at a full staff meeting, the factors indicating the need for a cone biopsy 
were discussed and enumerated: all A3 smears or above, or three A2 smears. All these 
cases were to have a follow-up smear once a year. At this same meeting Dr Green was 
given permission to collect samples of cervical mucus from A3 to AS smears and from 
known cases of CIS for biochemical testing. 

Management of CIS by Dr Green 
prior to 1966 

In 1949-1950, as part of the pre-requisite to Dr Green's admission as a member of the Royal 
College of Obstetrics and Gynaecology, he wrote a paperon the early diagnosis of cervical 
cancer. It was obviously an interest which he pursued from that time until he joined 
National Women's Hospital in 1956. Indeed it is clear from his evidence that a motive for 
joining NWH was to enable him to work with cervical cancer patients and those with 
carcinoma in situ. Given this intense interest in the disease and its management, it is not 
surprising that Dr Green began writing of his findings during the course of treating 
women diagnosed with CIS. He was also increasingly concerned at the number of young 
women undergoing hysterectomy for the disease, which he regarded as unnecessarily 
radical. 

In his evidence he spoke of reading papers such as that by Krieger, Lawrence and 
McCormack from Cleveland, Ohio, which caused him to ponder on the need for total 
hysterectomy as a treatment for carcinoma in situ. He spoke of Kottmeier and many others 
who, during the 1950s, had written up their experiences of CIS and carcinoma of the 
female genital tract for scientific journals and books. 

There were also discussions on treatment of CIS among consultants at the Hospital at 
that time and Dr Green mentions in particular, Dr Grieve and Dr Harbutt, Mr Faris, Dr 
Macfarlane and Professor Liggins, all of whom were respected consultants at NWH. 
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The active encouragement of research at the Postgraduate School, Dr Green's particu
lar interest in the disease, his age, his reading and his discussions with colleagues made 
a more formal study of carcinoma in situ almost inevitable. He had begun writing and 
presenting papers soon after he arrived at NWH and presented a paper, which was the 
forerunner to the 1962 article, 'Carcinoma In Situ of the Uterine Cervix," as early as 1958. 
In the 1962 paper he said: 

"When, in 1956, it was apparent that an increasing number of young women 
with small families were being subjected to hysterectomy for carcinoma in 
situ, it seemed worthwhile to consider a more conservative approach to treat
ment .... At first, conservative treatment in this Hospital was applied only to 
young women (under 35 years of age) and then only if more children were 
desired. Later, the illogical nature of this view was realised - iflocal excision 
is good enough for a young woman why should it not be so for her near
menopausal sister whose cervix is likely to suffer much less trauma? The 
policy oflocal excision was then extended by the author to the older patients." 

At the time he wrote that, Dr Green was obviously concerned about conducting unneces
sarily extensive surgery on women whose disease did not necessarily warrant it. He was 
reviewing, as had Dr Coppleson, the need to treat carcinoma in situ by hysterectomy, and 
particularly by radical hysterectomy. Some centres were beginning to use a cone biopsy 
(known when it is used for treatment purposes as conization) as an effective treatment 
for CIS. 

A hysterectomy was an extreme measure to take unless it was thought critical for the 
health or survival of the woman concerned. Hysterectomy was regarded by some doc
tors as a mutilating operation with psychological effects. It not only interfered with a 
woman's reproductive system, but subsequent pathological examination also found that 
CIS had not always been present. Moves to a more conservative treatment protocol were 
not, therefore, unique to Dr Green or National Women's Hospital. 

There were then, as there are now, limitations on the use of the more conservative treat
ment approach. A number of expert medical witnesses stressed that this treatment was 
more appropriate in younger women, that invasive cancer must be excluded by a histo
logical diagnosis and that follow-up cytology must satisfy the clinician that the disease 
has been eradicated. Dr Green, writing in 1962, was clearly setting out a conservative 
treatment policy which he had already formulated. In that 1962 paper, Dr Green referred 
to the conservative management by cone biopsy (80), ring biopsy (1) and amputation of 
the cervix (3) of84 patients who had been diagnosed as havingCIS up to 1960. This con
servative management had already been extended to patients where there was doubt 
about the completeness of the excision and to patients over the age of 35. 

In his evidence, Dr Grieve said that Dr Green was the only clinician at National Wom
en's Hospital treating CIS by less than cone biopsy before 1966. All the others were per
forming hysterectomies or cone biopsies. The 1966 Proposal itself, and an article by Dr 
Green published the same year, gave further details of patients managed conservatively. 

It appears, therefore, that in the early 1960s, a significant number of patients with CIS, 
including some over the age of 35, were managed by Dr Green by diagnostic procedures 
and by cone biopsy. It was evident that Dr Green was already content to follow some 
patients with positive smears without eradicating the lesion. 

DIAGNOSTIC TECHNIQUES IN 1966 
As CIS is basically a symptomless disease, the clinician cannot expect to gain any infor
mation from the woman herself. Taking her history will be useful only if the woman 
reports symptoms consistent with invasive cancer. The clinician is able to detect invasive 
cancer with the naked eye; but CIS would normally pass unnoticed. Consequently the 
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clinician's role is to ensure that the diagnostic techniques of the cytopathologist and 
histopathologist are used where appropriate, and to ensure that no symptom which 
might mean invasive disease is overlooked. 

Cytology and the Papanicolaou 
smear test 

A cytologist studies the structure of cells under a microscope. In genital tract cancer 
precursors and invasive cancer, the cells are collected from the mouth of the cervix or from 
the vagina by a technique commonly known as the Papanicolaou smear or the smear test. 
When Papanicolaou smear tests were introduced to National Women's Hospital during 
the 1950s, they were used with enthusiasm by the consultant staff employed there, Dr 
Green included. Every woman ( aged 30 and over to begin with) who attended the Hospi
tal for an obstetrical or gynaecological examination was offered this simple test. Mrs 
Barnes, a Senior Nurse at NWH until 1962 when she left nursing, said: 

''At the time I was working in the Clinic, the Pap smear test was one of Associ
ate Professor Green's greatest enthusiasms and we used to jokingly suggest 
that a woman could hardly get past the appointment counter without hav
ing her pants off and a smear taken. So there was a great deal of excitement 
and enthusiasm concerning the procedure and its prospects, and we couldn't 
wait to share our knowledge with the patients. 

"There was certainly no question of in any way withholding what we thought 
about their condition and their prospects. Really, we were rejoicing with these 
women because they had, at such an early stage, been discovered to have the 
potential for invasive cancer." 

Mrs Barnes' evidence confirmed both the early emphasis placed on the value of cytol
ogy and the recognition of those who worked at the Hospital of the invasive potential 
ofCIS. 

In Papanicolaou's original classification cytologic findings were graded into five classes: 

Class 1 Absence of atypical or abnormal cells 

Class 2 Atypical cytology but no evidence of malignancy 

Class 3 Cytology suggestive of, but not conclusive for malignancy 

Class 4 Cytology strongly suggestive of malignancy 

Class 5 Cytology conclusive for malignancy. 

This classification is used by a minority of pathologists now, but a modified Papanico
lon system was used at National Women's Hospital until 1983. Part of that system was an 
additional category - Grade (Class) 2R. According to Michael Churchouse, the Charge 
Technologist in the Cytology Laboratory at NWH, Grade 2R had a specific meaning in 
the Hospital laboratory: 
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"Dr Mclndoe had gone to great trouble to ensure that the clinicians knew what 
a2R was. A2R was 'I don't know' category !tis neither one thing nor the other. 
It clearly has to be either repeated ora biopsy. It has to have some further in
vestigation. 

"Over the years, started by Dr Darby with his special stamp and culminating 
in Dr Mclndoe putting very special stickers and even changing the word to 
'Atypical; he was attempting to make the clinicians heed this report to repeat. 
What I want to make very clear here is that we were doing malignancy screen
ing. All that was required of us at that time, over that period of time, was to 
say, 'This patient has a malignancy.' 'This patient we think might have a malig
nancy, it needs further investigation.' 
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"This was ve1yclear to everybody but it appeared from time lo time that they 
took less notice than we would have wished of the 2Rs and so we wenttu the 
stickers, the changing of the wording, the emphasising tfa·t this was not a 
negative, this was something that had to be, this was cytologically significant, 
and had to be ve1y clearly and carefully investigated." 

It appears that at National Women's Hospital during the 1960s and 1970s a Grade 2Rsmear 
was not being adopted as a management suggestion "at least by Dr Green''. 

The Papanicolaou smear test is an extremely useful means of detecting precancerous con
ditions or earlv invasive cancer. It is, however, an inexact test and l1as never been used 
as a precise di;gnostic technique. While cytology can warn the gynaecologist of the pos
sibility of disease, it is a starting point only. But by the same token, it should not be 
ignored. 

Colposcopy 

(a) Basic use of the Colposcope 

A col po scope is a binocular microscope with a strong light. It provides a magnified view 
(10 to 40 times) of the surface structures of the cervix. The patient is examined on a nor
mal examination table or in a specially designed reclining chair. The instrument was de
veloped in Germany in the 1930s to study the early stages of cervical neoplasia. From the 
1950s onwards, groups in Norway (Professor Kolstad), Czechoslavakia (Dr Stafl) and 
Australia (Dr Coppleson) began expanding the technique. 

Dr Coppleson said that the colposcope started to allow "a more generalised enquiry into 
the meaning of all the other features of the colposcopic image, other than topography, 
such as colour, surface configuration and blood vessel changes as well as temporal 
changes in appearances as might constitute a life history of the normal and the diseased 
organ". This further development assisted the expert colposcopist in excluding the 
presence of invasive cancer by examining the cervix and taking small biopsies of the most 
abnormal areas. However, Dr Coppleson said that until the early seventies, very little of 
this new knowledge was available outside the research centres where it was developed. 

(b) Colposcopy at NWH in 1966 

Professor Carey's enthusiasm for the value of cytology had resulted in the introduction 
of Papanicolaou smear tests at National Women's Hospital. It appears that he was also 
responsible for ordering the Hospital's first colposcope. It lay unused until Dr Warren 
arrived as Medical Superintendent at the Hospital in September of 1960 and came upon 
it in storage. 

Dr Mclndoe obviously chose to become skilled in this technique. Fm many years he was 
the only formally trained colposcopist in this country. He had joined the Hospital as a 
Registrar in the late 1950s and after becoming'afellow of the Royal College of Surgeons 
in 1961 he had been appointed a cytologist. During 1963he spent three months training 
in colposcopy, a part of that time with Dr Coppleson in Sydney. Dr Coppleson 
remembers: 

"Dr Mcindoe came to Sydney in the mid or early 60s to learn the technique 
and its newer findings. My recall of th is visit is poor but sufficient to reach the 
conclusion that his grasp of the technique, its meaning, potential, and detail, 
not surprisingly were indifferent, and in retrospect unquestionably too ves
tigial to apply to such an intrepid venture." 

(The 'intrepid venture' to which Dr Coppleson refers is the 1966 Proposal.) 

In September 1962, as part of a report on the Thames Cervical Cytology Survey, Dr Mcln
doe had informed a full staff meeting that he had examined 23 patients with positive and 
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A2 repeat smear results. He said that he could now "handle the instrument quite well 
and [has] had some experience with it". However, he noted that he had not had sufficient 
experience with a wide enough range of patients to be able to submit any conclusions. 

Dr Mclndoe took up an appointment in colposcopy at NWH in 1965, having been 
appointed to a half-time position in cytology earlier that year. The technique was still in 
its infancy and the many uses of colposcopy and the range of its possibilities were in their 
early stages of development. In this environment, despite a growing confidence with the 
technique, Dr Mclndoe's skills could have been no more than elementary in 1966, and 
he would have been the first to agree. 

As Dr Copple son said, there was a "paucity of published work, especially the detail on 
the subject and nascency of our ideas on the topic. At the time, few colposcopists even 
understood the concept let alone had the necessary expertise and confidence to grade 
lesions". It was Dr Coppleson's opinion that while Dr Mclndoe would have been exposed 
to the new approach to colposcopywhich "permitted the differentiation of appearances 
that were prospectively serious from the majority which were demonstrably 
insignificant", he doubted "his [Mclndoe's] grasp of its significance". 

Histopathology 

In the 1950s and 1960s before colposcopy was available, when a positive smear was 
reported and there was no clinical evidence of invasive cancer, the next step in the 
procedure was to take a biopsy of tissue from the woman's cervix or other affected part 
of the genital tract. By far the most common form of biopsy then was the cone biopsy. 

Cone biopsy 

A 

B 

Conization is the removal of a cone-shaped wedge of tissue from the cervix. The specimen should include 
uninvolved endocervical epithelium above the abnormal lesion and uninvolved ectocervix below. In 
postmenopausal patients the squamocolumnar junction is more often located in the endocervical canal, 
requiring the narrow type of cone specimen B. 
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/\ Surface of the endoccrvix which will form the base of the cone. J'he dotted line indicates the line of incision 
clear of the abnormal areas defined by colposcopy. 

8 Excision of cone-shaped specimen. 

C The denuded cervical tissue is then covered with flaps of surrounding epithelium. 

This tissue was then examined by a histopathologist. A large piece of tissue, such as that 
taken with a cone biopsy, will include parts of the underlying stroma ( the tissue beneath 
the surface layer or epithelium). In order to diagnose or exclude invasive cancer it is 
essential to have a tissue sample of this depth available for histopathological examination. 
The pathologist then reports the presence or absence of disease to the gynaecologist. 

Section of a cone biopsy 

/\ Original (native) squamous epithelium of the ectocervix. 

B Arca of CIS arising in the transforn1ation Lone, which lies nrninly in the endocervical canal in this patient. 
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Smaller punch biopsies were performed at National Women's Hospital at this time. Both 
punch and wedge biopsies were largely employed when a target site was identified. Ring 
biopsies were also performed at NWH during this period. They were smaller, shallower 
versions of the cone biopsy and were between 1.5 and 2cm deep. 

Co-operation in diagnosis 

Even before the introduction of colposcopy, it was essential for the gynaecologist, the 
cytopathologist and the histopathologist to work together to detect and treat the presence 
of carcinoma in situ or invasive disease. Gynaecologists cannot detect precancerous 
abnormalities with the naked eye. They have to rely on the skills of their colleagues to help 
them detect, pinpoint and grade the severity of the disease. Therefore close co-operation 
among these specialists has always been essential. The same need for reliance and co
operation is true of the work of the specialist colposcopist. 

During the 1960s Dr McLean, as pathologist in charge, Dr Mcindoe, as gynaecological 
colposcopist, and Dr Green as gynaecologist, all had specialist training and skills. Each 
would have a knowledge and understanding of the other's work, but none could reliably 
undertake the highly specialised work of any other member of the team. This dependence 
of the clinician on information from other specialists highlights the dangers for patients 
if there is mistrust or lack of cooperation. 

DISCUSSION OF THE 1966 PROPOSAL 
BY THE SMS AND HMC 

Discussion of the 1966 Proposal was recorded both in the Senior Medical Staff and 
Hospital Medical Committee Minutes. Parts of these records came under close scrutiny 
during the Inquiry. Although the SMS Minutes record that, "Professor Green said that 
his aim was to attempt to prove that carcinoma in situ is not a premalignant disease", in 
his evidence, supported by Professor Bonham, he said that this was an inaccurate report 
of his remarks. Had his aim been so stated, he felt sure his colleagues would not have 
approved the Proposal. The record ought to have stated that his aim was: 

"To attempt to prove that carcinoma in situ is not invariably a premalignant 
disease" (my emphasis). 

(a) Was the word 'invariably' part of 
the stated aim? 

To a lay person recording the Minutes, the omission of the word "invariably" may not 
seem of much significance. Nonetheless, there has been no evidence to suggest that the 
person who took the Minutes was anything other than a careful and meticulous assistant. 
Indeed the accurate recording of discussion in the Minutes was seen as of such 
importance that in a jointly signed memorandum of 20 September 1961 concerning the 
Hospital Medical Committee, the Medical Superintendent and the Head of the School 
of Obstetrics and Gynaecology agreed that 

"(3) - the Stenographer to read back to the meeting the full text of each 
resolution and matters leading up to the resolution and then any corrections 
made by the meeting. No alterations to be made to the minutes after such 
corrections have been made by the meeting." 

Unless a different philosophy prevailed at the SMS meetings, it is likely that there was 
a similar procedure. 

By 1966 scientific literature confirmed the possibility of progression from CIS to invasion. 
Dr Green's decision to repeat this research, by attempting to prove that CIS is not 
invariably a premalignant disease, was very very dangerous for the patients involved. 
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To disprove invariable progression to invasive cancer, every woman included in the trial 
would have to progress to invasion. Professor David Skegg, Professor of Preventive and 
Social Medicine and Director of the Hugh Adam cancer epidemiology unit at the 
University of Otago, commenting on the possibility that the word "invariably" was part 
of the stated aim, said 

"It would be an extraordinary thing to have embarked on this study if it were 
really believed that the purpose was to prove that it does not invariably 
progress. 1 hope that the Minutes are correct and that Professor Bonham's 
memory is incorrect because if he says the purpose was to show that 
carcinoma in situ does not invariably progress, that means that it was thought 
justified to prove that point, to withhold treatment from the proportion of 
women in whom it would progress, and in fact to prove that it does not 
invariably progress, one would have to go on until every single woman had 
developed invasive cancer." 

The only other possible interpretation is that Dr Green held a fixed belief that he was 
setting out to prove. If that was so, then he was ignoring virtually all the existing literature 
which assessed the likelihood of progression to invasion. Even if he considered that the 
use of colposcopy would help him to exclude the possibility of invasive cancer, before 
allowing positive smears to remain untreated or under-treated, he should have known 
that there was a possibility that his belief was inaccurate. 

I have come to believe that Dr Green was in facttrying to prove a personal belief. It cannot 
be just a coincidence that an interview with Dr Green, published in the New Zealand 
Herald on 24 January 1970, quoted him as saying: 

"In situ cancer is not a forerunner of invasive cancer." 

Two years later in the Auckland Star (21 June 1972), the identical statement appears with 
the addendum "and the smear test is overrated". It is also possible that Dr Green, as part 
of this belief, felt that CIS was a normal condition for most women. There was striking 
evidence for this theory in the interviews of two patients, both of whom were included 
in the 1966 Proposal group. 

Patient Code 4Fl knew that the results of her smear tests were not normal. She said: 
"He [Dr Green] told me that there wasnineoutoflOwomenhavecancerand 
he said that in my case, if I wenttomynormal GP they would panic. Mr Faris 
told me the same. That they would panic, they would be rushing me into 
hospital. 

"But he did say that they would panic and he said in cases like that, it docs lie 
dormant, it doesn't sort of - it can go one way or the other and just assured 
me that why they were keeping a close eye on things, having smears every six 
months, that if it turned the other wa_y, then they would have to do 
something." 

Dr Green repeated this observation to Patient Code4S, when he told her that she had to 
understand: 

"Every person is normally born with the cancer; but it is the type ofcancer that 
is dormant and that's all I could understand because he was using all sorts of 
words that you don't understand. I'd like to have been told or gone into it more 
thorough. ... He said sometimes it just flares up every now and then, but he 
told me what! had was nothing to really worry about because he said it would 
never kill me, but it is still in the back of your mind." 

I have not been told whether there is a scientific basis for the proposition that the majority 
of people harbour cancer of some type. As a description of carcinoma in situ, however, 
it is inaccurate and misleading. 
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There was further support that Dr Green held the theory that CIS is a natural condition 
after the issue of vaginal swabs from neonate infants was raised during the course of the 
Inquiry. In an affidavit on this study Dr Green said: 

"3. Around about 1963, I thought of the possibility that abnormal cytology 
in women later developing CIS or invasive cancer may have been present 
at birth; this was because many pathologists and clinicians whom I 
consulted, diagnosed dysplasia orCIS in autopsy specimens of cervices 
of stillborn infants. 

4. To test this particular theory I thought of examining vaginal swabs from 
infants in the hope that abnormal looking cells exfoliated from the cervix 
might be found in the lower vagina .... 

7. Soon after this particular study commenced, I realised that the study was 
totally unsatisfactory because the enormous number of normal 
squamous cells shed into the vagina from the vaginal epithelium 
effectively 'drowned' any possibility of finding cervical cells coming from 
much further up the vagina. 

8. I can recall that 2 or possibly 3 swabs were reported as having abnormal' 
cells and I thought that this suggested some evidence that confirmed the 
hypothesis that abnormal cervical cells were present at birth, however 
l soon realised that thty were from a thinner than usual vaginal 
epithelium caused byrelativedeficiencyof placental estrogen. Once this 
was realised, I lost interest in the study." 

There is additional evidence that Dr Green did not accept the usual view that cervical 
carcinoma in situ is a potential precursor of invasive cancer. In his paper 'Cervical 
Carcinoma in Situ: True Cancer or Non-invasive Lesion?' 2

, the title itself hints at the 
hypothesis reported in the Senior Medical Staff Minutes. In that paper Dr Green 
questioned "the commonly accepted view that cervical carcinoma in situ is necessarily 
a precursor of invasive cancer", and presented evidence to support his contention that 
CIS may pursue a benign course in a large proportion of patients. In 1965, in his paper 
entitled 'Cervical Cytology and Carcinoma in Situ' 3 , Dr Green again presented evidence 
that CIS "may in a fair proportion of cases be a benign lesion". This reasoning could also 
be inferred from a sub-heading in the same paper, What is Cytology Mainly Revealing? 
Early True Cancer or Not? 
In 1966 Dr Green presented a paper, 'Is Cervical Carcinoma in Situ a Significant Lesion?', 
which was subsequently published. 4 Although Dr Green said that it was presented to 
provoke discussion, there is a consistent theme running through all these early papers. 
The content of those papers, which had been researched and completed before his 
Proposal was put to the SMS and HMC persuades me that in 1966 hew as sceptical of the 
progression theory. 

Conclusions: I cannot believe that Dr Green would be so cynical as to attempt to prove 
an hypothesis that carcinoma in situ is not invariably a premalignant disease. I am 
satisfied that the discussion recorded in the Minutes of the Senior Medical Staff was 
accurate and that it was Dr Green's intention to prove the hypothesis as stated: 

"To attempt to prove that carcinoma in situ is not a premalignant disease:' 

b) Other comments on the SMS discussion 

At the time the Proposal was discussed, specialists at NWH had for some years 
acknowledged that CIS was "an early progressive malignant lesion which, if untreated, 
will eventually become invasive", (Dr Sullivan 1957) and had agreed that the protocol for 
treatment "should be adequate cone biopsy. .. provided the immediate follow-up is 
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negative and ... the pathologist is satisfied that the cone biopsy has included all the 
carcinomatous tissue". 

ln the light of this knowledge, the evaluation of the Proposal as set out in the discussion 
is of great significance. There are a number of statements made during the discussion of 
the 1966Proposal and recorded in the Minutes which help clarify Dr Green's intentions 
for the study and other senior staff members' response to it. 

1. "He also said that he had omitted to state in this report that punch biopsy 
specimens would be taken." 

This statement represents the only indication that Dr Green was to rely in any way on 
histology as part of the diagnostic procedure. Punch biopsy was mentioned in the 
Proposal itself, but only as a form of treatment. In Dr Mclndoe's memorandum (to which 
I shall refer in more detail later) to that meeting, he says: 

"In the present case inadequate tissue diagnosis, which can be the only 
description of the type of biopsy I at present perform (if this is to be the only 
biopsy done) and follow-up only taking further steps if there is clinical or 
colposcopic evidence of invasion, would seem to me the type of care that 
should not be followed." 

In my view Dr Green's comment on the use of punch biopsy in the discussion is likely 
to have been in response to Dr Mein doe's concern about the failure to rely on histology 
in the Proposal as it was originally set out. 

2. "If at any stage concern was felt for the safety of the patient, a cone biopsy 
would be performed." 

[tis not clear from this record of the discussion whether Dr Green intended a cone biopsy 
to be a form of treatment or a form of diagnosis if invasive cancer was suspected. On all 
the evidence, however, it is more likely that "concern" related to the possibility that 
invasive cancer might be present and that the biopsy was for diagnostic purposes. 

In the light of that, it is my view that this part of the discussion confirms that Dr Green 
intended a study which involved no treatment or under-treatment of women with 
positive smears. 

3. "There was a lengthy discussion during which Professor Green answered 
many questions." 

/\ !though I have grave concerns about the fact that this Proposal was not vetoed at either 
meeting, at least this statement shows that there was debate about it. 

4. "Mr Mcfarlane and Mr Grieve favoured retaining these patients under their 
respective teams but had no objection to handing over cases coming into the 
category stipulated by Professor Green to Professor Green to follow-up." 

Until Dr Grieve's evidence I had inferred that he and Mr Macfarlane preferred to retain 
their own patients diagnosed with CIS for treatment; but that if any displayed persistent 
positive cytology they would be passed to Dr Green for inclusion in his study. This was 
an incorrect assumption. In fact Dr Grieve said: 

"We handed OFer the majority of patients ... to Professor Green, patients that 
came into this category." 

Question: .. . Might the reality haFe been that at this stage you were reserving 
your position and expecting to retain patients in yom·respective teams ... but
in practice it didn't work out that way? 
Dr Grieve: I don't know whether it worked out quite like that. 1 
think ... patients which we admitted from our own practice we preferred to 
maintain the management of ... under our own teams and that they were not 
transferred. 
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Question: So you retained your own private patients and those stayed under 
your care? 

Dr Grieve: I think that in general that would be so. 

Question: .. . The patients that you treated subsequent to June 1966, did you 
allow those to proceed with positive cytology without some kind of definitive 
treatment aimed at eradicating the source of the positive smears? 

Dr Grieve: No. 

Question: Why .. not ... ? 

Dr Grieve: I preferred to carry out what I considered was the established 
treatment at the time. On the other hand ... I wasn't absolutely positive, far 
from it, that my treatment was the correct one . .. . Professor Green was 
undertaking a study which we considered well worthwhile and might well 
be beneficial." 

The statement from the Minutes of the discussion therefore, resulted in patients referred 
from clinicians' private practice being offered 'established treatment' which at that time, 
according to Dr Grieve, was surgery less radical than hysterectomy - usually a cone 
biopsy. He said that: 

"Surgery was advocated by me and others on the understanding that the 
patient's condition could be monitored closely by cytology screening and 
colposcopic examinations." 

The other patients entering National Women's Hospital, unconnected to a particular 
consultant's practice, were those passed to Dr Green for inclusion in the 1966 Proposal. 

5. "The matter was then deferred for consideration by the Hospital Medical 
Committee." 

There is in fact no discussion recorded in the Minutes of the Hos pita! Medical Committee 
that night although, of course, all 11 Committee members had been present at the 
previous meeting of senior staff. 

SAFEGUARDS IN THE 1966 PROPOSAL 

The Proposal includes the statement: 
"It is considered that the time has come to diagnose and treat by lesser 
procedures than hitherto, a selected group of patients with positive (A3-A5) 
smears." 

At first sight, in the context of the Proposal, it appears that Dr Green was proposing to 
manage this group of women by diagnostic punch biopsy alone. He was specifically 
asked during the Inquiry what he had intended by the term "lesser procedures". He 
replied: 

"Cone biopsy rather than hysterectomy, ring biopsy rather than cone biopsy 
and singular or multiple punch biopsies rather than ring biopsies." 

The Proposal itself does not specify this. It stipulated punch biopsies. The fact that cone 
biopsies would be used as a safeguard if there was any concern about the patient's 
condition only emerged during the course of the discussion which followed its tabling. 

If this dialogue had not been recorded, there would be no permanent documentation 
giving greater detail of what Dr Green was proposing. However, it was possible to 
ascertain some of the safeguards that those present saw as implicit in the 1966 Proposal 
or that they drew from discussion at the meetings, from the evidence of Professor 
Bonham, Mr Faris, Dr Warren, Dr Grieve, Mr Wright and Dr McLean. These safeguards 
were: 
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1. Reliance on Dr Green's expertise 
Dr Green was considered by his colleagues to be an expert in this field. Mr Faris said that 
he was also considered to be "fairly knowledgeable in respect of histology and cytology". 
Furthermore, as Professor Cole said, when breaking new ground in medical research "a 
degree of trust has to be achieved"; and when speaking of Dr Green's colleagues who 
approved the 1966 Proposal he said, "I concede that when they discussed this matter in 
1966, his colleagues trusted Dr Green .... They trusted him with the best knowledge they 
had and they were experienced clinicians:' 

2. Exclusion of invasive cancer 
The possibility that the patient suffered from invasive carcinoma was to be assessed before 
she was included in the study. If she had invasive cancer, then she must be treated for 
that. If, however, her condition was precancerous, then she was eligible to be included 
in the group. 

3. Colposcopy 
Mr Faris identified this technique as a means of ensuring that "there would be no signs 
or evidence of abnormality of the cervix beyond a mild erosion". In the 1966 Proposal, 
however, the role of colposcoy was to delineate preinvasive (CIS) and invasive disease. 

4. Cone biopsy 
If there was concern for the patient then a cone biopsy was to be performed. 

5. Age of women to be included 
Treatment would be restricted to those women under the age of 35. Although that precise 
age has no special significance, Dr Green's colleagues were aware that as a woman gets 
older it becomes more difficult to view the entire area of abnormality. Dr Jordan said: 

"There is a further problem with the over 35s. As the woman gets older; the 
squamocolumnar junction is more likely to lie in the endocervical canal and 
therefore be invisible to the colposcopist. Since the colposcopist may not be 
able to see the lesion in its entirety, he is therefore unable to comment on 
whether or not that part of the lesion in the endocervical canal is suspicious 
of invasive carcinoma or not. 
''Also he is unable to take a representative biopsy from the endocervical canal 
without performing a cone biopsy. It is for these reasons that women in the 
over 35 group are more likely to end up with a cone biopsy than local 
destructive methods, and are more likely to have unsuspected invasive 
carcinoma than the younger woman." 

6. Clinical signs 
There were to be no clinical signs of invasive carcinoma. 
After hearing their evidence I accept that, when approving the Proposal, some members 
of the Committees believed adequate safeguards had been put in place, given their 
knowledge of CIS and its management in 1966. Had they evaluated the Proposal more 
carefully, however, they would have realised that most of the "safeguards" were illusory. 
And had they required a formal review of the Proposal once it was in effect, they would 
have been forced to acknowledge that those safeguards were not working. 
Were there, then, any true safeguards? In my opinion the only protection offered to the 
patient was Dr Green's expertise in eliminating the possibility of invasive cancer by 
confirming the absence of symptoms and the checking of the clinical appearance of the 
cervix by colposcopic examination. 
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CONCLUSIONS 

(a) Management of CIS before the 1966 Proposal 

The Minutes from the two meetings on the evening of 20June 1966, together with Minutes 
from Senior Medical Staff, Hospital Medical Committee and full staff meetings between 
March 1955 and the end of 1964, have led me to draw the following conclusions on the 
management of CIS at National Women's Hospital prior to 1966: 

1. Carcinoma in situ (Stage O carcinoma of the cervix) was regarded at National 
Women's I lospital as a precancerous condition and its invasive potential was also 
known. 

2. Cone biopsy was accepted as appropriate treatment for CIS as early as May 1958, 
provided that the excision was complete, follow-up was conscientious and there was 
no evidence of disease. 

3. The use of the colposcope was still in its infancy. 

4. The Hospital Medical Committee and Senior Medical Staff were familiar with the 
possible risks that CIS would progress to invasion if untreated. The 1966 Proposal 
should, therefore, have been considered with great care when it was put to the two 
meetings for approval. Furthermore, for some years there had been a move from the 
more radical treatment of hysterectomy to cone biopsy. The 1966 Proposal was not 
part of this trend. 

5. Tt is clear that prior to 1966 the SMS and HMC regularly reviewed treatment and 
management procedures. Unfortunately this practice seems to have lapsed in the 
years that followed the acceptance of Dr Green's 1966 Proposal. 

(b) What was the 1966 Proposal? 

The 1966 Proposal was put in place to monitor the condition of women with positive 
smears who were not suspected clinically or colposcopically of harbouring invasive 
disease. No treatment was to be offered to those women unless at a later stage symptoms 
or examination disclosed the possibility of invasive carcinoma of the cervix. 

The Proposal depended on a belief that carcinoma in situ was rarely if ever a cancer 
precursor. In 1966 Dr Green and his colleagues on the Hospital Medical Committee were 
well aware of the world view that CIS was a precancerous condition. This was obvious 
from the Minutes recorded before 1966 and from the manner in which clinicians other 
than Dr Green managed their private patients at th is time. Furthermore, at least some 
private patients continued to be treated by generally accepted methods in the years that 
followed. 

l. The Australian & New Zealand Journal of Obstetrics & Gynaecology, June 1962, Vol 2, No 2. 
2. i\ust.!\i.Z.J. Obstet Cynaec. (1964) 4: 165 
3. Journal of Obstetrics & Gynaecology of the flritish Commonwealth 1965, 72:13 
4. International Surgery, June 1967, Vol 47. No 6, 51 l 
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Chapter 2 

1966 PROPOSAL IN OPERATION 

The management of patients over the years since the 1966 Proposal deserves special at
tention. This section looks at particular aspects of that management. There also has been 
some confusion over whether techniques were solely diagnostic, were treatment, or on 
occasions a combination of both; and whether this was by chance or by design. I shall 
therefore comment on terminology as well where appropriate. 

THE PUNCH BIOPSY SERIES 

A punch biopsy is defined as a small piece of tissue approximately 5mm in diameter taken 
from a part of the cervix for microscopic examination. All overseas and most New Zealand 
authorities agreed that this biopsy technique has never been accepted as a form of treat
ment. Dr Jordan confirmed that a punch biopsy has been regarded solely as a diagnostic 
procedure throughout the period with which this Inquiry is concerned (1966-1987). 
However, Professor Richart and Dr Jordan said that it was possible that a punch biopsy 
might eradicate a very small lesion. 

Dr Laverty, a specialist gynaecological histopathologist and cytologist practising in 
Sydney, Australia, noted that small punch biopsies are a "particular area of concern". 
While he agreed that by 1960 a single punch biopsy could "excise a very small lesion lom
pletely, or alternatively be followed by a so-called 'spontaneous cure' of small CIS lesions", 
if it was intended to use this technique as treatment, then the correct siting of the punch 
using a colposcope was of paramount importance. Obviously, to be adequate treatment, 
the lesion should be seen to be removed in its entirety. 

None of the independent authorities took the view that a clinician ought to use the single 
punch biopsy as a treatment technique. 

On occasions, a clinician may choose to use a series of punch biopsies, usually known 
as multiple punch biopsies, as a method of treatment. Again this technique was not 
strongly supported by any of the overseas authorities. The amount of tissue taken is so 
small, and the site from which it is to be taken so difficult to identify, that even a multi
ple punch biopsy cannot be used with confidence. 

Management by punch biopsy 

The SMS Minutes record that punch biopsy specimens were to be taken, but in the body 
of the 1966Proposal Dr Green says, "Four have been treated by punch biopsy alone" (my 
emphasis). As punch biopsy is primarily a form of diagnosis and only fortuitously treat
ment, the use of the word 'treated' is misleading. 

lam satisfied that Dr Green did not intend to use punch biopsy as a method of treatment 
in the context of the 1966 Proposal. In my view he intended to monitor patients with posi
tive cytology, disturbing the lesion only by the most minimal diagnostic technique - a 
punch biopsy. 

The use of colposcopically-directed 
punch or wedge biopsy alone 

The 1966 Proposal presented brief details of 503 cases of cervical carcinoma in situ. Four 
of those were said to have been treated by punch biopsy alone. In a paper published in 
the same year titled 'Pregnancy Following Cervical Carcinoma in Situ'1

. Dr Green referred 
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again to those "4 patients seen in 1965 [ who have had] no further treatment since the clin
ical colposcopic and punch biopsy diagnosis of the lesion" (my emphasis). 
Three years later, in his 1969 paper, 'Invasive Potentiality of Cervical Carcinoma in Situ',' 
Dr Green referred to 16 patients whose only management by the end of 1966 was a punch 
biopsy to establish a histologic diagnosis of CIS and who thereafter were not offered any 
treatment. 
By 1970 when he published 'Cervical Carcinoma in Situ', 3 the number of patients "diag
nosed and treated by punch biopsy alone" had increased to 27. The same group of 27pa
tients was referred to again in Dr Green's 1970 paper co-authored with Dr Donovan and 
entitled The Natural History of Cervical Carcinoma in Situ'. 4 In that paper, Dr Green not
ed that 22 of the 27 patients had had continuing positive smears. 
The number of patients for whom primary treatment was biopsy alone had increased to 
99 by the time Dr Green's last paper on the topic was published in 1974. 5 

In that paper, primary treatment was defined as "that treatment status in existence one 
year after the date of the original (histological) diagnosis". It is clear, particularly from read
ing the 1974 paper, that many patients who started with punch biopsy then went on af
ter a delay to have other treatments. Only a minority of the women who initially received 
punch biopsy as their sole form of treatment for CIS received no further treatment. 

The fate of the minority of patients who received colposcopically-directed punch or 
wedge biopsy alone was discussed in 'The Invasive Potential of Carcinoma in Situ of the 
Cervix'. 6 In all 25 cases, excision was histologically incomplete. In other words there was 
no proof the punch biopsy had removed the entire lesion. 

The authors categorised these 25 cases into two groups. Fifteen were placed in a Group 
1 category as their follow-up smears were normal. Only one of these 15 women who had 
had normal follow-up cytology subsequently developed invasive cancer. The remain
ing 10 cases had positive follow-up cytology and were placed into a Group 2 category. 
Nine out of these 10 women subsequently developed invasive cancer. 

Confusion over terminology 
a) Treatment or diagnosis 
It will be noted that Dr Green used the terms 'treatment' and 'diagnosis' almost inter
changeably when writing of this series of patients. However, there seems little doubt that 
he intended to take only a small piece of tissue, which would be enough to establish that 
the woman suffered from CIS while leaving as much of the lesion undisturbed as pos
sible, so that its future pattern and behaviour could be studied. He said: 
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"The on! y way to settle the question as to what happens to carcinoma in situ 
is to follow adequately-diagnosed but untreated lesions indefinitely. This is 
a theoretical impossibility, because diagnosis is always treatment to an in
determinate degree. However, it is being attempted at NWH by means of 2 
series of cases. 
"(I) A group of 27women (up to December 1967) are being followed, without 
'treatment', by clinical, colposcopic, and cytologic examinations after an ini
tial histological diagnosis of carcinoma in situ has been established by punch 
biopsy of a colposcopically-significant area on the cervix. The criteria for selec
tion of this series are: (i) the only abnormality at presentation is a positive 
smear. (ii) there are no symptoms possibly referable to invasive cancer ( espe
cially intermenstrual or post-coital bleeding). (iii) there is no frank bleeding 
on probing the endocervical canal of a normal-appearing cervix. (iv) there is 
no cervical area colposcopically-suggestive of invasive cancer. 

(v) the colposcopically-significant area is large enough not to be completely 
excised by the diagnostic punch biopsy. 
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"(II) A group of 5 women who have had a hysterectomy (4 for cervical carci
noma in situ) and who now have histologically-proven vaginalcarcinoma in 
situ, has been accumulated. 

'All have had persistent histological and cytological evidence of vaginal car
cinoma in situ for periods ranging between 3 and 9 years (to March 1969) 
without treatment and a first report on them has been presented (Mclndoe 
and Green, 1969)."' 

b) Special series 

The 1966 Proposal comprised a group of patients who shared a common diagnosis of CIS. 
Dr Green used the term "special series" in his published papers to define this group. He 
conceded that he did not intend to imply any design or overall control of what went on. 
He explained that "special series" had a particular meaning in a medical context which 
might be difficult to grasp. He defined this as: 

''A separate group where the pathologist said this, or I said this or that, and 
it was decided to do this, and the information followed was that. It is fortui
tous. It isn't a group set out now that we will say, 'We will do this and nothing 
else to this group, because they are a special series.'lt just happens that most 
of them arrived fortuitously." 

Summary and conclusions: The overseas authorities were generally agreed that punch 
biopsy has never, during the relevant time, been considered appropriate treatment for 
carcinoma in situ. Professor Richart and Dr Jordan both stated that managing patients 
by punch biopsy alone when they continued to have positive smears, did not constitute 
adequate treatment. I accept their evidence. Dr Jordan referred to Dr Green's 1974 paper 
which mentioned the development of invasive cancer in patients who were part of the 
1966 Proposal. Dr Jordan said: 

"Two of these deserve special mention. 
1. Patient Code 9R had a punch biopsy which showed carcinoma in situ. This 
was followed by positive cytology and when a cone biopsy was performed in 
1971, she was found to have invasive carcinoma. 
2. PatientCodc4X had a punch biopsy in 1969, had positive cytology for the 
next three years, and was found to have invasive carcinoma on cone biopsy 

"Two possible conclusions can be drawn from these two cases. First, that the 
initial punch biopsy, in removing a portion of carcinoma in situ, reflected ac
curately the underlying condition, but left residual carcinoma in situ which 
then progressed to invasive carcinoma. 

"Second, that the original punch biopsy failed to diagnose the presence of oc
cult invasive carcinoma which continued to grow. In other words, either car
cinoma in situ progressed to invasive carcinoma over the three-year study 
period, or alternatively the punch biopsy had failed to diagnose occult inva
sive carcinoma." 

Dr Jordan was asked about these two patients in cross-examination: 
Question: Would you accept in either case whichever conclusion is correct, 
the patients in question were inadequately treated? 

Jordan: Yes, the patients in fact were not treated. I think that is the point, not 
even inadequately. They weren't treated. 

The outcome for the 25 women who were included in the punch biopsy "special series" 
was clearly summarised in the 1984Mclndoepaper. Nine out of the 10women who were 
monitored with continuing positive smears developed invasive cancer. 
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MULTIPLE CONE BIOPSIES 

It has not been uncommon throughout this Inquiry for the term 'cone biopsy' to be used 
to describe both the diagnostic technique and the treatment of CIS. Professor Kolstad said 
that he prefers to use the term 'conization' when the technique is used for therapeutic 
(treatment) purposes and retain 'cone biopsy' for the diagnostic technique. This 
terminology reduces the confusion considerably. In either case, the intent should be to 
remove the entire lesion. 

The 1966 Proposal did not specify that a cone biopsy was to be performed for diagnosis 
or a conization for treatment. Instead, during the course of the discussion at the Senior 
Medical Staff meeting on 20 June 1966, Dr Green confirmed that "if at any stage concern 
was felt for the safety of a patient, a cone biopsy would be performed". 

A review of the patients' notes demonstrates that many women with continuing positive 
cytology have had more than one cone or ring biopsy and in some cases up to six, albeit 
with decreasing effectiveness. It was obvious from Dr Green's evidence that he queried 
the need for hysterectomy in the treatment of CIS. He believed that the mortality ( deaths) 
and morbidity (serious consequences of the operation) associated with hysterectomy 
were such that less radical procedures were more appropriate. Furthermore, he believed 
that cone biopsy would not interfere with the woman's ability to bear children. Nor did 
he consider that it would increase the chances of haemorrhage. He agreed that repeated 
cone biopsies could tend to increase the chances of stenosis (narrowing of the cervical 
canal), but that such a problem was very easy to overcome. He agreed that it would be 
exceptional to perform five or six cone biopsies on an individual patient and could not 
recall any instance where he had done this. 

Many of the overseas authorities and New Zealand gynaecologists commented on the 
practice of multiple cone biopsies. In Dr Jordan's experience it was not unusual for 
gynaecologists working in majorcolposcopyunits to perform a second cone biopsy; but 
the circumstances would have to be exceptional for a third to be considered. He could 
recall performing a third cone biopsy on only two patients in the 2·1 years he had been 
engaged in this work. In his view the physical morbidity attached to cone biopsy can 
involve a primary haemorrhage rate requiring transfusion in 4 per cent to 6 per cent of 
cases. 

Dr Pixley agreed that more than two cone biopsies would be anextremelyrareevent. He 
said that multiple biopsies would be extremely difficult and each of the procedures would 
therefore present increasing problems. 

Professor Kolstad told me that if the first cone biopsy or conization was relatively high 
in the endocervix then it was extremely difficult to perform a second. After the second 
cone, if the lesion had still not been removed (that is, there was evidence of incomplete 
excision), then he would prefer to perform a hysterectomy rather than a third conization. 
Professor Kolstad also noted that if a cone wa.s relatively large then there is an increased 
risk of abortion or premature birth. 

Dr Laverty was concerned that both colposcopic and cytologic evaluation could be made 
more difficult in patients who have undergone conization. The scarring and stenosis 
which may follow multiple cone biopsies could theoretically worsen the problem because 
of the greater difficulty in gaining access to residual disease left in theendocervical canal. 

Professor Bonham confirmed that he was aware that a few patients at National Women's 
Hospital had had at least three cone biopsies or conizations. Multiple conization in his 
view was a dangerous practice and with the third or fourth operation it probably became 
a greater risk than a hysterectomy. 

In evidence, both Dr McIntosh and Dr Jamieson confirmed that a second cone biopsy 
would be performed where the results of the first biopsy could not establish whether or 
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not there was an invasive cancer present. I therefore inferred that each would use the tech
nique of a second cone biopsy only for diagnostic purposes. 

J have reached the conclusion that in following the criteria established by the 1966 
Proposal, a cone biopsy would be performed if invasive cancer was suspected. Diagno
sis, not treatment, was therefore intended. 

The experiences of patients 

Some of the women who have received multiple cone biopsies gave evidence. Their med
ical and personal experiences arc worth comment. 

J n J 969 a 46-year-old woman (Patient Code 2D) with 11 children was admitted for exami
nation following a IO year history of "heavy, prolonged periods getting progressively 
worse". She had a low haemoglobin level. 

Date 

14ill/69 

16112/69 

7/71 

11/7172 

]l)/7/73 

30/4/74 

E,!2177 

2Y/3/77 

Procedure 

dilatation & curettage 
(D&C) 

Examination under 
anaesthesia (EUA) 
D&C, biopsies Cervix 

EUA D&C Ring Biopsy 

D&C, cone biopsy 

D&C, ring biopsy 

EUA, ring biopsy 

EU/\, curettage D&C 

Pathology Report 

Probable CIS 

CIS probably with 
microinvasion 

CIS (incomplete excision) 

CIS with microinvasion 

CIS 

CIS 

Carcinoma ?in situ 
?J nvasive of the cervix ( en
docervical curettings; sections 
show fragments of carcinoma 
that is at least in situ and possi
bly invasive, a further more ex
tensive biopsy may allow a 
more precise diagnosis. 

EUA, cone biopsy carcinoma in situ 
excision complete 

Eight anaesthetics were administered. 

Th is woman was one of those who accepted without question the repeated examinations 
and biopsies: 

"Well, they did find some little thing there to do with cancer of the womb .... 
l\ctually I never; ever had a discussion on anything thcv were going to do. I 
was just sent in and they just said it was exploratoiy tests." 

As she had had a tubal ligation some years prior to her first admission to National Wom
en's Hospital, it seems possible that she considered her family complete and that hys
terectomy might have been considered. Neither her notes nor her interview with me 
suggest thatthe topic was raised. She told me she still returns forregular checks. She finds 
this reassuring. She said in answer to the question: 

''. . .you were told that you had cancer of the womb. Has that been talked about 
since that first occasion when you went?" 

Answer: No it wasn't talked about at all actually. 
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Question: So why do you understand you go back to the Hospital for your 
annual checks now? 

Answer: I just like to go. I think they are keeping an eye on me I guess. 

Question: Everything is fine now. Is that right? 

Answer: Well I assume it is, they would let me know .... I have always just left 
it to the doctors. There are a lot that have hysterectomies and they get perhaps 
a bit more [information]. 

This patient's knowledge of the nature of her condition and her treatment was extremely 
limited. 

Patient Code4M. This woman had four children and was 30 when she was first admitted 
in 1970 with abnormal smears. From 1970 to 1983, six biopsies described variously as 
wedge, ring, cone or surface biopsy were performed. On two occasions, excision was 
recorded as histologically incomplete. 

The woman's notes comment on her wish to have more children. Before coming to meet 
me, she had obtained and read her file. She told me that in 1977 when a Grade 5 smear 
had been reported, her family was complete and she should have been offered a 
hysterectomy. She had been using contraception consistent! y since 1973 when a Dalkon 
Shield had been inserted. She was asked: 

"You went into National Women's for smears and biopsies from 1970 to 1983 
and I see from a summa1yon your clinical notes that you had a total of 38visits 
and six biopsies during that period. How did you feel about going back to the 
Hospital frequently like that?" 

Answer: Well I didn't mind the clinic because I felt they would check, but 
frequent biopsies, six in total, were a little bit difficult because of having a 
young family and no family to look after the children. It was a little bit 
inconvenient. 

Question: Did you ever discuss that inconvenience with any of the medical 
staff? 

Answer: No ... [ it was] my lot. 

'Ruth' 

'Ruth', the woman whose medical history and experiences over a period of 21 years of 
visits to NWH were described in the magazine article, 8 also had repeated biopsies. She 
visited the Consultation Clinic over 40 times before she was discharged to the care of her 
general practitioner. In 1965, at the start of that period, a punch biopsy disclosed a 
diagnosis of carcinoma in situ of the cervix. Over the next five years she visited the clinic 
on 14occasions when smear tests orcolposcopic examination took place. The smear tests 
all reported "cells suggestive of", "strongly suggestive of", or"conclusive for" malignancy. 

In 1970 selective biopsies were performed and a histologic diagnosis was made of CIS with 
microinvasion of the cervix. 'Ruth' returned to the clinic on three further occasions when 
smear tests reported "cells strongly suggestive of" or "conclusive for" malignancy. She 
underwent a cone biopsy in 1971. The histological report was "carcinoma in situ with 
microinvasion of the cervix" and "hyperplastic hormone endometrium". In the same year, 
following a colposcopic examination, Dr Mdndoe wrote: 
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Dr Mcindoe then performed a wedge biopsy and uterine curettage which confirmed 
hyperplastic hormone endometrium and carcinoma in situ of the cervix. 'Ruth' continued 
to attend the clinic and receive abnormal smear reports until 1976 when a ring biopsy and 
dilatation and curettage were performed. The pathology report noted: 

"Curettings: 
Sections show fragments of endocervical tissue and a few portions of 
carcinoma insitu of cervix without stroma. 
Biopsy cervix opened at 3 o'clock; Sections show carcinoma insitu of cervix. 
The tumour reaches the upper cut edge in several slides. 
Carcinoma insitu of cervix - excision appears incomplete:' 

Between April 1976 and March 1977 there were three normal smearreports. By now, 'Ruth' 
was suffering the consequences of repeated biopsies. The notes say: 

"LMP [last menstrual period] was somewhat painful, something that she has 
been unaccustomed to for many years. On examination the explanation is 
fairly obvious - the vaginal cervix has now almost disappeared and the 
external os [ opening of the cervical canal J is so narrowed as to be very difficult 
to pick up. A No.2 dilator could not be introduced. If there is any further 
trouble with the next period, she may need admission for a dilatation, 
otherwise see in December." 

Eight months later, the notes say: 
"The cervix is very stenosed [ narrowed or constricted] in fact, hardly visible 
and she is having some dysmenorrhoea [painful menstruation]. To be 
admitted for dilatation .... " 

Following an examination under anaesthetic and dilatation of the cervix, scantycurettings 
were obtained. The pathology report stated: 

" ... fragments of carcinoma devoid of underlying stroma, probably carcinoma 
in situ." 

Five months later, on her return to the clinic, Dr Green noted: 
"The cervix is still somewhat stenosed but looks rather better [than] 
previously. The histological report is somewhat surprising. Smear taken, see 
in one year." 

On that occasion and September 1979, the smear reports were normal. She was 
discharged to her general practitioner with a letter stating: 

"I understand this patient is now attending you and that you are unaware of 
the reasons why we have been seeing her at this hospital. 

"She was originally admitted in 1965 with a positive smear following a 
miscarriage. A cone biopsy showed carcinoma in situ. She continued to have 
doubtful and positive smears and she also had a normal pregnancy during .... 
The cervical smears continue to be doubtful or positive despite normal clinical 
appearances and no symptoms. Further biopsy in 1970 revealed persistent 
carcinoma in situ. This continued on and off until 1976, also in the absence of 
clinical findings or any abnormal symptoms. She had another ring biopsy in 
1976, following this, the smears have been negative. There was some steno sis 
of the cervix which was causing her dysmenorrhoea and this was dilated in 
April 1977. 

"Today the cervix is still somewhat stenosed and she has skipped a period or 
two recently, but has no symptoms of dysmenorrhoea or retained menses. 
I do not think she needs to attend clinic for any further follow-up as she has 
no more chance than the next person of now developing any carcinoma of the 
cervix. It is possible that the cervical stenosis might give rise to problems and 
if she complains of abdominal cramps associated with scanty periods, this 
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would be an indication for further dilatation of the cervix. I suggested that she 
discontinue the oralcontraceptives she has been on to see if this has any effect 
on her scanty periods." 

Her general practitioner, Dr A, did notperformany smear tests until ·1985. In October of 
that year she was readmitted to NWH for treatment of invasive cancer of the cervix, Stage 
JB. 

'Ruth' was subjected to 14 years of regular monitoring at National Women's Hospital, 
repeated colposcopic examinations and four procedures under anaesthetic before being 
discharged from the clinic to the care of her general practitioner who was not told to ensure 
she had regular follow-up examinations. The first diagnosis of micro invasive disease was 
reported 15 years before she was ultimately admitted and treated for what was by this 
time invasive cancer. The consequences of the procedures were obvious. The constriction 
of the cervix not only prevented reliable smear tests being taken, but also caused painful 
menstruation. 

Summary and conclusions: In some patients the practice of multiple cone biopsies or 
conizations resulted in unpleasant and painful side effects. The technique must be 
performed under anaesthetic. Haemorrhaging can occur, as can stenosis which causes 
difficulty in future colposcopic or cytologic examinations. Stenosis also created 
difficulties for some patients when menstruating. 

A consensus of New Zealand and international opinion held thatperformingmore than 
two cone biopsies or conizations is extremely rare and the risks may well outweigh the 
benefits of avoiding hysterectomy. In any event, there is a possibility of increased difficulty 
in bearing children if conization or cone biopsy has been performed. Therefore, there 
seemed little to be gained in repeatedly subjecting women to this procedure. 

CONSERVATION OF THE UTERUS 

While there were certainly occasions when patients mentioned to me that they had not 
wished to undergo a hysterectomy, from time to time I was left with the impression that 
the options and repercussions of their decision had not been fully explained to them. 

Moreover, on examining patient files, l found many occasions when the possibility of a 
hysterectomy might have been welcomed by a patient with persisting disease, with 
unpleasant symptoms that a hysterectomy might reduce, and whose family was 
complete. For some women, repeated visits to the hospital might also have been avoided. 

One woman with 16 children, Patient Code lOU, was admitted to National Women's 
Hospital in 1970 aged 45, with an AS smear and a report of post-coital bleeding. A cone 
biopsy showed carcinoma in situ with microinvasion. The following year, her seventeenth 
pregnancy occurred. The notes say: 

"This patient was seen at the antenatal clinic today. lt appears that she has a 
carcinoma in situ with microinvasion, although the significance of this is not 
clear .... The possibility of tubal I igation was suggested to this patient .... Prof. 
Bonham." 

This procedure was performed and combined with an exploration of the uterus. In March 
J 972, on a follow-up visit to the clinic, the smearreport was "cells strongly suggestive of 
malignancy". Two further identical smear tests were reported but in 1973 the notes record: 

"Patient rang to say she is unable to come to clinic or see her own doctor at 
present, owing to financial difficulties. Will contact us later when her 'financial 
position' is more stable:' 

There is a record of correspondence from the hospital to the' patient and her general 
practitioner until 1981 when she returned reporting abnormal vaginal bleeding 
"STAGE 2B Adv." (advanced) cancer was diagnosed. 
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In 1968, Patient Code 6W, a 35-year-old woman with six children, was first examined at 
the Hospital, after a positive smear. A cone biopsy performed at a hospital in Northland 
in 1965 had revealed carcinoma in situ. Two smear tests at National Women's Hospital 
in 1969 showed "cells strongly suggestive of malignancy"; and in 1970 the notes record 
"on pill since 1968". 

A further biopsy was performed at NWI i and in May 1970 CIS was confirmed in the 
pathology report. In 1971 another cone biopsy was performed and after her discharge 
from the clinic in 1972 Dr Green received a letter from her general practitioner in Auckland 
asking for some information on the last biopsy. In reply, Dr Green said: 

"Following the original diagnosis in May 1970 of carcinoma in situ, she had 
positive smears. A cone biopsy was performed on 28/9/71 during my absence 
abroad, this shmved carcinoma in situ also. I would not be concerned about 
this - invasive carcinoma having been ruled out by the further cone biopsy 
and endocervical curettage. Her chances of developing invasive cancer are in 
my experience, negligible. I think she should be checked once a year for the 
next few years and for this reason I would be very glad to see her again if you 
can persuade her to come down sometime." 

Fm the next six years her general practitioner returned the National Women's Hospital 
slm1dard cancer follow-up form marked, "Alive and we!L without evidence of cancer." 
l n 1978, howeve1; she was readmitted to NWH, received a diagnosis of "Stage3AB Cervix" 
(cancer) and died just over one year later. Her notes disclose no indication of a discussion 
about hysterectomy. 

!n J 961 Patient Code 6U, a 39-year-old woman with three children, was admitted after 
two months of irregular P.V. (vaginal) bleeding. She had bcL'n sterilised about seven years 
earlier. The pathology report on her cone biopsy stated: 

"Atypical dysplasia and undifferentiated carcinoma of cervix. The lesion is 
predominantly in situ, but at one point the appearances suggest early micro 
invasion. The lesions extend to the cut edges of some sections. No emboli 
seen." 

the pathologist examined the tissue sample he could see evidence of disease at 
cut edge. This meant it was possible that part of the lesion remained behind in the 

ce,vix.) 

/\flcr three follow-up negative smears, a positive smear was reported and a further cone 
biopsy performed two years after her initial admission. From that point on the woman 
attended clinic on many, many occasions. Two and a half years after her first admission, 
her notes disclose that she was being treated for anaemia. The smear tests were from time 
lo time normal, but more often positive or equivocal. Clinical signs and symptoms 
indicated invasion. Later she began corn plaining of painful periods and by 1969, following 
ml poscopy, Dr Mcindoe noted: 

" ... however, there is quite a clear three dimensional lesion, particularly in the 
upper third of the vagina but also extending down in a patchy way almost to 
the junction with the mid and lower third of the vagina. The degree of this 
lesion varies from area to area, but J am quite convinced today that the 
appearances are for real. ... " 

Subsec1uently, "continuous vaginal bleeding" (for about six weeks) was noted. By October 
JY70 the notes state: 

". . .I think probably in view of the persistent menorrhagia and endometrial 
histology (hyperplasia) that hysterectomy is probably indicated, but this is 
of less immediate importance than her chronic renal disease, due to the 
neurogenic bladder. ... " 

On her nexl visit, six months later, the notes state: 
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" ... however, she is not keen to have hysterectomy with the improvement in 
her periods. I have postponed this meantime .... " 

There is every reason for me to suspect that she did not know that her smear tests and 
clinical signs were indicative of continuing disease. In 1969 the notes state: 

"Seen by Dr C privately and was surprised to get a positive smear. Colposcopy 
by Dr Mdndoe this morning:' 

A smear taken at NWH just two months earlier, had been "cells conclusive for malignan
cy" and the smear taken during the colposcopic examination reported "cells strongly sug
gestive of malignancy". 

Towards the end of 1971 Dr Mdndoe noted: 
"She should come in urgently for a D&C and whilst in, the opportunity 
should be taken for further biopsy of the cervix. I would wonder whether hys
terectomy may not have been considered in the foreseeable future:' 

When a cone biopsy was taken the clinician performing it said: 
"No evidence of invasive carcinoma of cervix", 

however, the pathology report on the cone biopsy stated: 

"Sections show a lesion which is at the least, carcinoma in situ. The appear
ances suggest an active progressing lesion. The appearances of one relative
ly large tumour mass may suggest that there could be invasive carcinoma 
nearby, probably at the endocervical area. In any case, tumour is present at 
both portio and excision margins. If there should be sufficient indications later, 
a further cone biopsy to incorporate more of the endocervical canal may be 
worthwhile. Carcinoma-in-situ of the cervix ?invasive carcinoma nearby." 

Six weeks later the woman returned 
"in great distress and pain because of pain in her back and apparent stimuli 
of the sciatic nerve in various positions, she is extremely careful and even talks 
of suicide the pain at night is so bad. She has had a fairly heavy period since 
8th December but this has now almost ceased. Cervix looks absolutely nor
mal but there was some bleeding on probing the endo cervix, presumably 
menstrual blood. I should think that positive cervical cytology and the report 
of carcinoma in situ are the least of her troubles .. :' 

This woman continued to visit National Women's Hospital on innumerable occasions, 
receiving many examinations and biopsies. Her smears were consistently positive. Clin
ical examinations and biopsy results confirmed persisting disease. In December1978, fol
lowing an examination under anaesthetic (EUA) and curettage of the vaginal vault and 
biopsy of the cervix, the notes state: 

"It looks like ulcerative, invasive cancer, but she certainly has no symptoms .... 
It seems to be the con census that radiation was not justified unless there was 
definite histological diagnosis of invasive cancer. The other suggested treat
ment was total hysterectomy and vaginectomy (Mr W) possibly this could be 
regarded as even more radical than radiation at the present stage, especially 
in an asymptomatic patient." 

Following radiation therapy, the notes report "looks the picture of health ... the vaginal 
vault is obliterated and the cervix no longer visible". By November 1981 it seems that this 
patient was advised that there was no further treatment available for her disease and 
when she died in the Hospital 10 months later it was her 65th visit to NWH. By that date 
she had had at least 50 vaginal examinations and 24 more major procedures, 12 of them 
under general anaesthetic. 

Summary and conclusions: I accept that hysterectomy is an operative procedure which 
some women may wish to avoid. However, in the instances I have cited it is clear that the 
patients themselves did not wish to have any further children and their disease was such 
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that the possibility of a hysterectomy should have been seriously considered and dis
cussed. Other symptoms might have been ameliorated by the procedure and possibly 
the number of examinations and procedures under anaesthetic reduced dramatically. 

THE SAFEGUARDS 

Dr Green and his colleagues who approved the 1966 Proposal spoke of the safeguards 
which were in place and which were expected to protect the patients in the study. They 
included: 
® Dr Green's expertise 

exclusion from the trial of those women diagnosed with invasive carcinoma 
colposcopic examination to ensure there was no significant abnormality of the cervix 

® cone biopsy if invasive disease was suspected or detected 
@ only women under the age of 35 were eligible for inclusion in the trial 
w patients were to be closely monitored 
® and there were to be no clinical signs of invasive carcinoma. 

Were the safeguards observed? 

During the course of the Inquiry the notes of 24 women who had been included in the 
Proposal and had died from a variety of causes were reviewed to consider how far these 
safeguards had protected them. With three exceptions, all women were over 35 years of 
age. This 'safeguard', therefore, had largely been ignored. 

The notes of patients disclosed that not only were women over the age of 35 with posi
tive smears included in the 1966 Proposal, but laboratory and clinical evidence suggest
ing the possibility of invasive cancer was overlooked or downplayed and warnings of 
progressive disease were dismissed or ignored. As those whose specialist participation 
was essential to the safe conduct of this Proposal became more estranged, the criteria were 
followed less and less rigorously. 
There were symptoms (for example abnormal bleeding) indicative of possible invasive 
cancer referred to in the notes of a large number of these 24 women. An earlier diagno
sis of micro invasion can also be seen in many of the notes. Bearing in mind the criteria 
for inclusion in the 1966 Proposal, it would seem that these women should never have 
been included, or should have been removed at an earlier stage. (A synopsis of their ages, 
the signs that the 'safeguards' were not observed, the period after admission when in
vasive disease was diagnosed, and the date and cause of death can be found in Appen
dix 12.) 

Follow-up of patients 
National Women's Hospital has for the past 30years adopted a policy of assiduous and 
thorough follow-up of patients diagnosed with CIS. For some time hardly a patient was 
misplaced. Dr Green himself wrote to patients on occasions and took great pains to en
quire about their health and families and to reassure them. Miss Owen, who in 1987 was 
working part-time at the clinic, has given superb service to the Hospital over many years. 
Her care and ingenuity in locating patients, unaided by computerised facilities, deserves 
the warmest praise as does her unfailing courtesy and willingness to help locate files for 
my medical advisers and Inquiry staff. 

Nevertheless, follow-up, however well done, did not always result in treatment. Indeed, 
I have come to the view that Dr Green's care in this part of the Hospital's work resulted 
from his need to keep track of the condition of patients with positive cytology who were 
part of his 1966 study. Great efforts were made to locate patients throughout New Zealand 
and even after they had moved overseas. 

In one example, the follow-up of a woman with positive cytology (Patient Code lX), the 
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first recorded smear \:est is reported as A2 (Grade 2). There was a histological diagnosis 
of carcinoma in situ of the cervix. In 1967, after an A2R (Grade 2R) smear, her notes say, 
"Follow-up Ca-In-situ - punch biopsy only. ... " Three further equivocal or positive 
smears were reported until shew as referred to a gynaecologist in Wellington. Dr Green 
wrote to him: 

"This patient i~, one of my 75 with positive smears about whom I spoke at the 
Post-graduate course .... As you know, I would not be too worried about the 
A4 smear providing she has no symptoms, no bleeding on instrumenting the 
endocervix and the colposcopic findings do not suggest further investigation. 
You will understand that she is a fairly important case and I will be interest
ed to hear wha: you decide to do with her." 

The woman herself had been told in a letter, 
"As you know, you have the condition which many people have thought in 
the past might go on to a true cancer but which we have now realised in this 
Hospital is not so. Gynaecologists generally, outside Auckland, without the 
facilities of Nah:mal Women's Hospital are natura!1y inclined to view this con
dition more radically than we do here and so I warn you that any specialists 
that you go to r:iay suggest further surgery is necessary:' 

He then went on to H'Commend that she consult Dr Duncan who examined her from time 
to time and reported back to National Women's Hospital. On one occasion he reported 
a histological diagnosis of CIS and said, "I will continue to observe her as in the past", 
earning this commendation from Dr Green, "I am glad of your reports and the conser
vative attitude to this disease that they display:' 
In 1971 Dr Mclndoe wrote to Dr Duncan while Dr Green was absent overseas, urging that 
an in-patient biopsy be performed if it had not already been done. He said: 

"Professor Green aims at an adequate biopsy of any abnormal areas but dues 
not attempt to remove the area completely. My own tendency is to excise such 
abnormal epithelium as I can demonstrate, but as conservatively as possible." 

Dr Duncan wrote back to Dr Mclndoe saying that he was starting to get 
"a little touch of the cold feet as to whether I should remove rather more of this 
lesion. However I am prepared to wait a little longer and I am very much Herb's 
servant in this one as I promised to do what he wanted." 

Not surprisingly Dr Duncan was asked about this exchange of correspondence. He told 
me that he had assumed that the 1966 Proposal had been a properly controlled and 
authorised trial. Under those circumstances he was more than willing to fit in with its 
protocol. It was on that understanding that he undertook the care of this patient. 
However, he began to become concerned at the possibility that this woman's condition 
was not fully canvasi;ed by adequate biopsy. As a result he admitted her and following 
biopsy obtainedahi,topathological report confirming a small area of in situ carcinoma. 
Furthermore, he wa:; taking pains to keep the woman herself fully informed of the mode 
of management. 
Dr Duncan said that in 1969 he was starting to move from performing only cone biopsies 
for treatment of CIS 1o local destructive methods with the assistance of colposcopy. He 
told me that the method of management requested by Dr Green was "very much con
trary to my personal philosophy" and further 

"I don't think I would have in fact been able to allow her to go on any longer 
than my colleague in Christchurch did, in all conscience, thinking about this 
one." 

He was asked whether he was treating the patient in this manner because he was acting 
on the basis of a research programme and "in effect carrying that out under limited 
horizons"? 

Answer: "Yes .. .I would certainly say that quite emphatically because we were 
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given the impression that this was one of the big projects they wanted to do 
and that eve1ybody was fully aware of what was happening .... We would do 
the same now about somebody who was in the process of being followed up 
on some otl1er topic. I don't think in th is particular area ofcourse, [ monitor
ing the natural history of CIS] because of what is widely known now .... 

"If a person is prepared to get up at a large meeting and discuss the manage
ment of his cases which has been done on a prospective programme for many 
years ... thiswouldneverhavegotunderwayunlessithadbeenokayedbyethi
ca/ committees .... In those days I think we were still entitled to assume that 
this was an agreed department programme." 

In 1972 the patient moved from Wellington and was again refer::ed to a gynaecologist 
whom Dr Green felt would not recommend a hysterectomy. Dr Green wrote to Dr 
Duncan: 

" ... but she may be lucky if she gets away from Christchurch intact. I think [gy
naecologist's name] would be the best person to refer her to, at least I know 
him well enough to reproach him if he wants to do a hysten~ctomy." 

The Christchurch gynaecologist reported examining this patient and noted that the "cer
vix bled easily to the touch". Among other comments in his lettu to NWH, he said: 

"I note her history of carcinoma in situ which you seem de1ermined to treat 
in a fairly cavalier manner." 

These notes demonstrate the extent of Dr Green's zeal which, on this occasion, led him 
to attempt to continue to control a patient's treatment from a distance. Information of this 
type leads me to the conclusion that follow-up was not conducted for the purpose of 
monitoring and treating the patient where necessary, but to ensure that no data were lost 
which could be included in the study results. 
Follow-up also had extreme consequences for a great number of the women from many 
parts of Auckland and Northland who attended clinic at least annually and often more 
frequently. Significant numbers of these women were mothers of young children. Most 
women were inconvenienced by constant return visits. The knowledge that they were 
being monitored and not treated will increase any feelings of frustration and anxiety. 

Diagnosis of invasive cancer 
The most critical safeguard for the patients included in the 1966Proposal was Dr Green's 
belief that with clinical and colposcopic examination and no symptoms of invasive dis
ease, he could confidently allow women with positive smears tocuntinue withouttreat
ment. The safety of his study depended on the clinician's orcolpo:,copist's ability to state 
reliably: 
a) that a woman did not suffer from invasive disease when she was included in the trial 
b) that if invasion did occur, she would come to no harm. 
But given the nature of this disease, once invasive cancer is diagnosed, her treatment is 
more radical and her life expectancy significantly endangered. 
l do not consider that he was justified in his confidence that the possibility of invasive 
cancer could be excluded at the time that a patient was enrolled in the study. Even in his 
1967 paper, 'Is Cervical Carcinoma in Situ a Significant Lesion'9 Dr Green wrote of four 
women in the special who were being monitored by punch biop,,y alone. He said: 

"With the possible exception of four cases in the special series referred to 
above, invasive cancer has been excluded as far as possible from the outset:' 

Therefore he was already aware of the possibility that invasive cancer might not have been 
detected. 

I am satisfied that the failure to detect invasive cancer was in large part due to the fact that 
the punch biopsy was inadequate as a means of diagnosis. Today m expert colposcopist 
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might have the skills and knowledge which enable him to punch biopsy the most ap
propriate area of the cervix and confidently make a diagnosis concerning the presence 
or absence of invasive cancer. In 1966 Dr Mdndoe did not. Indeed, very few clinicians 
in the world at that time could have used colposcopy and punch biopsy as a means of ex
cluding invasive disease. This was especially difficult in women over 35, where the whole 
abnormal area on the cervix is less likely to be visible. 
Quite apart from these difficulties, obvious symptoms of invasive disease were some
times overlooked or downplayed. Within a fairly short time the risks became apparent. 
As early as 1967 the dangers of the 1966 Proposal in terms of missed and therefore delayed 
diagnosis of invasive disease should have been evident. 

In 1967 a 77-year-old woman (Patient Code 6G) was admitted to NWH with a reported 
A4 smear and six days of postmenopausal bleeding. The pathology report following a 
ring biopsy disclosed 

"carcinoma in situ with micro invasion of the cervix - ? invasive carcinoma 
nearby. Curettings: Sections show hyperplastic cystic endometrium:' 

Following a review of the notes one month later, Dr Green wrote: 
"Follow-up carcinoma in situ with micro-invasion - See so mew hat unusual 
pathology report 'the character of the edge of a truly invasive carcinoma, the 
bulk of which is still in the cervix'. The patient has no symptoms and the cer
vix is healed perfect! y, leaving a completely normal atrophic cervix. If it were 
an invasive cancer, the bulk of which is still in the cervix, one would have ex
pected something more obvious by now. There has been no bleeding or dis
charge since six days following the cone biopsy. Smear taken, see in 4 months:' 

Four months later the notes report: 
"Cervix is unchanged from previous examination. No symptoms. See again 
in 4 months." 

The smear test reported: 
"cells conclusive for malignancy. We feel cytologically there is a significant 
chance this lesion has progressed beyond the insitu stage:' 

The patient was readmitted, a cone biopsy performed and occult immature mixed (in
vasive) carcinoma of the cervix diagnosed. 

By the end of 1969 three cases ofinvasive disease had occurred in patients who had been 
monitored for more than a year with continuing positive cytology. The inference should 
have been drawn that following patients with persistent CIS was unsafe. Even if Dr Green 
could not accept that in some cases CIS was shown to be a premalignant disease, then 
his alternate explanation that the presence of invasive cancer had been missed at the out
set when the women were first included in the group shows thatthe Proposal was incapa
ble of testing his hypothesis. Therefore it was scientifically unsound and dangerous to 
the patient. 

The consequences for the patients whose invasive disease was not diagnosed before they 
were included, or who had symptoms or histology reports that were subsequently over
looked are extremely serious. For example, 'Ruth' was discharged from the care of the 
Hospital Consultation Clinic after five 'normal' smears. Professor Kolstad was extremely 
critical of the reliance on these smears. He said: 
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'.A. smear which does not contain columnar cells which shows that you have 
a smear which is representative fort he cervical canal, if you don't have that, 
then the smear is indecisive. We always in our reports, we mention this in the 
report, that we have no signs of malignancies, but we don't find any colum
nar cells which means that you report back to the doctor taking that smear that 
he has not managed to get a specimen from the endocervix. 
'.A.nd then Professor Green in April once more did a dilatation of the cervix 
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and curettage and here once more 'fragments of carcinoma devoid of un
derlying stroma. Probably carcinoma in situ'. You don't know that. 
"Itmightbeaninvasivecancerbecauseyouhavenostroma .... Thethirdpara
graph 'I do not think she needs to attend clinicforfurtherfollow-upasshehas 
no more chance than the next person of now developing any carcinoma of the 
cervix' [letter to her general practitioner], that is, I think this is, he has mis
understood what he really found and the grades, and the smears Grade I that 
Mr Collins talked so much about yesterday, they can be explained bytheste
nosis and there were no signs I would think ofcolumnarcellsin that so it was 
not representative for the endocervix. Thank you .... She should not have been 
discharged. She should have been followed up very carefully; and she deve
loped invasive cancer of course." 

Carcinoma in situ is a condition which has been described as almost 100 per cent cura
ble. Invasive cancer is far more difficult to treat and cure and becomes increasingly difficult 
as the disease progresses. 
Summary and conclusions: An analysis of the data as it began to emerge during the 
Proposal would have demonstrated clearly that the belief that CIS rarely if ever 
progressed to invasive disease was quite wrong. The graph in Appendix 3, Table 4, dis
plays the dramatic rise in the number of invasive cancers diagnosed within 10 years of 
an original diagnosis of CIS during the period that the 1966 Proposal was in operation. 

THE COST OF THE 1966 PROPOSAL 
It is obvious that in human terms, a sizeable group of women who were included in the 
1966 Proposal paid the cost of innumerable visits to the Hospital, frequent procedures, 
deteriorating health and great inconvenience to themselves and their families. The finan
cial cost to the Hospital and therefore the public is also a factor. If these women had been 
treated definitively and by generally accepted standards at an early stage in their disease, 
then the cost of repeated clinic visits and operative procedures might have been signifi
cantly reduced and other women seen in their place. There is also the enormous if un
quantifiable cost involved in accumulating data over such a lengthy period. The costs also 
include specialist, nursing, administrative and clerical time, as well as the hidden costs 
of additional in-patient care and the consequential pressures on hospital resources. 

PUBLISHED PAPERS BY DR G H GREEN 
Dr Green's published papers were studied closely during the Innquiry. Four broad topics 
are of relevance. 

1. The outcome of conservative treatment of CIS 
Papers published between 1962 and 1964 dealt principally with the outcome of conser
vative treatment, that is cone biopsy, and showed that this sort oflocal treatment was ef
fective in curing the patient (thatis, returning the patient to negative cytology) in about 
80 per cent of cases. 10 

2. The invasive potential of CIS 
From 1964 to 1974, Dr Green addressed the question of the invasive potential of CIS of 
the cervix and considered the 'clinical evidence'. This evidence was based on an exami
nation of the outcome for patients with CIS who received different methods of manage
ment. Most patients discussed in the earlier papers had been treated by either 
hysterectomy or cone biopsy, with complete or incomplete removal of the abnormal area. 
Patients were followed up and it was found that only one woman subsequently developed 
invasive cancer out of 503 managed to the end of 1965. In his 1967 paper Dr Green argued 
that on this evidence, "carcinoma in situ of the cervix may not be a serious lesion". 
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From the papers published in 1966 and onwards, clinical evidence concerning this group 
of patients was presented in two different ways: 
i) Patients were grouped according to the results of their cervical smears during the peri-
od of follow-up. 
In 'Pregnancy Following Cervical Carcinoma in Situ'1

, 32 patients had positive smears 
following 'local excision of the lesion' - punch, ring (less than 2cm deep), or cone (more 
than2cm deep) biopsy, or amputation of the cervix. Bythetimethe 1967 paper had been 
published, 35 patients had been accumulated, 73 in the 1969 paper, 75 in the two 1970 
papers and 96 in the 1974 paper. 
The outcome among this group was discussed from time to time in Dr Green's papers. 
In the 1966 publication, one case of apparent progression to invasion was noted and 
reported as an incidence of one case in 503. Although the whole study involved 503 cases, 
only 32 demonstrated positive cytology after treatment. The progression rate should 
therefore have been reported as one case in 32. The one case is not mentioned again in 
subsequent publications. In the 1970 papers, again one case of progression to invasive 
cancer was reported. This was a different case, and one which at the outset had proba
bly been treated adequately by generally accepted standards. 
ii) Patients were grouped in a 'special series' who "have had no further treatment since 
the clinical, colposcopic and punch biopsy diagnosis of the lesion". 
In the 1966 paper four patients are included in this group, 16 in the 1969 paper, 30in the 
two 1970 papers, and 99 in 1974. By the time the 1974 paper was published, secondary 
treatment had in fact been offered to all but 41 of those patients. By 1970, none of the pa
tients in the 'special series' were said to have developed invasive cancer. Dr Green's con
clusion was therefore: 

"Providing invasive cancer is adequately excluded at the outset, the patient 
with diagnosed insitu cancer has only the normal chance of developing in
vasive cancer in the future." 

3. Interpretation of data 
By the time the 1974 paper had been written, seven and possibly 10 patients from those 
included in the groups studied had subsequently developed invasive cancer. Dr Green 
concluded that the progression rate was seven or 10 out of 750 (0. 9% or 1.3% ), or six out 
of 96 'incompletely treated lesions' (6.3%). Dr Jordan commented on this paper in his evi
dence. In his view a different interpretation could be placed on these figures. He said: 

"Of the 750 cases discussed, 96 had continuing positive cytology during the 
follow-up period. So from this we can conclude that the remaining 654 pa
tients were free of disease and therefore should not have been included in the 
study. This leaves 96 patients with continuing positive cytology in the follow
up, in whom it was assumed there was ongoing carcinoma in situ. At the time 
of writing the paper, 52 of these patients had not been assessed further, so it 
is impossible to comment on whether or not this group of 52 patients already 
had unsuspected invasive carcinoma. 
"We are left with only 44 patients with ongoing carcinoma in situ, who had 
further investigation and of these, 7 were found to have invasive carcinoma. 
In other ,vords, the incidence of known progression to invasive carcinoma was 
7 cases in 44. This figure approximates to that reported by Mcindoe 10 years 
later." 

There was, therefore, a much higher proportion of invasive cancers in the patients who 
had been incompletely treated compared with those who had been returned to negative 
cytology. The incidence of cancer in the former, was atleast6.3 per cent and in the latter, 
four out of 652 or 0.6 per cent. Those women whose lesion had not been eradicated, as 
evidenced by continuing positive cytology, had at least a 10 times higher chance of devel
oping invasive cancer than those who had been treated by generally accepted standards. 
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Although Dr Jordan considered that at the very latest, when the results published in the 
1974 paper were known, the "trial should have been abandoned", no major revision of 
Dr Green's view stated in 1970 took place. 
Dr Green did not interpret the results emerging from his study in the same way as Dr Jor
dan. He explained his results by suggesting that either invasive cancer had not been ade
quately excluded at the outset, or had been over-diagnosed ( a lesser disease, inaccurately 
diagnosed as invasive cancer) at the end. Dr Green had criticised Petersen's study be
cause, in his view, invasive cancer had not been excluded at the outset. He therefore 
doubted the conclusion concerning progression of the disease from CIS to invasive 
cancer. His own study contained a similar flaw. He too, could not confidently state that 
invasive cancer had been excluded when a patient was first entered in his group. His study 
was therefore of little scientific value in helping solve the riddle of the progression rate 
of carcinoma in situ to invasive cancer. 
Nevertheless, one outstanding fact ought to have been clear to him and to others - fol
lowing (without treating) patients with positive smears, whether after punch or cone bi
opsy, or after hysterectomy, was unsafe, as a proportion of those women would 
subsequently be shown to have invasive cancer. 
lt was clear that Dr Green had made errors in interpreting his own data, both on the 
effectiveness of cervical screening, the natural history of CIS of the cervix and the safe
ty of following patients with positive cytology. 
A further claim has been made that Dr Green did not present his data in a scientifically 
accurate way. Professor Richart criticised papers by Dr Green on the grounds that he had 
changed the inclusion criteria of the study retrospectively. He suggested that if a patient 
initially diagnosed as CIS was subsequently found to have invasive cancer, her initial 
histology was reassessed and she was, in some instances, reclassified as having invasive 
cancer at the outset. Professor Richart made the following comment: 

"It is apparent from his [ Dr Green's] description of the cases on pages 37-40 
of his brief and published in his paper of 1974 that when he discovered a pa
tient with invasive cancer who he originally had diagnosed as having only car
cinoma in situ, that he retrospectively excluded the patient from the study on 
the assumption that the cancer had been missed when the patient was admit
ted to the study." 

Three things support Dr Richart's conclusion. The first was a memorandum from Dr 
Mdndoe to Dr Green dated 15 April 1969: 

"Your raising with me on Monday 14 April of my comments concerning 
regrading patients originally diagnosed and classified as Carcinoma In Situ 
- regrading to Invasive Carcinoma and thus making them ineligible for in
clusion in the Ca in Situ followup series, gives me an opportunity of raising 
with you a number of the issues involved." 

Secondly, Dr John Donovan, co-author of the 1970 paper said: 
''All I can remember is that Professor Green told me that there had been some 
patients, and I think he told me that there were five of them, who had been 
included with this group of patients with carcinoma in situ, had developed 
invasive cancer, and he had looked again at the original slides and conclud
ed they had invasive cancer in the first place." 

Thirdly, the medical review undertaken by the Inquiry's medical advisers confirmed that 
there were at least seven cases in whom invasive cancer was diagnosed within one year 
of the original diagnosis of CIS - so-called 'missed' invasions which were diagnosed prior 
to the publication of the 1970 paper by Green and Donovan. 

4. The effectiveness of cervical screening 
In Dr Green's 1964 paper and following publications, epidemiological evidence was 
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produced to claim that the introduction of cervical screening in New Zealand (from 1954 
in Auckland) had not been effective. This epidemiological evidence put forward by Dr 
Green changed a little over the years. Nevertheless, it was presented right up to 1981 11 

with the claim that not only was cervical screening not effective in New Zealand, but that 
the figures from New Zealand 

"cast doubt. .. on the value of cytological screening in the control of cervical 
cancer." 

No expert witness giving evidence at the Inquiry supported the conclusions of these 
studies. Moreover, comment published on Dr Green's 1978 paper by G Johannesson and 
NE Day, 12 (leading gynaecologist and epidemiologist in this field) is worth noting: 

"In the recent article by Green, the trends in the incidence and mortality rates 
for cervical cancer in New Zealand have been examined in relation to the level 
of cytological screening. These data show that screening as practice din New 
Zealand has had no appreciable effect on either morbidity or mortality. The 
author then claims that these data throw doubt in general on the value of cer
vical screening and that the significance of the 'pre-cancers' revealed by cy
tology and the value of population screening would seem to be doubtful. We 
feel that, given the data presented, this conclusion is unjustified. 

"Screening will have little effect on future mortality or morbidity if either: 
(1) Tumors grow too quickly to be more than rarely detected in a preclinical 

or precancerous state by screening, unless screening is repeated with an 
impracticable frequency; or 

(2) Treatment of those detected in a preclinical disease state does not ap
preciably improve prognosis; or 

(3) Screening is confined to those at low risk for disease." 
The authors discuss and dismiss the first point. On the second point, they make an in
teresting statement: 

"The second point depends on the thoroughness of the follow-up of those 
detected with precancerous lesions. If these cases are poorly controlled, then 
progression to an advanced tumor is a considerable possibility and the effec
tiveness of the screening is diminished." 

In other words, if patients in whom precancerous lesions are detected are not adequately 
treated, then little is gained in having detected the disease by screening in the first in
stance. 
In discussing the third point, the authors suggest that the evidence produced by Dr Green 
is consistent with a failure to screen those at higher risk in the population, particularly, 
women over 35 and Maori women. 

"The conclusion one draws from negative results as reported from New 
Zealand is either that the wrong subgroups of the population were selected 
as the main target for screening, or that the high risk groups in the popula
tion have escaped screening for reason of no general applicability." 

Effects of Dr Green's papers 
It is difficult for me to assess just how influential Dr Green's papers have been on the un
derstanding of the natural history of cervical cancer and on clinical practice. The evidence 
has shown, however, that both in New Zealand and overseas his work was known and 
discussed. There are two main instances where his work appears to have been influential. 

1. Dr Noda, currently the Director of the Departments of Cytopathology and Gynae
cology at the Osaka Cancer and Prevention Detection Centre, and Assistant Professor 
of the Departments of Obstetrics and Gynaecology, Osaka city and Kansai Medical 
University, produced in evidence a table showing studies of the natural history of CIS 
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to 1975. He included Dr Green's study published in 1970 showing no progression to in
vasion. Dr Green's 1974 publication was not referred to in this table. 
More importantly, Dr Noda described his current management of patients with CIS 
wherein certain patients in whom invasive cancer had been excluded bycolposcopy and 
multiple colposcopically-directed punch biopsies, and where there was no diagnostic 
disagreement, 

"We consider it sufficient merely to follow-up the patient without further 
treatment, until such time as we observe microinvasive carcinoma." 

I have inferred that this form of management is based on an expectation of a very low 
chance of progression to invasion. 
2. The understanding of the natural history of CIS of the cervix by staff at National Wom
en's Hospital appeared to have been strongly influenced by Dr Green's views; in partic
ular, a number of the staff did not accept the findings of progression in the Mcindoe et 
al 1984 paper. 6 

Publications after 1974 

In 1974 Dr Green had documented that at least 6.3 per cent of "incompletely treated" cases 
of CIS were subsequently diagnosed as having an invasive cancer. These patients with 
positive cytology had been monitored for a mean follow-up time of 3.3 to 4 years. As the 
natural history of CIS was already widely held to include a very long pre-invasive 
period, it was likely that further cases would be diagnosed. 
As the 1974 publication did not indicate that the Proposal had been terminated, further 
information on the outcome of the study was very important. When Dr Green was asked 
in cross-examination why he published nothing further on the study after 1974, he said 
that Dr Mcindoe was known to be writing up the final outcome. 

PAPERS BY DR WA McINDOE. DR MR McLEAN, 
DR R W JONES AND PR MULLINS 
The first publication by Dr Mclndoe, using clinical evidence to investigate the invasive 
potential of CIS, was in 1969. This paper was jointly written with Dr Green and document
ed four cases of vaginal CIS following hysterectomy for cervical CIS. These patients were 
followed without treatment and none had become invasive at the time of the report. 
The next publication by Dr Mclndoe, using these data, was the paper 'The Invasive Poten
tial of Carcinoma in Situ of the Cervix' by Mclndoe, McLean, Jones and Mullins, pub
lished in 1984. 6 This paper presented the outcome for 1028 women who had a histological 
diagnosis of CIS of the cervix at National Women's Hospital from 1955 to 1976. 
The patients were all followed for between five and 28 years after their initial diagnosis. 
In presenting the results, the authors divided the patients who had had abnormal cytol
ogy at follow-up into a subgroup in the same way that Dr Green did in his papers from 
1966 to 1974. ln 1974 Dr Green documented 96 such patients. By 1984 this number had in
creased to 131 (Group 2). 
The other group consisted of patients who had normal smears two years after initial 
management (Group 1). Among the 817 patients who had normal cytology follow-up, 
12 (1.5%) developed invasive cancer. Among the group followed with abnormal smears, 
that is, with evidence of persistent CIS, 29 (22%) developed invasive cancer. The authors 
concluded that patients in Group 2 were 25 times more likely to develop invasive cancer 
than patients in Group 1. In addition, 10 cases were monitored with positive smears fol
lowing punch biopsy only. Nine of these cases developed invasive cancer. 
The conclusions of this study have been questioned by some staff members at National 
Women's Hospital in their evidence before the Inquiry. The criticisms come under four 
broad headings. 
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1. The total number of patients included in the study differed from the total number 
on the Hospital cancer register for those years. 

2. It was alleged that some patients included in the study actually had invasive cancer 
at the outset and were treated as such. 

3. Many of the patients included in the Group 2, ie those followed with positive cytol
ogy, had already had cone biopsies or hysterectomies. Could progression be claimed 
in these cases? 

4. The persistence of positive smears may have been a sign that the patient would de-
velop invasive cancer, irrespective of treatment. 

Because the scientific conclusions of this paper and their status were important to the In
quiry, these criticisms have been addressed in more detail. 

1. The total number of cases of CIS included 
in the study differed from the total number 
on the Hospital cancer register. 

The review by the Commission's medical advisers provided information on this ques
tion. The site register did not contain the names of 34 patients included among the 1028 
in the Mdndoe paper. Conversely, the Mdndoe paper did not include 200 patients whose 
names were recorded on the site register. Most of the exclusions from the 1984 paper could 
be explained. 
The site register for Stage O cancer (CIS) was found to include cases who actually had 
a diagnosis of CIS with microinvasion either at the outset or during follow-up. These cases 
were understandably excluded from the Mcindoe paper. The site registers were also 
found to contain a number of cases where the diagnosis of CIS was made at National 
Women's Hospital, but where definitive treatment was carried out elsewhere. 
For a small group, the reasons for exclusion were not obvious. However the Commission's 
medical advisers concluded that the inclusion of these unexplained cases would have 
been most unlike! y to have altered the findings of the 1984 paper. 

2. It was alleged that some patients 
should not have been included in the study 
because they had invasive cancer at the outset. 

There are two parts to this criticism. First, Dr Jamieson and Dr McIntosh in theirreview 
of the paper, categorised five of the patients included in the 29 who progressed to inva
sion as "invasive at the outset and treated as such". The medical advisers examined the 
files of these cases and did not agree with this categorisation in four cases ~ all had an 
earlier diagnosis of CIS or dysplasia. 
In one case, the prior diagnosis of CIS was made at another hospital ( although the histol
ogy was examined at National Women's Hospital) and the patient was not seen at NW H 
until she had the diagnosis of invasive cancer. She was therefore included by Mcindoe 
et al as a case with incomplete follow-up details. This case sho,J ld probably have been 
excluded along with the cases whose definitive treatment was not at NWH. 
The second criticism has been thatthe findings do not represent true progression to in
vasion among the Group 2 cases. Some of these cases may have been harbouring an in
vasive cancer at the outset which was not diagnosed because of an incomplete biopsy. 
Professor Richart commented on this problem: 

"Most studies of the natural hist01y of CIS of any organ suffer from the fact 
that one can never be sure of the diagnosis without removing the lesion and 
that once the lesion is removed, its natural histo1y can no longer be studied." 

But he suggested that for cervical cancer, with the use of cytology, colposcopy and punch 
biopsy "invasion can be ruled out for all practical purposes in the study design" and, 
"most importantly, the time course of the disease will clearly sort out those patients who 
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have invasion at the time of admission to the study. They will rapidly become clinically 
apparent". 
Dr Mclndoe and his colleagues dealt with this problem by excluding from their analyses 
the eight patients who developed invasive cancer within one year of the initial biopsy. 
"This 12 month interval has been allowed to avoid the possibility that invasive carcino
ma had been missed at the initial biopsy. This was an appropriate approach and was prob
ably necessitated by the doubts raised about histological diagnoses from small and 
incomplete biopsies. 

3. Could progression be said to occur 
after a cone biopsy? 

Professor Bonham pointed out that patients were treated by cone biopsy to remove the 
lesion and asked, "Is it possible that the authors are contending that a removed lesion 
progresses!" 
In fact, the paper made it clear that the majority of cone biopsies on Group 2 patients 
showed incomplete excision of the abnormal area (74%). By comparison, only 24 per cent 
of the Group 1 patients had cone biopsies showing incomplete excision. Moreover, Dr 
McLean suggested in cross-examination that he understood the incomplete excision to 
be deliberate. In most cases, therefore, the lesion was known not to be completely re
moved. There is the additional possibility, especially in the older patient, of a multifo
cal lesion being present. 

4. Were persistent positive smears merely 
a sign that the patient would develop 
invasive cancer, irrespective of treatment? 

In his evidence, Dr Green quoted Dr Skrabanek's then unpublished comments on the 
Mclndoe paper: 

"'About 20% of patients with persistent or recurrent abnormal cytology de
veloped invasive cancer within ten years. Could this mean that those 'pre 
malignant' lesions which are 'cured' could never become malignant if left 
alone, or those truly pre-malignant are not curable by excision?"' 

Dr Green went on to say: 
"To answer this is impossible with present knowledge and methods of diag
nosis and treatment. Some research and characteristics of individual DNA 
strands in the cells of individual patient's cells promises some hope for a fur
ther answer to this dilemma." 

ln other centres CIS was regarded as virtually 100 per cent curable. Moreover if Skraba
nek's hypothesis was true, then changes in treatment practices at National Women's 
Hospital would have had no effect on the proportion of cases of CIS which subsequent
ly became invasive. Skrabanek's hypothesis that there are truly premalignant lesions 
which are not curable by excision seems unlikely as the review showed that in the years 
following the adoption of the 1966 Proposal, there was a marked increase in the likeli
hood of subsequently developing invasive cancer. 
The statement of Skrabanek's hypothesis 

"that those premalignant lesions which are cured, could never become malig
nant if left alone, or those truly premalignant are not curable by excision", 

bears a remarkable resemblance to 
"an aphorism ascribed to Galen ( which] reveals the kind of invulnerability 
claimed by physicians for hundreds of years: 'All who drink of this remedy 
recover in a short time except those whom it does not help, who all die. There
fore, it is obvious that it fails only in incurable cases."'13 

A fifth possible criticism could be the categorising together of patients who had positive 
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smears as Group 2. It might be suggested that such a grouping of at-risk patients made 
the figures for rates of progression much higher. The use of the Group 2 category cor
responded with Dr Green's category of patients with positive follow-up cytology. Patients 
had been categorised according to the likelihood that they had persistent disease. This 
was appropriate for the analysis of the natural history of CIS, while it would not have been 
appropriate for an analysis of the effectiveness of different forms of treatment. 
It is also possible that these results under-estimate progression to invasion. Professor 
Richart maintained that most patients had biopsies of various sorts and "the biopsies 
reduce the amount of disease present, and may remove areas most likely to invade". Fur
thermore, it is possible that the results also under-estimate early regression of the lesion, 
as patients whose positive smears resolved within two years of their initial management 
were not included in Group 2. 
Dr Jones in his evidence, mentioned the results of an updated analysis of the outcome 
of 75 patients who had been classified as cases with positive follow-up cytology by Dr 
Green in his 1970 paper with Dr Donovan. At that time no cases were reported as 
progressing to invasion. By 1987, when Dr Jones reviewed them, 47 patients had nega
tive follow-up cytology after treatment, and 14 cases (19%) had progressed to invasive 
cancer. 

Summary and conclusions: An analysis of Dr Green's papers points to misinterpreta
tion or misunderstanding of some data on his part, and on occasions, manipulation of 
his own data. The papers have been cited and debated by various authorities over the 
years. It is important that the validity and influence of Dr Green's papers be viewed in 
the light of the information which has been placed before me. The inference to be drawn 
from Dr Green's 1966 Proposal and published papers is that CIS will progress to invasive 
cancer in only a very small proportion of cases if at all. This inference is incorrect and reli
ance on it has been dangerous for patients. 
The criticisms of the Mclndoe et al paper do not stand up to examination. There are a few 
minor uncertainties in interpretation but these do not detract seriously from the gener
al findings. A more reliable inference as to the invasive potential of CIS can be drawn from 
that paper than from Dr Green's publications. 
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Chapter3 

WAS IT A RESEARCH PROPOSAL? 

Well before the formal start of the hearings, a debate had begun on whether or not the 
1966 Proposal was research. It was provoked in part by the magazine article which had 
precipitated the establishment of this Committee of Inquiry. My Terms of Reference also 
require me to answer the question, "Was there a research programme ... ?" 

The article was entitled "An 'Unfortunate Experiment' At National Women's". The phrase 
"unfortunate experiment" was taken from a letter written by Professor David Skegg of 
the Department of Preventive and Social Medicine at the University of Otago and pub
lished in the New Zealand Medical Journal early in 1986. In that letter, obviously part of 
a continuing correspondence on cervical screening, Professor Skegg had written: 

"The case for the effectiveness of [ cervical] screening does not rest on the un
fortunate experiment at National Women's Hospital, in which women with 
abnormal smears were treated conservatively and a proportion have deve
loped invasive cancer:' 

By the time the Inquiry hearings were underway the 'research' debate was intense. It was 
raised by a number of witnesses early in the proceedings. Some took the view that it was 
not a research proposal but a move to treat patients more conservatively. Others were 
clearly of the view thatit was a research proposal, albeit a poorly designed one. The ter
minology used to describe the 1966 Proposal included - research with the intention to 
cure, human experimentation, trial, move to more conservative treatment, clinical car
tography, observational research, clinical research, special series project and research 
programme. 

It is important, therefore, to set out some technical information on the terminology of 
medical research, particularly as it applied in 1966, and the scientific and ethical consider
ations which surrounded it. I received much helpful information from experienced med
ical researchers, from ethicist Professor Alistair Campbell, and from the Director of the 
Medical Research Council of New Zealand, Dr James Hodge. Their evidence provided 
the technical and conceptual framework within which to measure the 1966 Proposal and 
assisted greatly with the definition of terms. 

DEFINITIONS OF RESEARCH 

I do not intend to set out a detailed description of the design of research proposals. This 
section is intended to explain the definitions I have used for the purposes of my report 
and those scientific and ethical criteria which I accept as appropriate to research design 
in 1966 and for the duration of the Proposal. 

Medical research can entail the observation ofrecorded data only, with no intervention 
in the treatment of a patient. At the other extreme, it can be termed 'human experimen
tation' and involve intervention in the course of the disease. Such human experimenta
tion can be therapeutic and thought to be of benefit to the patient; or non-therapeutic and 
therefore assumed to be of no direct benefit to the patient. 

Medical research implies a systematic and organised activity which clearly goes beyond 
normal service or treatment requirements and which has the potential to advance 
knowledge in a field relevant to human health. 'Organised' implies prior planning, 
perhaps with the formulation of a testable hypothesis or aim. 
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Research programme 

The 1966 Proposal was occasionally referred to as a research programme duringthe hear
ings. The phrase was also used in my Terms of Reference. The latter instance in particu
lar prompted Dr Hodge to comment on its definition. He said: 

"'Research programme'. . .is not a precise term, being used to describe grouped 
research activities in a number of different contexts. 

"Sometimes the terms 'research project; 'research programme' and 'study' 
are used synonymously The MRC [Medical Research Council] has a specialist 
definition of the term 'research programme' to define a group of interrelated 
research projects being conducted by a group of investigators, possibly eligible 
for more broadly-based funding than that provided under a single project 
grant." 

For the purposes of this Inquiry I have treated the word 'programme' as synonymous with 
a single trial. During cross-examination Dr Hodge also said that 'study', 'trial' and 'experi
ment' could be used synonymously. 

Observational research 

A fundamental criterion for observational research is that no action is taken by the inves
tigator to alter the conditions under study. Observational research may be prospective 
(that is the study progressing with time), orretrospective (studying events in the past). 

Experimental research 

In experimental research the conditions of the study are determined and maintained by 
the investigator in such a way that he or she does not merely observe what is going on, 
but intervenes. Experimental studies are therefore called intervention studies. They are 
always prospective. 

When the aim is to evaluate the outcome of different methods of treatment, experimen
tal studies are often called clinical trials. In a clinical trial, the intervention involves the 
administration of a new treatment to one group of patients or, less commonly, the with
holding of conventional treatment. The experimental group of patients is usually com
pared, though byno means always, with a control group receiving standard treatment. 
The term 'clinical' is used to denote activities taking place within the context of the patient
doctor relationship. 

If it is ethically and logistically possible to divide patients into the two groups at random, 
the study is described as a 'randomised controlled trial' and this is generally regarded 
as the most scientifically rigorous method available for testing the efficacy of new ther
apeutic measures or preventive measures. Ethically, it is imperative to obtain a patient's 
consent, not only to be included in the trial but also to be randomised. The randomised 
controlled trial was far less common in 1966. Dr Green's Proposal could not be defined 
as such, although in his 1974 paper' he had described it as 

"the nearest approach yet, to the classical method of deciding such an issue 
as the change or not of a disease from one state to another - the randomised 
controlled trial". 

The Declaration of Helsinki 1964 (and its revisions in 1975 and 1983) make a distinction 
between clinical research combined with professional care (therapeutic research) and 
non-therapeutic clinical research. The former is defined as 'research in which the aim 
is essentially therapeutic for a patient'. Therapeutic research could be the comparison 
of the standard management of patients with a new method of management. In such a 
trial the balance of risks and benefits to be assessed should be no greater than those of 
the standard management. Non-therapeutic research is defined as: 
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"Research, the essential object of which is purely scientific and withoutther
apeutic value to the persons subjected to the research." 

An example would be the testing of a drug on volunteers for whom the drug is expected 
to offer no benefits. 

Obviously there can be some difficulty in defining the precise point at which good clin
ical practice involving systematic observation warrants a research label; or the point where 
routine medical therapy, perhaps using procedures which are still .in the process of de
velopment, becomes experimental research. Nevertheless, in both instances there will 
be aspects which clearly identify a research component, even in the absence of a well
designed study protocol. There will be a clear intent on the part of the investigator which 
involves more than the observation or management of individual patients. There will be 
a statement or the inference of an hypothesis, (something which the investigator is at
tempting to prove or disprove). Finally, in experimental research tb ere will probably be 
evidence of advanced planning for managing a clearly identifiable group of patients by 
methods which differ from the way in which other patients with the same disease are 
managed. 

WAS THE 1966 PROPOSAL RESEARCH? 

In order to resolve the treatment/research question I have sought to identify the 1966 
Proposal's aim. l consider the aim, hypothesis, or intent of the Proposal is the best means 
of distinguishing whether or not it was intended only as a means of treating patients or 
whether it had a research component. 

After reviewing a variety of criteria and evidence, I have come to several conclusions. In 
terms of the 1964 Declaration of Helsinki it was clinical research combined with patient 
care. It was an experimental study, not a retrospective observational trial. The 1966 
Proposal was a research proposal with the aim of advancing medical knowledge. 

1. The aim of the Proposal 

The discussion recorded in the Senior Medical Staff Minutes states: 
"Professor Green said that his aim was to attempt to prove that carcinoma in 
situ is not a premalignant disease:' 

I have already dealt with the assertion that this was an incorrect report of the aim as he 
stated it. 

The stated aim clearly demonstrates that in Dr Green's mind this was a research proposal. 
Dr Green was an enthusiastic clinician and academic. He was always open about his work 
and he published prolifically on CIS. I have read and heard evidence about most of his 
scientific papers on this subject published from 1962 to 1974. Even before the 1966Proposal 
was approved it is clear from his published work that Dr Green, with a clear aim in view, 
was studying patients who continued to have positive smears. In his 1964 paper, 'Cer
vical Carcinoma in Situ: True Cancer or Non-invasive Lesion?'' he says: 

"In the present paper it is proposed by adducing clinical, indirect statistical 
and experimental evidence, to show that the lesion is probably benign in the 
great majority of cases." 

This paper reviews a series of 278 patients with CIS, 190 of whom had been reported on 
by Dr Green in 1962. Of the 278 patients, 151 had been treated by hysterectomy and the 
remaining 127by local excision. Two years later in 'Cervical Carcinoma in Situ'' Dr Green 
says: 

"In this Paper it is proposed to question further the correctness of the claims 
that in situ cervical cancer is a serious lesion because of its invasive potential
ities and that cytology by revealing it can eliminate invasive cervical cancer:' 
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This paper reported on a series of 446 cases which was an extension of the 276 referred 
to in the 1964 paper. Sixty per cent of these patients had been treated by local excision of 
the lesion and the remainder by total hysterectomy. His aim, therefore, was set out clear! y 
in material written before the 1966 Proposal was approved. The 1966Proposal simply 
referred to an expanded number of the same group mentioned in both papers. 

The purpose of the Proposal also appears in papers published after its approval. Another 
paper co-authored by J W Donovan, a medical statistician, and titled 'The Natural His
tory of Cervical Carcinoma in Situ'4 was published in 1970. Natural history is a term used 
to describe the stages in the process of a disease - its progression, remission and final 
outcome, unmodified by therapeutic intervention (treatment). The authors say: 

"There have been many previous studies of the natural history of carcinoma 
in situ of the cervix, based on observations of series of patients. Some, like the 
present re?ort, concern patients selected prospectively." 

That same year, in a paper 'Cervical Carcinoma in Situ'' Dr Green said: 
"The only way to settle the question as to what happens to carcinoma in situ 
is to follow adequately diagnosed but untreated lesions indefinitely. This is 
a theoretical impossibility because diagnosis is always treatment to an indeter
minate degree. However, it is being attempted at National Women's Hospi
tal by means of two series of cases." 

These later papers, therefore, also show that Dr Green himself continued to regard his 
work as a study deliberately initiated to test a theory, namely the probability of progres
sion of an in situ lesion to invasive cancer. 

There were other sources that reinforced this finding. 

a) From about 1964 the Medical Research Council was receiving applications from Na
tional Women's Hospital for research programmes including a study of carcinoma 
in situ. In 1982, during a visit to the Hospital, the project on CIS was reviewed by the 
Medical Research Council. 

b) In 1968, in the annual report of the Postgraduate School of Obstetrics and Gynaecol
ogy at National Women's Hospital in a subsection entitled 'Research', a study sourced 
to G H Green says: 

"Carcinoma in situ. The relatively benign nature of so-called 'carcinoma
in-situ' has now been established with confirmation from studies of fe
tal and neonatal cervix from necropsy material. In order to pursue this 
matter further, epidemiological comparisons are being made with inva
sive cancer cases:' 

c) In 'Antigenic Relationship between Cancerof the Cervix and Carcinoma in Situ', an 
application to the Medical Research Foundation for a grant, Dr Greenlistedhis most 
important and recent research publications. The application included references to 
the 1969 paper 'Invasive Potentiality of Cervical Carcinoma in Situ' and the 1970 
papers 'The Natural History of Cervical Carcinoma in Situ' and 'Cervical Carcino
ma in Situ', which had been given the editorial subheading, 'An Atypical Viewpoint'. 
All these papers were produced during the Inquiry and examined in some detail. 

I agree with Dr Jordan's summary of the 1966 Proposal: 
"The aim of the trial, which is what it was, was therefore to establish a diag
nosis ofcarcinoma in situ but to leave the patients without treatment. This was 
contrary to generally held beliefs at that time." 

2. Other indications that it was 
a research proposal 

( a) In spite of the fact that his own papers described the Proposal in terms such as 
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"There have been many previous studies of the natural history of carci
noma in situ of the cervix based on observations of series of patients. 
Some, like the present report, concern patients selected prospectively" 

Dr Green denied during the course of the Inquiry that the 1966 Proposal represented a 
research project. His initial assertion was that: 

"There wasn't a research programme at the hospital. It was the hypothesis of 
mine that veiy few in situ cancers ever went on to invasion, because otherwise 
certain national and international statistics could not be substantiated. Either 
the theory or the observed facts, or both were wrong." 

Dr Green was understandably anxious that I might draw the inference that patients were 
being used as 'guinea-pigs'. He was also concerned at the suggestion that the research 
project had as its corollary, the absence of intention to cure patients. In spite of statements 
to the contrary in his 1970 and 1974 papers, Dr Green was also reluctant to concede that 
it was a prospective study. 

The debate was intense but eventually Dr Green conceded that the 1966 Proposal was 
a research programme into the natural history of carcinoma in situ. He emphasised, 
however, that there was always an intention to cure patients. Nevertheless, counsel for 
another party, under cross-examination, succeeded in persuading him to return briefly 
to his original assertion that it was not research. 

Dr Jordan's summation of the Proposal in practice was brief: 
"One gets the impression that Professor Green never referred to this as be
ing research but [as] clinical observation, and he refers repeatedly to treatment 
with punch biopsy. Now that begs the question, because the procedure which 
was adopted, namely a punch biopsy with a view to leaving carcinoma in situ, 
is not treatment, and if that is the case then it is a trial. It is not simply an ob
servation." 

(b) When Dr Green published his last paper specifically on the invasive potential of CIS, 
in 1974, he said: 

"This series of 750 cases of insitu cervical cancer, and the following of 96 
of them with positive cytology for at least two years, represents the nearest 
approach yet to the classical method of deciding such an issue as the 
change or not of a disease from one state to another - the randomised 
controlled trial. It has not been randomised and it is not well controlled 
but it has at least been prospective ... 
"Quite apart from [the] technical difficulties in creating a randomised ser
ies to test the progression theory, there are those problems which arise 
from the almost universal application of the principle of early diagnosis 
and prompt treatment of cancer - even though there may be some doubt 
about the actual diagnosis." 

In retrospect Dr Green himself saw the limitations of the 1966 trial. In the same 1974 
paper he wrote: 

"As a result of the experience in the present limited effort at demonstrat
ing the natural history of in situ cancer it is considered that it is probably 
technically impossible to create a randomised controlled series to demon
strate the progression or otherwise of in situ cancer to invasion. Carcino
ma in situ is a histologic and not a clinical state and must be so diagnosed, 
but because of the variability possible in a highly subjective field it is not 
possible ever to be completely certain of the diagnosis (i.e. that it is not in
vasive) unless the whole lesion is completely extirpated - in which case 
the 'trial' is already concluded. If a less-than-complete excision biopsy is 
practised, pathological doubts are immeasurably increased and cannot 
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be altogether dispelled by calling on aid in the exclusion of invasion from 
cytology itself, orcolposcopy, or even careful clinical examination .... The 
pressures against instituting a truly randomised controlled trial in this 
direction, even although widespread doubts about the probability of 
progression of in situ ks ions be conceded, are daunting to say the least:' 

(c) 1 believe Dr Green was so confident that CIS was almost always a harmless disease 
that he felt quite sure his methods would not put his patients at risk. He was study
ing the disease and publishing the results so that he could convince the rest of the 
world that his theory was correct. As he wrote in his 1970 paper, 'Cervical Carcino
ma in Situ': 

"Obviously such prospective studies on carcinoma in situ as those 
detailed above can only be done by those who are unconvinced of the in
vasive potentiality of this lesion:' 

RESEARCH PROJECT OR NEW TREATMENT PROTOCOL -

Significance for the patient 

At this point there is an overriding principle which needs immediate emphasis. Regard
less of whether the 1966 Proposal put to the Hospital Medical Committee was a research 
project with implications for the treatment of a class of patients, or a new treatment pro
tocol which might produce valuable information and advance medical knowledge, the 
ethical implications for the patients were very similar. As Dr Hodge said: 

"l would argue that clinical research is only one aspect of the many activities 
relating to the care of patients which require high ethical standards ofconduct. 
Although research is the most visible of these activities, and the one most 
clearly in need of regulation, it should not cause us to lose sight of other areas 
in which the protection of patients may beof equal or even greater importance. 
"Uncritical or outmoded practices in patient management, although falling 
well short of overt malpractice, may place individual patients at greater risk 
than a supervised clinical experiment. It follows from this argument that 
whether or not a clinical practice is defined as research is unimportant. In my 
view it should be subjected to normal peer review and its ethical implications 
should also be discussed in an organised manner." 

Both treatment and clinical research, therefore, require similarly high ethical standards 
to be observed. There is no reason for any patient to resist being included in a properly 
planned research protocol on the grounds that she might be harmed. Professor Skegg 
said: 

"It is my sincere view that with appropriate safeguards patients included in 
clinical tlials should have nothing to fear and may indeed benefit from the spe
cial attention they receive." 

He also said: 
''. .. It would be a mistake for us to have the impression that departing from con
ventional treatment in the course of a trial is somehow inherently worse than 
a doctor departing from treatment because he is out of date or an alcoholic or 
something like that. 
"In general such departures are Jess hazardous in clinical trials because the 
patients will be closely followed up and the trial should be stopped if anything 
goes wrong." 

DESIGN OF THE 1966 RESEARCH PROPOSAL 

It is useful to measure the 1966 Proposal approved by the Hospital Medical Committee 
against research standards in 1966. The Medical Research Council received research 
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proposals from various groups during 1966 and in evidence Dr Hodge said that those 
proposals generally 

"provided information which was more adequate [than that found in the 1966 
Proposal] for scientific assessment, under such headings as specific aims of 
the research, significance of the reseaTch, pTevious woTk by the applicant, 
Tesults obtained by others and facilities available for conduct of the reseaTCh ." 

The research community has methods of defining research. When Dr Hodge was invit
ed to comment on the written 1966 Proposal he said: 

''. . . the report itself is quite bTief and does not qualify for description as a for
mal research proposal. While it states a reseaTCh hypothesis (that CJS is not 
a pre-malignant disease), it is largely confined to criteria for subject inclusion 
and is lacking in details of study design and material essential for its evalua
tion as a reseaTCh protocol." 

By Medical Research Council standards then, the 1966 Proposal lacked certain key ele
ments. As this was a proposal which required the inclusion of human research subjects, 
I also consider that there were some critical flaws or omissions. The first of these was the 
lack of a termination date. For example, that date could have been the point at which the 
treatment of a sufficient number of patients had been observed over a set period. It was 
also critical thatthe investigator had already established in his own mind that the study 
would be terminated if the emerging results demonstrated that the patients were at risk. 

Proper design of a research proposal must ensure that the question being posed can be 
answered and that the hypothesis can be proved or disproved. The hypothesis in the 1966 
Proposal was that carcinoma in situ was not a premalignant disease. If the hypothesis 
were disproved, however, then there were major risks for the patients involved. Further
more, Dr Green had to be sure that the woman did not have undetected invasive cancer 
at the point when she was included in the trial; if he could not do that, he could not test 
his hypothesis. 

Before the current Inquiry was contemplated, ProfessorSkegg wrote in the January 1986 
issue of New Zealand Medical Journal: 

"The case for effectiveness of screening docs not rest on the unfortunate ex
periment at National Women's Hospital, in which women with abnormal 
smears were treated conservatively and a proportion have developed inva
sive cancer. But Green tries to dismiss these results as being due to either in
adequate exclusion of invasion at the outset or over-diagnosis of invasion later. 
The latter explanation is hardly credible in the case of those women who have 
died from their disease and the whole argument betrays circular thinking. If 
the experiment was incapable of falsifying Green's hypothesis, why was it car
ried out? Moreover, if invasion could not be excluded confidently at the out
set, were the patients warned of the risk that was being taken?" 

THE ETHICAL PERSPECTIVE 

The 1966 Proposal approved by the Senior Medical Staff and the Hospital Medical Com
mittee contained no specific provision for obtaining consent of any of the patients incl ud
ed in the trial. The matter was not discussed at either of these meeting and I have seen 
no consent to inclusion in such a trial in any patient's file. The patients who gave evidence 
and who were identifiable as being Group 2 patients, did not mention any procedure 
whereby their consent to inclusion was sought verbally. However, several of them were 
intuitively aware of being research subjects. The term 'guinea-pig' was commonly used 
when describing the many years of repeat visits to the Hospital for further examinations. 
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Only one patient (Code SRI) stated decisively that she had known she was part of a 
research trial. She said that when she first saw Dr Green: 

"He said to me tl1at it was a precancerous smear but he didn't think it was go
ing to develop and would I join A-team and he would like me to come in at 
specific intervals to check me. And I agreed to that and he also removed the 
coil at the same time." 
Question: You said that he asked you would you join his A-team? 

Answer: Yes. 
Question: What did you understand that he meant by that? 
Answer: Well obviously a group of women that he was going to research and 
put together some sort of information that could possibly prove that what I 
had had on the smear was not going to develop. That's what he told me. 

Question: Did he tell you that? 

Answer: Yes. 
Question: Was the word 'research' used? 

Answer: That's the wordlhaveinmymind, but it'sthatfarbackinmymem01y 
I couldn't positively say that was actually it. I do remember the A-team very 
well, and I might have interpreted what he was going to do was possible 
research and I did appreciate that .. .looking into something takes a Jong time. 
But whether or not he actually said that word I couldn't positively say. 
Question: Were you asked to sign any form or give any form of consent? 

Answer: Not to my knowledge. I don't remember that, no. 
Question: Did Professor Green tell you that other doctors or hospitals may 
treat people with your sort of smears differently? 

Answer:No. 

Question: Did you at any time think that you were being treated differently 
from anybody else with that sort of smear? 

Answer: No, I didn't get that impression. He was treating me and that was 
that. 

In fact this patient had only sketchy information about the nature of the trial she was be
ing included in and was not given the essential information that, as a consequence of be
ing part of the trial, the treatment she was being offered was not conventional. 

In 1966 the doctrine of 'informed consent' was far from developed in New Zealand. (It 
will be more fully discussed in later chapters.) Morally and professionally, however, the 
requirement to obtain consent to inclusion in a non-therapeutic trial had been clearly stat
ed in the Nuremberg Code of 1947, which said: 

"The voluntary consent of the human subject is absolutely essential." 

In 1964 a draft Code ofEthics on Human Experimentation was accepted at a meeting of 
the World Medical Association in Helsinki. It is now known as the 1964 Helsinki Decla
ration. Where the research is clinical research combined with professional care (a ther
apeutic clinical trial), the Helsinki Declaration stipulated: 

"1. . ... If at all possible, consistent with patient psychology, the doctor should obtain 
the patient's freely given consent after the patient has been given a full explanation." 

CONCLUSIONS 

It has been suggested thatthe 1966 Proposal was not a research project because of its in
adequate design; because disproving the stated hypothesis posed risks to the patient; 
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and because it totally overlooked any requirement to inform the patients involved and 
seek their consent to be included. I cannot accept that suggestion. While I agree that the 
1966 Proposal lacked a number of important design characteristics, I reiterate the prin
ciple of primacy of aim. A poor design does not change the intention. Nor did it, in fact, 
prevent a flawed research protocol being put into place and allowed to continue for many 
years, without intervention and with no provision for termination. The only possible 
therapeutic value that I can extrapolate from the 1966 trial is that patients might have been 
saved the procedure of cone biopsy. As it happens, this was not achieved, except in a very, 
very few cases. 

It was an attempt to prove a theory that lacked scientific validity and little attention was 
given to ethical considerations. From 1966 and throughout the period of the 1966 trial, 
there were clear guidelines against which a doctor's moral and professional right to in
clude patients in research trials could be measured. I can think of no reason for gynae
cologists who practised at National Women's Hospital or in other parts of New Zealand, 
or administrators whose responsibility it was to be familiar with ethical principles, to over
look the basic ethical and scientific information that was then available. 

The fact that the women did not know they were in a trial, were not informed that their 
treatment was not conventional and received little detail of the nature of their condition 
were grave omissions. The responsibility for these omissions extends to all those who 
having approved the trial, knew or ought to have known of its mounting consequences 
and its design faults and allowed it to continue. 
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EXPRESSIONS OF CONCERN 

The 1966Proposal discussed and approved by members of the Senior Medical Staff and 
Hospital Medical Committee contained a bold hypothesis: that carcinoma in situ does 
not progress to invasive cancer. Not only did it have obvious implications for the wom
en included in the group to be observed, but medical, ethical, scientific and human ramifi
cations also. From 1966 right down to the present day it has had significance for the health 
of patients, and will have significance for the practice of gynaecology and the design and 
review of research in this country. Because these effects are so wide ranging it was im
portant to establish whether or not the Proposal and its hypothesis were questioned, and 
if so, what if any action was taken in response. 
I have been drawn inexorably to the conclusion that although there was increasing op
position to the 1966 trial, both internationally and at National Women's Hospital, there 
was no will to confront and resolve the difficult issues that emerged. For 20 years there 
was criticism, yet no special effort was made to ensure that patients' health did not suffer 
as a result of Dr Green's attempt to prove his hypothesis. Until the Auckland Hospital 
Board recommended the current Inquiry, no person or body with the power or respon
sibility to intervene took steps to deal decisively with its consequences. The medical 
profession failed in its basic duty to its patients. 

This chapter traces the attempts of a few concerned health professionals to make the med
ical establishment aware of the reasons for their disquiet and so provoke a reassessment 
of the basis and ethics of the trial. 

DR McINDOE'S INTERVENTIONS 

Dr Mdndoe died about a year before this Inquiry began. He has been both praised and 
criticised during the hearing of evidence. Frequently he was blamed subtly for events 
quite beyond his control. On occasions it seemed that, now dead, he became a convenient 
scapegoat for much that has gone wrong at National Women's Hospital as a result of the 
1966 trial. His presence has been powerful! y felt throughout the hearings and yet for 20 
years his mounting concern a bout the dangers of the Proposal was disregarded or treated 
lightly. 

1. June 20, 1966 

Among Dr Mdndoe's papers was a memorandum which, in later correspondence and 
memoranda, he claimed to have tabled at the meeting of Senior Medical Staff on the even
ing of 20 June 1966. It said: 
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";\gain, I believe Professor Green has made a useful contribution in insisting 
that progression from in-situ to hvasive Carcinoma of the cervix is not invari
able. I do, however, find it difficult to accept his statement that Carcinoma-in
Situ and Invasive Carcinoma of the cervix, are not related conditions. 

"On morphological grounds: the appearance of the cells, in dysplasia, 
carcinoma-in-situ and Invasive Carcinoma of the cervix, there does seem to 
be a relationship. 

"I accept at present, that there is a relationship between these conditions, but 
that the so-called progression from one to the other, may be uncommon .... 
If it is accepted that such progression does occur then the attitude to treatment 
and follow-up will be tempered somewhat by the frequency of this occur
rence. 
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"At our present state of know ledge rather than swing to an extremely conser
vative position with respect to treatment, I feel the correct measure would be 
to aim to remove tissue responsible for the positive smear and to followup pa
tients conservatively thereafter who show no further significant cytological 
or colposcopic abnormality. 

"Furthermore, I believe an authoritative approach to any problem in medi
cine can be unfortunate unless it is quite obvious that alternative methods of 
care are either dangerous or unsound. 

"In the present case, inadequate tissue diagnosis, which can be the only 
description of the type of biopsy I at present perform (if this is to be the only 
biopsy done), and follow-up, only taking further steps if there is clinical or 
colposcopic evidence of invasion, would seem to me the type of care that 
should not be followed. Conservative excision of the lesion is in my view the 
treatment of choice:' 

There was a final sentence in the memorandum: 
"If Professor Green's proposal is accepted, I would feel it very difficult to take 
seriously any cytology reporting or colposcopic assessment." 

When asked in evidence about this memorandum, neither Dr Green, Professor Bonham, 
Mr Grieve nor Mr Faris recalled Dr Mclndoe tabling or speaking to it. Some as corrobo
ration, pointed to the fact that it was not included in the record of the Minutes. However, 
Dr Warren recalled the incident in some detail. As chairman of the meeting he had good 
reason to remember Dr Mcindoe's concern when he received his copy of that night's 
Agenda. 

On the afternoon of 20 June 1966 Dr Mdndoe had called to see Dr Warren and asked if 
it would be in order for him to prepare and table a memorandum setting out his views 
on Dr Green's proposal. Dr Warren even recalled asking Dr Mclndoe to remove that fi
nal sentence from the memorandum. His reason for this request, as far as he can recall 
21 years later, was that he felt the sentence might have been seen as "letting down cytol
ogy and colposcopy". Dr Mclndoe came to see him again the following day. This time he 
was concerned that he had not expressed his opposition to the Proposal forcefully 
enough. 

Dr Md ndoe referred to his 1966 memorandum in two memoranda in the early 1970s. On 
13 July 1971, in a memorandum which records his thoughts at the time but which may 
not have been sent to anyone, he wrote: 

"Carcinoma in situ: 
In June 1966 Professor Green circulated a memorandum in which he noted 
that 503 cases of Ca. in Situ up to December 1965 had been treated in this 
hospital - 68.2% of these had been treated by cone biopsy or lesser procedure. 
'One case is alleged to have progressed to invasion etc .... ' 

"This memorandum was considered at Senior Staff meeting on 20/6/66 and 
is recorded in the Minutes (folio 193 and 201) - a copy of this memorandum 
is attached. 

"I wrote some comments on Professor Green's proposals which was cy
clostyled and available at the Staff Meeting (20/6/66) and spoke re my state
ment but this was not recorded in the Minutes (a copy of my statement is 
attached with last sentence deleted at Dr Warren's request). 
"Professor Green was allowed to proceed with his views to a limited extent 
as noted in Senior Staff Minutes (folio 201) and also Hospital Medical Com
mittee Minutes." 

The 1966 memorandum is referred to again in another sent to Dr Warren and dated 14 
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December 1973. These two papers and Dr Warren's evidence convinced me that the 
memorandum with the handwritten date, 20.6.66, was tabled at the Senior Staff meet
ing and that Dr Mdndoe also voiced his concerns. It is just as obvious from the evidence 
that other doctors who attended had no recollection at all of his oral or written comments. 
It is entirely possible that although he tabled his memorandum, it was not physically cir
culated amongst those present. 

During the course of the Inquiry Dr Mclndoe was revealed as a quiet man. Within the hi
erarchy of medical specialists at the Hospital at that time he was, as counsel represent
ing his Estate putit, "equivalent to the office boy trying to tell the Managing Director how 
to run the firm". While there was "lengthy discussion during which Professor Green an
swered many questions", and although Dr Green in his evidence said that he expected 
some senior staff to oppose the Proposal "because some of them believed that hysterec
tomy was still the correct treatment", Dr Mclndoe's views do not seem to have registered 
with his colleagues and they were disregarded by those members of the Senior Medical 
Staff who formed the Hospital Medical Committee and approved the Proposal. 

2. Action after 1966 

Almost three years after the 1966 Proposal was tabled and accepted, Dr Mcindoe ad
dressed a memorandum to Dr Green with the handwritten date 15.4.69. It read: 
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"Your raising with me on Monday 14th April of my comments concerning 
regrading patients originally diagnosed and classified as Carcinoma in Situ 
- regrading to Invasive Carcinoma and thus making them ineligible for in
clusion in the Ca. in Situ follow up series, gives me the opportunity of rais
ing with you a number of the issues involved. 

"I understand you now to say that if there is no unequivocal evidence of in
vasion after one year of observation by all methods available: cytology, col
poscopy, histology and clinical, then the case will firmly be classified as Non 
Invasive, no matter what the initial histology assessment. 

"I have accepted up to now, three months between initial histology diagno
sis and radical treatment as the evidence that the initial lesion was considered 
Non Invasive. On this basis I have noted a number of patients who have ful
filled my criteria of Non invasive Initially - Now Invasive. T have tried to avoid 
the use of the word 'progression'because it introduces a concept not helpful 
to these discussions. 

[Here Dr Mcindoe lists and comments on seven cases.) 

"I understand further from you that a number of cases originally classified as 
invasive you now classify as Carcinoma in Situ. If these patients have had rad
ical treatment, the fact of their reclassification should certainly be noted and 
considered parallel with other non invasive cases which have not had radi
cal treatment. 

"I find myself in a difficult position in this study. Increasing pressure is com
ing from the so called pundits in cytology, Wied, Koss, Frost, Von Hamm, in 
particular, to make a histological prediction on the basis of the cytology find
ings. Numbers of people are going away from the Papanicolaou 1-5 Grade 
report and instead replacing the report with such terms as: 

'Probable Dysplasia' 
'Findings consistent with Carcinoma in Situ' 
'Findings of Invasive Carcinoma' or 
'Invasive Adenocarcinoma' 

"Frost spoke at Chicago and Koss at Rio de Janeiro in this manner. 

''.Afterwards at Koss' laboratory in New York, I was critical of this dogmatism 
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displayed by Koss to another member of his staff. I have noted in my report 
my concern at this type of cytology reporting. I was informed in Koss' depart
ment that it is understood what he means by these reports in his own hospi
tal - the hospital staff do not take too seriously his dogmatic utterances. 

"J J Sullivan on the local scene has continued for a number of years to add the 
phrase at times to reports, 'Invasive Carcinoma', meaning he believes there 
is a highly significant chance of this being a case of invasive carcinoma. I can 
also do this, but I believe this opinion is of little value when it will be shown 
incorrect in perhaps 50% of cases. Regrettably, however, our local experience 
has no influence on the continuing pressure in particular from the United 
States to dispense with what is called the 'number game' in cytology report
ing and come down with a written report. 

"I have wondered for some time whether there is not a place for some open 
correspondence perhaps in the Red Journal between various people in Aus
tralasia on the various concepts involved in diagnosis and treatment of car
cinoma of the cervix. 

"From my reading and findings during my study tour last year I am convinced 
that some of the patients treated here successfully by local excision and clas
sified Non invasive are treated in many places radically and classified INV A
SIVE. I know you have the same view. 

"I wonder whether it can be claimed that if a patient is ever successfully treated 
then this is evidence that she was not suffering from cancer. 

"I understood from remarks Harry Jamieson made to me at the dinner on 
Thursday 10th, that Malcolm Coppleson was keen to come over here and see 
some of our material. If you agree and this could be arranged, we could all 
benefit and I believe it would be possible to convince him that conservative 
care is a valid concept. 

"In addition we would need sufficient notice to get up representative cases 
for him to see - the post hysterectomy cases for example, Mrs L ... , and so on:' 

Dr Green denied having seen that memorandum until reading the evidence of Sandra 
Coney, another party to the Inquiry. It was referred to in a subsequent memorandum dat
ed 14 December 1973 which was sent to the Medical Superintendent, Dr Warren, in which 
Dr Mclndoe wrote: 

" ... I have endeavoured by all means possible in a mature and dignified man
ner to make my feelings plain lto Dr Green] and so note down specific in
stances of my attempts .... (b) in personal memorandum to him, dated 15.4.69:' 

The April memorandum had also been mentioned in another memorandum to the Med
ical Superintendent dated 10 October 1973 when Dr Mcindoe wrote: 

"Criticism of my attitudes by Professor Green -
Following some criticism of my attitudes in 1969 I presented Professor Green 
with a memorandum on 15.4.69 (attached 8) noting several patients about 
whom I was concerned. I received no satisfactory comments in reply. On five 
occasions in the last two years, I have been 'vigorously interrogated'by Profes
sor Green, twice in Ward 9 and on the last three occasions have been invited 
to his room and subjected to further 'vigorous examination'. On the last oc
casion, approximately one year ago, I was goaded into calling him irrespon
sible in his attitudes and management of patients:' 

Dr Mcindoe also referred to his memorandum to the Senior Staff meeting which he noted 
he had tabled and spoken to at length. He went on to ennumerate other occasions when 
he had tried to make plain his feelings: 
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"c) In private, on three occasions in his room in 1972. Professor Liggins in
terrupted one of these occasions when he came into the room and made a 
comment such as, 'Are you two still at it?'. 

d) In private, on two occasions in early 1972 in Ward 9, following the ward 
round when he saw fit to 'rebuke' me for comments I had made during the 
round. 

e) In private in commenting on management of [Patient CODE 3Q], towards 
the end of February 1971. 

f) Letter to NZ Medical Journal in name of Dr S E Williams and myself, 
dated August 1972 (p129)." 

This record of incidents, together with the memorandum of 15 April 1969, leads me to 
conclude that from 1969 at least, Dr Mclndoe continued to voice and record his concerns 
about the implications of the 1966 Proposal. While Dr Mcindoe recorded a variety of heat
ed discussions with Dr Green in some detail, in giving evidence Dr Green responded 
to the suggestion that the two of them "were in fact at odds on it [ the 1966 Proposal] right 
from the start" by saying: 

"I didn't believe so. I didn't see his memorandum of 66 orof 69 and I certainlv 
don't ever rememberhavingthree, what he suggests is three occasions of hi~, 
in private on three occasions in his room and Professor Liggins saying, 'A.re 
you still at it?'. ... !certainly wasn't awareofit, and I still thought I was friend
ly with Dr Mc!ndoe until 1975 when he refused to speak to me farther. Now 
Dr Mclndoe may keep these things to himself. He certainly never made plain 
to~ie his feelings other than through those letters about patients that! replied 
to. 

Summary and conclusions: Dr Mclndoe's concerns were recorded repeatedly at times 
when he could have had no possible suspicion that they would be aired so publicly. Af
ter so many years it is entirely possible that Dr Green does not recall reading the 
memorandum dated 15 April 1969. Nonetheless I am satisfied that it was sent to him. I 
also accept that the 20 June 1966 memorandum was tabled at the Senior Medical Staff 
meeting and spoken to by Dr Mclndoe. And finally, I accept Dr Mclndoc's record of their 
verbal exchanges, and the manner in which they were expressed in the memoranda of 
10 October and 14 December 1973 addressed to the Medical Superintendent of Nation
al Women's Hospital. 

Some parties to the Inquiry obviously considered that Dr Green lied to me. I do not be
lieve that was the case. I think there are two other possibilities. 

The first is that he simply does not recall receiving the memoranda or holding any heat
ed discussions with Dr Mdndoe. Although Dr Mcindoe died before the Inquiry start
ed, his memoranda and descriptions of his personality suggest that what he might have 
considered a vigorous or heated debate, might simply be overlooked by a far more forceful 
personality such as Dr Green, in the way that a wasp is brushed from one's sleeve before 
it has stung. 

The second possibility was one suggested by several parties. It is that Dr Green held a 
theory which he was determined to prove, namely that CIS was a benign lesion which 
did not progress to invasive cancer. Any viewpoint contrary to his was simply ignored. 

I prefer a combination of these alternative possibilities. Although Dr Mclndoe was con
cerned from the start about the 1966 trial and its repercussions on the patients involved 
as the study developed, he did not begin to express his views strongly and publicly un
til 1973. 

The 15 April 1969 memorandum, while touching on Dr Green's regrading of patients from 
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an original diagnosis of carcinoma in situ to one of invasive cancer, is so understated and 
deferential in discussing this important issue that his concern is masked and the points 
he strove to make obscured. Nonetheless, this memorandum represented an attempt to 
conduct an intelligent debate on the issue. An attempt which failed. 

I have been left with the eerie impression that Dr Mclndoe's various memoranda and 
notes were almost prophetic. The documentation of what he saw first as a debate and later 
as a matter needing urgent action, demonstrates how closely he watched the develop
ment of the 1966 trial and his mounting concern for its consequences. 

THE 1975 WORKING PARTY 

It is true to say that after 20 June 1966, Dr Mcindoe acquiesced in and even supported Dr 
Green's Proposal for a period. But as his apprehensions increased and he remained un
able to have his point of view seriously considered, he embarked on a more telling line 
of action. The 10 October 1973 memorandum he wrote to the Medical Superintendent 
of NWH began: 

"I have not been entirely happy, for a number of years, with the management 
of many patients who have had abnormal cytology and colposcopyfindings." 

After noting that he had expressed his disagreement with the 1966trialfrom the outset, 
he went on to say: 

"For a time following this meeting, I began to wonder whether I had been un
necessarily concerned. However, the subsequent clinical course of a number 
of patients having varying forms of conservative care, leads me to believe that 
a reappraisal of policy towards management of patients with abnormal cytol
ogy and colposcopy findings is called for. Brief notes on some of these patients 
are attached. A longer list of patients who should be carefully reviewed is 
available." 

He also noted that there was a further list of patients with continuing positive cytology 
whom he believed might, if adequately biopsied, demonstrate invasive carcinoma. At
tached to his memorandum were the names and brief details of seven patients whose con
dition, following conservative care, had led Dr Mclndoe to seek a reappraisal of the 
management of patients with abnormal cytology and colposcopy findings. 

By this time Dr Mdndoe, although not a member of the Hospital Medical Committee, 
was a sufficiently senior member of the Hospital staff for the memorandum to be taken 
extremely seriously. Nor was he alone in his concern. Dr Malcolm McLean, the Pathol
ogist in Charge at National Women's Hospital, was also worried. In 1966 he did not op
pose Dr Green's Proposal believing that if a Senior Medical Staff member demonstrated 
adequate reason, the patient whose condition had aroused their concern would be defini
tively diagnosed and given conventional treatment. But by the late 1960s he had discussed 
several patients with Dr Green who were later found to have invasive carcinoma. Dr 
McLean said: 

"He would not accept my views, my concerns." 

On 18 October 1973 Dr McLean forwarded his own memorandum to the Medical Superin
tendent on the diagnosis and management of carcinoma in situ of the cervix. 

"The group of patients I am referring to were considered to be cases of carci
noma in situ of the cervix and were treated conservatively for reasons I con
sider not soundly based. These patients, in the course of follow-up, have 
turned out to have invasive carcinoma of the cervix. 

"The point for concern is the fact that a diagnosis of carcinoma in situ was 
made on inadequate biopsies, usually a punch biopsy, and despite positive 
cervical cytology smears during follow-up, and sometimes my warning of 
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possible invasive carcinoma nearby. These patients were managed conser
vatively and adequate biopsies to exclude invasive carcinoma were nottaken 
until after varying periods of delay. In every case these patients were subse
quently shown to have invasive carcinoma of the cervix. 

"We have insufficient knowledge of carcinoma in situ of the cervix and its rela
tionship to early invasive carcinoma of the cervix except in the broadestterms 
and we are not justified in managing cases of supposed carcinoma in situ 
conservatively unless adequate efforts have been made to exclude invasive 
carcinoma [ my emphasis]. 

"My experience has been that the majority of cases of early invasive carcino
ma are associated with a carcinoma in situ component and that an inadequate 
biopsy may show only the latter lesion. We cannot say for certain, but it is likely 
that in most of these cases causing concern, invasive carcinoma was present 
when the patient was first seen. 

"In my opinion, these patients have had what can be termed varying degrees 
of delayed and inadequate treatment for a disease (invasive carcinoma) that 
is generally considered to warrant urgent hospital admissionfor adequate di
agnosis and definitive treatment. I believe that the present mode of manage
ment of this type of patient needs to be reappraised. 

"A list of patients causing this concern, with details of their histology and my 
brief comments, is attached. In these lists, the site and nature of each biopsy 
as indicated in the request form appears in capital letters and the histologi
cal diagnosis follows in small letters." 

Dr Warren, the Medical Superintendent to whom these memoranda were addressed, 
had in fact invited the two doctors to document their concerns. He had been aware that 
there were differences of opinion. Both doctors had already talked to him about it. He 
obviously took them sufficiently seriously to consult Dr Moody, the Superintendent-in
Chief of the Auckland Hospital Board. In any hospital the opinions of two senior 
specialists, supported by carefully documented evidence, should resu It in an immedi
ate and thorough management review of the cases in question at the very least. 

Dr Moody, although medically qualified, considered his role first and foremost as that 
of an administrator. In reply to Dr Warren he set out the managerial steps to be followed 
when responding to Drs Mdndoe and McLean. His memorandum is that of the efficient 
administrator, but there is a hint of concern when he says, 

"After long and careful consideration of these papers [Drs Mcindoe and 
McLean's of October 1973], I conclude that there appears to be evidence to sug
gest that there is misinterpretation of histological and clinical findings - pos
sibly to the detriment of patients." 

However, the steps he advocated, although entirely proper, do not suggest that he regard
ed the issue as urgent. And, as events transpired, all three memoranda were considered 
with anything but urgency. In setting out the guidelines Dr Warren was to follow, Dr 
Moody wrote: 
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"4. In your management and handling of this difficult problem, involving as 
it does professional judgement and individual opinion, I must remind you 
that there are formal administrative and constitutional steps you must take 
at the Hospital level. 

5. Bearing in mind both the meaning and effect of what I have already said, 
l suggest to you: 

1) That copies of both Dr Mcindoe's and Dr McLean's memor
anda should be sent to Associate Professor Green, through the 
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Professor of Obstetrics and Gynaecology, for his consideration and 
comments. 

Professor Green, as a clinician with care of patients, has a right to 
know the reasons for the statement' .. . that a reappraisal of policy 
towards management of patients with abnormal cytology and col
poscopy findings is called for' and is entitled to give his comments 
about it. 

(The emphasis is Dr Moody's but he may just have been drawing attention 
to the fact that he was quoting from Dr Mdndoe's letter to Dr Warren.] 

2) As soon as Professor Green has supplied his comments, all the 
papers relating to this topic - ie Dr Mcindoe's memorandum, Dr 
McLean's memorandum and Professor Green's comments should 
be forwarded to the Secretary of the Hospital Medical Committee 
for inclusion on the agenda of its next meeting. 

The Hospital Medical Committee has already, on 20 June 1966, 
agreed to a proposal by Associate Professor Green that women un
der the age of 35 years be followed up without active treatment -
outpatient biopsy only. 

3) If the result of the meeting of the Hospital Medical Committee 
is inconclusive or does not satisfy you as Medical Superintendent 
in all material respects, then the whole subject should be referred 
to the full Hospital Staff meeting for its consideration. 

4) If, after this course of action, the matter is still unresolved to your 
satisfaction, it should then be referred through the Superintendent 
in Chief to the Board:' 

Given the history of this debate, the only adverse comment I would make about Dr 
Moody's memorandum (and it is made with the wisdom of hindsight) is that he ought 
to have retained a direct interest or control in the matter. It was asking a great deal of Dr 
Warren to try and control this dispute, considering the long standing difficulties between 
members of the Hospital's academic and clinical units. (This issue is discussed more fully 
in Chapter 8, The Relationship Between the Clinical and Academic Units.) 

If the Superintendent-in-Chief had indeed retained control of the problems raised by Ors 
Mclndoe and McLean, then it is to be hoped that the Working Party would have been es
tablished with greater alacrity, and would have dealt with the heart of the issue: the health 
of certain patients included in the 1966 trial. 

Dr Warren spoke of his admiration for the clear guidelines laidoutin this memorandum. 
He followed the suggested procedure and having given copies of Dr Mclndoe's and Dr 
McLean's memoranda to Dr Green, received in reply a memorandum dated 7 Novem
ber 1973. It is set out here in full, excepting those parts that refer to specific patients. 

"I have received your memo of 31.10.73 through Professor Bonham. I am pre
pared to comment on this despite my astonishment at the manner in which 
two staff members have chosen to approach the matter. 

"A. Background to comments. 
( a) The policy of a conservative approach to the management of 
this condition was approved at a staff meeting in 1966. 

"(b) It is generally recognised that invasive cancer cannot be en
tirely excluded unless the whole uterus and vagina is removed for 
histology and that anything less can miss invasion. It is also 
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recognised that what constitutes histological invasion or not, par
ticularly just the possibility of it, is a very personal and subjective 
opinion that may vary greatly from one pathologist to another. 

"In 1965 a survey ( Green, 1965) showed that 5 pathologists, includ
ing Dr McLean, could agree on the diagnosis of invasion in only 3 
of 22 cases previously treated at National Women's Hospital for 
Stage I cervical cancer. It is therefore apparent that there is a good 
chance of over-diagnosing and treating unnecessarily radically 
many women who do not have true 'early' cancers, and converse
ly, of under-diagnosing invasive cancer. 

" ( c) It was to find out something of the natural history of carcino
ma in situ, and to avoid unnecessarily radical treatment of young 
women with lesions merely suspected to be cancer, that the study 
was designed for. It was always a calculated risk that invasive cancer 
could be overlooked, although it was hoped that colposcopy, clin
ical examination, and repeated directed biopsies would minimise, 
if not actually avoid, this. This had been advocated repeatedly by 
Dr JV M Coppleson in Australia and is now urged by American 
authorities ( eg Stafl and Mattingly, Ostergard and Condos, Selim 
eta!, all 1973). 

"( d) A survey in this hospital (Green, 1971) shows that the length 
of disease time (as judged by symptoms) before treatment affects 
the survival rates not at all ( except that possibly the longer the sym
ptoms in Stage I the better the survival rate). 

"Also an analysis of 1384cases in 1972 showed that for the Stage IA 
(histological diagnosis only) type, into which almost all the cases 
detailed by Ors McLean and Mdndoe fall, the 10-year survival rate 
is 96± 2 percent. It could reasonably be anticipated that even if 
some 'early' cases were overlooked and treatment delayed, or if 
some progressed to Stage 1A invasion, that such patients would not 
be put at a disadvantage. 

" ( e) The ethicality of such a trial has since been urged by Professor 
A LCochrane, Head of the British MR CEpidemiology Unit (1971). 

"(f) Ever since 1949, when I wrote my MR COG commentary on 
'The Early Diagnosis of Cervical Cancer', and discussed carcinoma 
in situ with the National Women's Hospital pathologist (Dr Lind
say Erown), I have been studying the histology ofin situ and inva
sive cervical cancer. Since September 1956 I have been personally 
involved in the histology of approximately 1050 cases of invasive 
cervical cancer. 

"B. General comments on Dr McLean's letter 
of 18.10.73 to you. 

"Dr McLean is entitled to his opinion, even on clinical matters ifhe so chooses 
(and he has so chosen), but similarly I must be allowed my opinion on histo
logical matters. Dr McLean hardly ever sees the patients before treatment and 
neverin their follow-up career; on the other hand I am intimately concerned 
with the history and clinical findings in many patients, their histologic sec
tions, their treatment, and their follow-up - so that I am in a better position 
to say what might or might not happen to a given patient. 

"In his letter Dr McLean pin-points a central problem in the diagnosis of 
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pre-clinical cancer - it is likely that in most of those cases causing concern, 
invasive carcinoma was present when the patient was first seen. The fact that 
such things may happen because both clinical and histological assessments 
can be inexact does not alter the fact that they are made in good faith and are 
not therefore culpable as implied by Dr McLean. 

"In any case, the present population and pathological data do not suggest that 
any reappraisal of the present management, possibly towards the aggressive 
ablative attitude seen in some North American centres, will do anything to 
lower incidence, morbidity, and mortality from cervical cancer in either Auck
land province or New Zealand. Sir Richard Doll has recently supported me 
in this opinion. 

"If Dr Mclndoe has been unhappy about the policy approved by the HMC in 
1966 he has never made plain his feelings - either at that time or since in a staff 
meeting, in any case notes, or openly to me - about the general principles in
volved or about individual patients he and I have followed colposcopically 
and clinically. 

"Also his comments arc not in line with what his teacher and mentor, Dr JV 
M Coppleson has taught for many years or what is currently being advocat
ed by North American authorities (see previous reference) - that it is possi
ble to distinguish invasive cancer by careful clinical and colposcopically
directcd biopsy studies. 

"I have shown in our results (paper inMRC's recent Symposium on Epidemi
ology) that the numbers of patients apparently progressing to invasion is small 
(at most 10 in 750, including 6 with positive cytological but negative clinical 
and colposcopic findings), is influenced undoubtedly by the underdiagno
sis of invasion initially and overdiagnosis later (possibly 4 examples of each 
in the above 10), and that the patients have not suffered - since the lesions 
which may be overlooked or into which they may progress are all of the Stage 
IA type with close to a 100 percent probability of a 10-year survival. 

"It is regrettable therefore that Dr Mclndoe's indecision and doubt could cost 
us a long lead in the elucidation of the problem of the natural history of in situ 
cancer. As I tried to bring out at the MRC Symposium there is increasing 
weight of opinion to the effect that it is unlikely to be the simple spectrum of 
progression which is implicit in both Dr Mclndoe's and Dr McLean's com
ments. With others, I am convinced that the successful management of inva
sive cancer lies in its correct diagnosis in the first place, and that many patients 
will suffer unnecessarily if we are prepared to accept only one aspect of the 
diagnosis and down-grade equally important historical, clinical, colposcopic 
and cytological aspects. 

"In view of what is now being written and the question of whether the diag
nosis oflargc numbers of in situ cancers can influence favourably incidence 
and mortality rates (it has certainly not done so for Auckland province or New 
Zealand) I consider it is not unethical to continue with what we are doing. This 
opinion has been supported by Professor AL Cochrane, the leading British 
epidemiologist concerned with population data relative to the history of in 
situ cancer, and strongly by Sir Richard Doll in the recent symposium. 

"E. Comments on cases nominated by Dr Mcindoe 
as being a cause for concern. 

I have commented quite sufficiently on all these (Section C) but consider that 
I should do so further in the case of [Patient code 6H] in Section C. I suggest 
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that you peruse carefully the case-notes ( especially the Cancer Clinic follow
up record) of this patient. 

"Nowhere does Dr Mdndoe express any concern in his repeated opinions in 
the 8 months during which he was the only person to see her, and even when 
I was clinically suspicious of invasive cancer, he was still of the opinion that 
only an in situ lesion existed. I do not consider him blameworthy in this 
respect - only that it demonstrates the essential limitations of the practice of 
the technique, and that such cases will continue to occur, albeit rarely, no mat
ter how careful we are about diagnosis and even if we use more than direct
ed punch biopsies. 

"Dr Mcindoe does not comment on many other cases which he has followed 
colposcopically and which should equally be the subject of his concern if we 
take his comments and his graph at their face value. For examples, I refer to 
[Patient code 4D], and [Patient code lOL], [Patient code SQ] and similar long
term cases; to [Patient code 7Y] who was treated as invasive and still has posi
tive smears and a colposcopically significant lesion; [Patient code 3Vl] who 
was called invasive cancer but not treated as such; [Patient code 4M] whom 
nobody but Dr Mdndoe has seen for 3 years on account of her cervical lesion 
and yet she has continuing positive cytology; [Patient code SAl] (same re
marks); [Patient code SCl] a patient whom, since Dr Mdndoe ( on my request) 
took over the follow-up, I have not seen until recently despite her positive cy
tology; [Patient code 4Ml] whom nobody but Dr Mcindoe has followed un
til she was referred to me recently. This still does not include about [blank] of 
405cases (upto 1967) with a histological diagnosis of dysplasiamadeonlyby 
colposcopy and/or simple biopsy who have not yet had what Dr Mcindoe calls 
'more adequate biopsy'. 

"His graph shows that the peak of usage (by number of new patients) of cy
tology smears at National Women's Hospital was reached in 1964 and with 
it a peak for the diagnosis of dysplasia, carcinoma in situ, invasive cancer Stage 
1 A and all other invasive stages. (The pronounced peak for Stage lA lesions 
suggests a certain amount of difficulty in decision between invasive and in situ 
lesions). 

"Exactly the same peak is seen for New Zealand as a whole for in situ and in
vasive cancer (Cancer Data, 1970 Edition). 

"This was the time of the greatest relative number of new patients being 
smeared and merely revealed increased prevalence figures for these lesions. 
Dr Mcindoe has therefore made an unjustified assumption that it was the in
creased number of cone biopsies that was responsible for an increased num
ber of invasive cancers discovered in the 1963-4 period at National Women's 
Hospital. 

"F. General Comments 

( a) In my opinion, and without my wishing to appear derogatory, 
both Dr Mdndoe's and Dr McLean's comments demonstrate what 
Sir Richard Doll (2.11.73) at the MRC Symposium described as 'the 
evil power of words to constrain thought', whereby the labelling of 
a case with a name like 'carcinoma in situ' (possibly he might have in
cluded'? invasive cancer nearby') is synonomous in our minds with 
'cancer' and all the implied necessity of radical treatment. 

"(b) Dr McLean's and my comments illustrate the difficulty of 
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getting other opinions on histological material. I have never been 
able to get Dr McLean to ask for a second opinion from Dr J J Sul
livan, a pathologist whose opinion I and many others value high
ly (for me he is ahead of Dr Kirkland, who is a very good personal 
friend) and I have been forced to consult almost surreptitiously 
with Dr Sullivan on occasions about cases in which I have had 
histological doubts. 

"One problem here is that standards change - I am fairly confident 
thatthe histology of the cone from the 1958 case [Patient Code 3F] 
who apparently progressed to invasion after S years of negative 
clinical and cytological findings would not now be described by too 
many pathologists as carcinoma in situ, but rather moderately se
vere dysplasia. 

"Another problem here is that Dr McLean keeps the best diagnostic 
slides from many cases in his own private collection under a dis
ease index only; these are not always made available to me and if 
Dr McLean changes his classification later these special slides be
come as good as lost for that patient. 

"(c) I am concerned that our record on the colposcopically
directed biopsy method of exclusion of invasive cancer, as advocat
ed by the authorities mentioned previously, may not be perhaps 
so good as these others suggest is possible. I propose to extend my 
own personal skill and experience in this direction as much as 
possible. 

"( d) I will be interested to hear from you what you intend to do 
with these comments. Will they be considered by you alone, an ad 
hoc staff committee, or by the HMC? Will other staff concerned in 
the management of the above patients and therefore in the delays 
in diagnosis and treatment alleged by Dr McLean, be also asked to 
comment? 

''A.s Section C shows this would include Mr Grieve, :\1r Macfarlane, 
Mr Harbutt, Dr Mcindoe, the assembled 'Tumour Panel', the ad
missions administrative staff, and Dr McLean and his laboratory 
administrative staff because of delayed reports. I mention the lat
ter advisedly for I have known the delay to be as long as 4 years in 
one case of malignancy, despite my repeated requests." 

Comment on Dr Green's Memorandum 

1. Any person reading Dr Green's papers and his correspondence to the Medical Su
perintendent during the 1960s and 1970s will rapidly gain the impression that Dr Green 
was a person of strong views, impatient with criticism and with total confidence in his 
own judgement. Having been unprepared to debate questions on the management of 
patients directly with Dr Mcindoe, his reaction to the two memoranda forwarded to him 
from Dr Mcindoe and Dr McLean demonstrates his lack of patience with any system 
which implies accountability amongst colleagues. His response: 

"I am prepared to comment on this, despite my astonishment at the manner 
in which two staff members have chosen to approach the matter" 

and again on 25 June 1974, to Dr Warren: 
"The matter of Dr Mclndoe's complaints about my handling of certain pa
tients, particularly of his extraordinary attempt to discredit me by the allega
tions he made behind my back to staff members, and also the questions raised 
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by me in reply to his written comments have not been settled" 

reveal his indignatior .. This same sense of outrage comes through again in a letter to Dr 
Warren on 7 November 1974: 

"It is now exactly one year since I replied to your letter about Dr Mclndoe's 
scurrilous campaign against me." 

It would not have been easy to operate a system of peer review in this emotional climate. 

2. "It was always a calculated risk that invasive cancer could be overlooked, 
although it was hoped that colposcopy, clinical examination, and repeated 
directed biopsi,0 s would minimise, if not actually avoid, this." 

The"repeated directed biopsies" were not specified in the 1966 Proposal itself. The fact 
that punch biopsies v•,ere to be taken was mentioned only as an afterthought during dis
cussion. It seems extraordinary that Dr Green, or the Hospital Medical Committee in ap
proving the 1966 Proposal, would allow there to be a "calculated risk that invasive cancer 
could be overlooked"'. 

3. "The ethicality of such a trial has since been urged by Professor A L 
Cochrane ... :' 

When Dr McLean res::>onded at Dr Warren's request to this memorandum, he said wryly: 
"I was under the impression that Professor Green's application in 1970 to the 
British Medical Research Council for a Research Grant to aid a project of the 
type under discussion was declined as being unethical." 

It seems at least possible that Dr McLean knew then what Dr Green ultimately conced
ed at the Inquiry: that the British Medical Research Council would not approve the trial 
because it was unethical. Dr Green also knew this in 1973 because he was to have been 
associated with Professor Cochrane in conducting thattrial. Yet the same statement that 
appeared in Dr Green's 1973 memorandum was repeated in his evidence to me before 
this Inquiry. This is one occasion when I cannot accept that there was an oversight or 
memory loss on Dr Creen's part. 
Dr McLean's comment should have been pursued in order that the ethicality of the 
Cochrane trial, so similar to the 1966 Proposal, could be evaluated. If the Hospital Med
ical Committee or the Auckland Hospital Board had confirmed that the British Medical 
Research Council considered the Cochrane trial unethical, the scientific validity of the 
1966 trial would have appeared far more questionable. 

4. In commenting on Dr McLean's memorandum, Dr Green wrote: 
"In any case, the present population and pathological data do not suggest that 
any reappraisal of the present management, possibly towards the aggressive, 
ablative attitude seen in some North American centres, will do anything to 
lower incidence, morbidity, and mortality from cervical cancer in either Auck
land province er New Zealand. Sir Richard Doll has recently supported me 
in this opinion." 

I agree with Dr Mclndoe's comment in his reply when he said: 
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"It is difficult to follow in the above what Doll has recently supported. 
"There is much to be gained by 'reappraisal of the present management', ex
cepting that this should be expanded to the 'present diagnostic steps and 
management'. Exclusion of invasive carcinoma at the outset by more adequate 
biopsy and furLher investigation of the continuing positive smear [Patient 
code 6Nl] and abnormal colposcopy findings is clearly required as advocat
ed by Kolstad (1970) and the other authors referred to by Associate Professor 
Green in his November 7 memorandum. 
"The suggestion of an 'aggressive, ablative attitude' as the only alternative to 
adequate diagnostic steps is hardly appropriate." 
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In that final sentence Dr Mdndoe pinpoints the confusion in Dr Green's comments. 
Although he had said that the study was designed "to find out something of the natural 
history of carcinoma in situ, and to avoid unnecessarily radical treatment of young wom
en with lesions merely suspected to be cancer': there was no need to begin a study of non
treatment as a means of moving to more conservative management. National Women's 
Hospital policy was in line with much of the rest of the world. It was already treating by 
cone biopsy in the 1960s. The 1966 trial was not a move from hysterectomy to cone biop
sy. It involved.monitoring positive smears along with under-treatment or no treatment 
at all. 
In accordance with Dr Moody's suggestion to Dr Warren, both Drs '.vldndoe and McLean 
were given the right of reply to Dr Green's memorandum. I do not set these out in full 
in the text but have appended them, again excluding references to particular cases (Ap
pendices 5 & 6). 
Although the memoranda from Drs Mdndoe and McLean and Dr Green's response were 
never specifically mentioned in the HMC Minutes, Dr Warren referred the issues aris
ing out of them to the Committee. 
The first references in the Minutes to these written concerns put to the Medical 
Superintendent-in-Chief and the Medical Superintendent are som,iwhatoblique. In July 
1974 Mr Faris moved "that a sub-committee ... enquire into all aspec:s of the diagnosis and 
treatment of both cancer and pre-malignant conditions ... within National Women's 
Hospital". Although those present felt "some doubt as to what exactly Mr Faris had in 
mind", the matter was discussed and various names suggested for inclusion in the sub
committee: Professor Bonham, Mr Kyle, Associate Professor Green and Associate Profes
sor Seddon. 
The next time the subject was discussed, even indirectly, Professor Bonham is recorded 
(October 1974) as having discussed with Dr Warren the formation of 

"small groups to look at specific projects and problems with the object of 
providing reports for discussion by the Hospital Medical Committee. These 
reports would be concerned with such matters as the management of carci
noma of the vulva, carcinoma of the ovary, chemotherapy etc, and alterations 
to the building ... :' 

In December 1974 a working group comprising Mr Macfarlane ( convenor), Mr Kyle and 
Associate Professor Seddon was recommended. Its task was "to look at the case notes 
of certain specified cases to assess whether or not they were managed in accordance with 
the accepted Hospital practice pertaining at the time". When he was first approached, 
Mr Kyle wrote back to the Medical Superintendent: 

"As you are aware, I and many others, have, rightly no doubt, been excluded 
from all contact with Ca. [cancer] cases for a term in the region of20years and 
my association with, and knowledge of the situation, is minimal as a result. 
"As I believe medical progress throughout the centuries ha,,, been impeded 
by people making decisions about subjects on which they know nothing, I 
beg to decline the opportunity to serve on the Committee in question. I feel, 
further, that if any aspect of this problem is in the nature of a critical assess
ment of individuals past performances in this field, such decisions should be 
made by people who have been accorded seniority by the Board in the past. 
There then would be less, if any, criticism of the ultimate deciision .... " (HMC 
Minutes March, 1975) 

The same Minutes record a letter to the Medical Superintendent dated 8 January, 1975, 
which states: 

"In order to resolve the uneasiness which has arisen with thP establishment 
of these committees, the terms of reference under which they will function 
should be known to all members of the senior staff:' 
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In spite of being asked again to join the working group, Dr Kyle declined once more in 
writing in 1975. 

" .. .The terms of reference of this Committee are now stated as to look at the 
case notes of certain specified cases to assess whether or not they were 
managed in accordance with the accepted hospital practice pertaining at the 
time. 

"I believe that some of the more controversial of these cases are those show
ing microinvasion and as, in my 25 years in association with this hospital, I 
am unaware of any directive relating to this particular type of case, I feel that 
the committee will be unable to act within the terms of reference. 

"Furthermore I feel that it is most inappropriate that this matter should be ad
judicated u pan by members of this hospital staff because of personalities and 
the fact that local staff have had a long time in which to prejudge the issue. 

"While it may be uneconomic of time and money, I feel that this problem 
would be better assessed by a Gynaecologist, Pathologist and Oncologist from 
some other institution. 

"Alternatively I feel that the present terms of reference of the local commit
tee should be waived and a suitably qualified committee decide on working 
procedures for such cases in the future, calling upon the lessons of the past 
where appropriate:' 

When he gave evidence, Mr Kyle said that in using the word' personalities' he meant that 
the three doctors in dispute knew each other. His letter contained some sensible ideas. 

1) He advocated specialists independent of the Hospital as the appropriate people to 
resolve the dispute. 

2) By suggesting that the "present terms of reference of the local committee should be 
waived", he was, I believe, making the point that the proposed terms of reference 
would not answer the problem which had arisen. 

3) He suggested that a treatment protocol be developed for the management of future 
cases. 

The wisdom of these suggestions is proved by the existence of the current Inquiry, held 
12 years later, and at a far greater cost in time and money than Mr Kyle would ever have 
contemplated. In the event, his recommendations were not adopted. 

lTitimately, Mr Macfarlane, Mr Faris and Associate Professor Seddon formed the Working 
Party. Mr Macfarlane is now dead and neither of the other members could recall when 
giving evidence by what process they selected the patients' files they finally studied. It 
does appear likely, however, that the 29 cases referred to the Working Party were those 
attached to Dr Mclndoe's memorandum of 14 December 1973, written in response to Dr 
Green's reply to the two October memoranda sent to Dr Warren. The copy in the Hospi
tal's files has been divided into three groups and Mr Macfarlane's, Associate Professor 
Seddon's and Mr Paris's names each written against a section. 

When the Working Party eventually reported, it was on 14 cases only and one of these 
was not assessed in detail. The exclusion of the other 15 was not explained by Mr Faris 
or Professor Seddon. Neither of them could recall why more than half the cases on the 
list had not been considered. I can only conclude that the review of those 29 cases was 
perfunctory if 15 were omitted altogether without some recorded reasons for their 
omission. 

The Working Party's Report 

It was not until 16 October 1975, two years after the original memoranda were for-
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warded to the Medical Superintendent, that the Working Party reported to the Hospi
tal Medical Committee. Given the clarity with which Dr Mdndoe and Dr McLean stat
ed their concerns aboutthe risks to patients implicit in the 1966 trial, the Working Party's 
Report was extraordinary. It is appropriate to set out the Report in full. 

"Report of Committee of Inquiry into cases of Carcinoma in Situ: 
Introduction: 
On the 20June 1966, following a discussion by the Senior Medical Staff, the 
Hospital Medical Committee considered and agreed to proposals involving 
the supervision and management of certain patients showing positive smears 
of the cervix uteri. 
The proposals were put forward by Professor Green and read as follows: 

[Here the Committee sets out in full the 1966 Proposal] 
"Professor Green also stated that 'If at any stage concern was felt for the safe
ty of a patient, a cone biopsy would be performed: In response to certain ap
parent misgivings voiced by some staff members a committee comprising the 
undersigned was appointed to consider whether the above policy has been 
adhered to. 
"The concern expressed involved the citing of some 14cases whose case notes 
have been referred to us (the Committee) and these we have studied in de
tail. An overall list of some 29 cases was originally presented to us. This includ
ed the 14 cases mentioned but investigation of the remaining 15 cases revealed 
that they did not apply to this inquiry. 

"In the absence of our having been given specific terms of reference, we con
sider that our role has been to determine -

a) Whether the agreed policy has been followed in each individualcase. 
b) Whether invasive cancer was subsequently diagnosed. 
c) Comment on problems encountered in implementing the agreed 

policy. 
"In summary, the results of our considerations of the cases in question ana
lysed under these three headings is listed in Appendix 1. 

Comments: 

1) Of the 14 cases cited, one [Patient code 9G] was not assessed in de
tail because she came under supervisions years before the policy be
ing considered was agreed to. 

2) Of the 13 remaining cases who came under supervision after 1966, 
only 3 [Patient codes 6H, 7 J, 6Z] were under the age of 35 years at the 
time of presentation. 

3) The Committee considers that in 12 of the 13 pertinent cases the 
agreed policy was followed. 

4) In the 13 cited cases managed by the agreed conservative policy, in
vasive carcinoma was subsequently diagnosed. 

5) Death resulting from the development of overt cancer occurred in one 
patient. The 12 other cases diagnosed as having invasive cancer in this 
series are at present alive and well with the exception of (Patient code 
1F] who was killed in a motor accident 4 years after treatment. 

6) Attention is drawn to the policy statement - 'If at any stage concern 
was felt for the safety of the patient a cone biopsy would be per
formed.' The Committee notes that this statement does not define 
whose concern is operative. It is not clear by statement or implication 
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whether such concern should be shared by the majority or be the 
prerogative of any individual member of the team involved in the 
management of the patient. 
This deficiency in the policy agreement is seen by the committee as 
a potential (?realised) source of disquiet between staff members. 

7) A second fundamental difficulty in the implementation of the policy 
concerns the action to be taken on a histopathology report stating 
'carcinoma in situ with a query invasive lesion nearby'. The reluc
tance of a clinician to act on such a report in the absence of clinical 
or colposcopic evidence of invasive cancer has been associated with 
intervals of up to 3½ years before definitive treatment was in
stituted. 
The Committee suggests that all cases within the last 10 years hav
ing such a histopathology report be assessed to determine in what 
proportion of cases the original suspicion was confirmed. Without 
such information action on future similar cases is like! y to result in 
a) unnecessary cone biopsies OR b) unnecessary delays. 

8) The Committee was concerned that in the case of [Patient Code lF] 
delay may be said to have occurred as a result of inaccurate uncon
firmed pathology reporting by a member of the junior medical staff. 

9) It is not within the terms of reference of the committee to comment 
on the outcome of the clinical trial to which the agreed policy 
applies. 

10) The Committee considers that it is regrettable that differences of 
professional opinion held by senior staff members have been al
lowed to result in conflicts which have had to come to arbitration. 
It is the firm opinion of this committee that all staff members in
volved in the implementation of the policy concerned with the con
servative management of carcinoma-in-situ of the cervix have acted 
with personal and professional integrity. It is further considered 
that the effective continuation of this trial depends upon: 
1) The staff members concerned subjugating personality differ

ences in the interests of scientific enquiry - and 
2) The initial policy be clarified, in accordance with the following 

recommendations: 
a) Define whose concern for the safety of the patient is to be 

acted upon. 
b) Assess the numerical significance in this trial of 

histopathology reports stating'? invasive lesion nearby'. 
c) Pathology reporting on cervical biopsy material must be 

made or confirmed by a senior histopathologist. 
d) Restate the age limits of the patients for inclusion in the trial 

( committee members had differing interpretations of the 
present policy statement). 

Signed: Alastair Macfarlane, R J Seddon, Bruce Faris. 18. 9.75:' 
It is not possible to let this Report pass without making some comments on its content. 
1. The Working Party largely developed its own terms ofreference, yet in paragraph 9 

of the Report it said: 
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"It is not within the terms of reference of the committee to comment on the outcome 
of the clinical trial to which the agreed policy applies." 
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It is astounding and of grave concern that the Committee, knowing of "certain apparent 
misgivings voiced by some staff members", chose to avoid the central issue: were patients 
at risk of developing invasive cancer, or having the diagnosis of invasive cancer delayed, 
as a result of the 1966 Proposal? 

2. Of the cases actually reviewed in detail, the Report found: 

"4) In the 13 cited cases managed by the agreed conservative policy, invasive carci
noma was subsequently diagnosed." 

Yet the Working Party did not express any sense of alarm. It appears that as only one death 
had occurred from the development of overt cancer and the other 12 cases were still "alive 
and well, with the exception of [Patient code IF] who was killed in a motor accident 4 years 
after treatment", there was no cause for concern. 

3. Rather than investigating why Dr McLean chose to report 'carcinoma in situ with a 
? invasive lesion nearby', the Working Party simply concluded that a histopathological 
report of that nature might result in the future in "a) unnecessary cone biopsies OR 
b) unnecessary delays". 

Dr McLean told me that he had not been asked about this type of histopathological report 
at the time. If he had been, he could have explained his reason for reporting in that way. 
In his evidence, he said: 

"I was aware that Green was excising only part of the lesion in selected cases 
of CIS and I thought it appropriate to give warning of the possibility of a more 
severe lesion. The obvious thing to do in my opinion was to do another biop
sy if there was any doubt. 

"Occult invasive carcinomas are not recognisable clinically. Why did a clini
cian with doubts about this form of diagnosis not discuss this question with 
me? No members of this Inquiry Committee 'The Working Party' discussed 
th is matter with me." 

The Working Party did not understand that this type of report by Dr McLean was a warn
ing to Dr Green of the danger of invasive cancer. 

4. "It is further considered that the effect of continuation of this trial depends upon: 
1) The Staff members concerned subjugating personality differences in the interests 
of scientific inquiry ... :' 

Against the background of debate on the 1966 trial and with the memoranda exchanged 
between Drs Mclndoe, McLean and Green known to the Working Party, it was extremely 
naive to express the hope that senior staff members would work together better in the 
future. 

5. Perhaps most important and disturbing of all, it does not appear that the Working 
Party critically assessed the potential risks to patients in the 1966 trial. It seems to me 
that those risks were considered secondary to scientific inquiry. 

l have four principal concerns arising out of the Working Party's Report. 

1. There was no explanation included about those 15 patients whose files were excluded 
from the Report. 

2. There was no stated indication of concern when investigation of the remaining 14 dis
closed that 13 had developed invasive cancer. No concern was expressed at the fact 
that one death had already occurred. Nor any concern for other patients who were 
being managed in the same way and who may have been at risk from invasive cancer. 

3. Although the Working Party had been given a brief against which to consider the 1966 
trial, it largely developed its own terms of reference. In adhering rigidly to its large
ly self-imposed terms of reference, it avoided the real reason for the requested 
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review. In view of the serious concerns raised by two of the Hospital's specialist staff, 
I would have expected the Working Party to review the 1966 trial and the Hospital 
Medical Committee to ensure that this was done. In fact, the Working Party did not 
even review all the patients' notes passed to it and certainly did not attempt anything 
more than a superficial evaluation of the trial. 

4. The HMC and the Working Party should have been thinking of the patients' safety; 
instead they preferred to follow the time-honoured tradition of confusing etiquette 
with ethics in attempting to repair the relationships which had deteriorated in the 
Hospital as the result of the 1966 Proposal and its consequences for patients. 

Conclusions: The instigation of the Working Party's review was the best opportunity the 
medical staff at National Women's Hospital had to confront the problems which sur
rounded the 1966 trial and exercise a genuine form of internal peerreview. It is apparent 
that, right from the beginning, in their self-limiting terms ofreference, they chose instead 
to avoid the real issue. If they had approached their task differently, or if Dr Kyle's recom
mendations had been acted upon, I do not believe this Inquiry would have been neces
sary. 

COLPOSCOPIC SERVICES 
Long before the Working Party was established, Dr Mdndoe appears to have taken 
another kind of action. In a letter of 25 June 1974to the Medical Superintendent, Dr Green 
wrote: 

" ... .I suggest that Dr Mdndoe's position relative to D Team [Green's clinical 
team] and the Colposcopy Clinic needs to be clarified. He continues to appear 
on the roster forfour D Team sessions weekly but has not attended any of these 
since September 1973. Although he appears on the official stafflist only as a 
part-time visiting Obstetrician and Gynaecologist for Colposcopy he con
tinues to solicit and receive reference patients directly without these going 
through the obstetrical and gynaecological staff members. 
"I now have details of some ten cases which Dr Mcindoe has handled in ex
actly the same manner that he apparently found so reprehensible in me and 
will let you and the staff have details of these cases whenever you like." 

In retrospect, andknowingtheeventsofthe years between June 1966 and September 1973, 
I believe that Dr Mdndoe had decided to avoid assisting Dr Green any further because 
he was concerned about the implications of the 1966 trial. This form of indirect protest 
is in keeping with the kind of person he was. I canonlypresumethathethought his non
appearance at clinic and the withdrawal of his services to Dr Green would lead other 
clinicians or the Hospital's administration to ask why he was not doing his job. It seems 
extraordinary that, as far as I can ascertain, no such investigation occurred with a sub
sequent review of Dr Green's management of patients. 
In fact, the consequence of Dr Mdndoe's non-appearance at D team sessions was benefi
cial to the patients. When he declined to assist Dr Green any further with colposcopic 
examinations, Dr Green reverted to performing cone biopsies in most new cases. This 
outcome may also have been another reason for Dr Mdndoe's action. 

THE INTERNATIONAL DEBATE 
As this Inquiry proceeded, it became apparent that what had begun as a small domes
tic dispute in a hospital in Auckland, had come to have ramifications in other parts of the 
world. Dr Green's work, particularly as recorded in his scientific papers, was well-known 
in the international community of gynaecologists. Many of these eminent gynaecolo
gists were also aware of the world-wide debate surrounding Dr Green's work. All of them 
knew of his scientific papers and some had heard him speak. 
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Dr Jordan told me: 
"I have personally known of this work for many years. In fact, in 1971 Profes
sor Green visited the Department in Birmingham in which I worked. The 
Head of that Department, Professor Hugh McLaren, was responsible for in
troducing cytology into the UK and was a vociforous supporter of cytology 
screening programmes from 1952. 

"He had been involved with the treatment of patients found to have positive 
cytology from 1952and was very distressed atthe trial which was being con
ducted in New Zealand. He decided to hold a debate between himself and 
Professor Green. This took the form of an internal meeting within the Depart
ment, but present were those who were working in the fields of clinical gy
naecology, cytology and pathology 

"It was as a result of helping Professor McLaren prepare his material and 
listening to Professor Green that I realised for the first time the true sig
nificance of the work which was being carried out in Auckland. Professor 
Green was adamant that what he was doing was an acceptable approach but 
was also aware that he was receiving worldwide criticism for his work. 

"In fairness to him, he has always written about his work and nothing has 
been kept secret from other workers in the field." 

Professor Kolstad had the opportunity to comment during a visit to National Women's 
Hospital. He came to New Zealand in 1973 at the invitation of Dr Mdndoe: 

"He [Dr Mdndoe) was at that time extremely worried about the experiment 
Green had started in 1966. Time has shown beyond doubt that Dr Mcindoe 
and Dr McLean were completely correct in their often spoken out concern. 
Dr Green has certainly proved that his fanatic belief thatCIS is a harmless dis
ease is a severe mistake." 

During that visit Professor Kolstad, together with Dr Green and Dr Mdndoe, examined 
six patients with carcinoma in situ. Professor Kolstad advised them that they should ex
cise the complete lesion. In his view the most effective method was conization. Profes
sor Kolstad said: 

"Dr Green did not agree with me and he wanted only to follow the patients 
without any treatment. One special case had carcinoma in situfardown into 
the vagina and in this case I recommended treatment with vaginal radium ir
radiation. Also this case Dr Green would only observe." 

In fact, Professor Kolstad disagreed with the management of all six patients and recalled 
telling Dr Green that he was "experimenting with these patients, something like that. 
I cannot recall exactly the phrasing of it." When asked how strongly he put that criticism 
and how much he tried to persuade Dr Green, he said: 

"I think that I, at that time, was not aware of to what large extent he was do
ing this in the Hospital. So after I had explained my distress ... that he didn't 
treatthese patients that all had in situ, and perhaps especially the patient with 
in situ far down in the vagina, I didn'twantto discuss it over and over again." 

Professor Kolstad now believes that Dr Mclndoe invited him to Auckland "to try to tell 
Dr Green that he ought to stop this sort of study". 

Professor Richart, Dr Jordan, Dr Pixley and Professor Kolstad each reviewed a small sam
ple of files of women included in the 1966 trial while they were in New Zealand for this 
Inquiry. Despite their familiarity with Dr Green's published papers on the trial and earlier 
discussions with him, I do not believe that any of them realised the seriousness of the 
problem until then. All of them displayed concern and even anguish at the consequences 
for the patients included in the 1966 trial. 
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Professor Kolstad, a man of robust views, described the treatment of one patient included 
in the trial as "another example of terrifying mismanagement of carcinoma in situ in a rela
tively young patient". His summary of the treatment for another patient who had also 
been part of the 1966 trial and who died in July 1976, illustrates the depth offeeling gener
ated amongst these specialists. On admission in May 1966, a colposcopic examination 

''. . . showed a significant finding and a punch biopsy disclosed carcinoma in 
situ. A smear at that time showed cells suggestive of, but not conclusive for 
malignancy. She was followed with frequentcolposcopic examinations and 
smears ... This diagnosis was repeated up to 1973, when the smears showed 
cells strongly suggestive of malignancy." 

Eventually this patient was treated with radiotherapy after a diagnosis of a rare, clear cell 
carcinoma which is more malignant than squamous cell carcinoma. Professor Kolstad 
said: 

"Only two months after radiotherapy the patient started to complain about 
sciatic pain, indicating spread to the pelvic wall. This pain increased tremen
dously during the next month and she had to be admitted for pain relief. 

"She died in July 1976. If you had treated patients with this special type of pain 
because oflymph node metastases of the pelvic wall, you will know that it is 
absolutely unbelievable how much they suffer. The handling of this patient 
must also be classed as severe mismanagement." 

Telling comment on Dr Green's hypothesis appeared in medical journals worldwide in 
the decade following approval of the 1966 Proposal. In 1970 'The Natural History of Cer
vical Carcinoma in Situ', a paper by Dr Green and J W Donovan, was published. 1 It was 
the subject of editorial comment in Obstetrical and Gynecological Survey. 2 The editor 
wrote: 
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"I shall raise only one question and make one comment, for the issues were 
thoroughly discussed by Hugh Davis in his comment on a somewhat simi
lar presentation by Ashley a couple of years ago .... 

"Question: How certain are the authors that their patients are indeed free from 
invasive cancer? After conization, the presence of invasive cancer or indeed 
intraepithelial cancer is very difficult to ascertain by clinical methods. In some 
of the New Zealand women, who have had persistent biopsies of in
traepithelial cancer, and one patient had three such biopsies over a period of 
9 years, might not invasive cancer indeed be present if the entire cervix were 
available for study? 

"Comment: It is assumed in the discussions above and so stated in the com
plete article that the initial treatment has not altered the course of the disease. 
How often have you been impressed by the change in gross appearance of the 
cervix after having taken a simple punch biopsy? It seems to me that many 
times I have been amazed by the healing process initiated by simply taking 
a punch biopsy for many times after a period of five or six weeks the cervix ap
pears entirely different than it did when the biopsy was taken. The authors 
report five patients who seemed to have had their entire intraepithelial lesion 
removed by biopsy. Other authors have reported the same thing. It has always 
seemed to me that the question is not whether the biopsy could have fortui
tously removed the entire lesion but whether the biopsy initiated a reaction 
in the healing process which resulted in the rejection of tissue which after all 
is abnormal and presumably biologically handicapped. As can be seen, I have 
serious doubts that one can assume that the natural history of intraepitheli
al carcinoma of the cervix is not seriously altered by therapy, inadequate 
though it may be." 



EXPRESSIONS OF CONCERN 

This writer was raising a quite different objection to those already mentioned. He is sug
gesting that a study of the natural history of the disease may well be compromised once 
a biopsy for diagnosis has been performed. 

Dr Green's hypothesis also received other kinds of editorial comment. Another paper 
written by Dr Green for publication in the 1970 edition of the Australian and New Zealand 
Journal of Obstetrics and Gynaecology was given an auxiliary heading, 'An Atypical 
Viewpoint'. 

Professor Kolstad, in his evidence, referred to a textbook on gynaecological oncology pub
lished in 1972 from MD Andersen Hospital, Houston, where Boron ow discussed cur
rent concepts of cervical intraepithelial neoplasia. Boron ow stated that published data 
accumulated up until that time suggested that from 10 to 15 to 60 per cent or more cases 
would develop into invasive cancer. Boronow then said: 

"Two relevant questions must be asked regarding such data: 
a) How long are the patients followed? 
b) How was the diagnosis established?" 

He went on to say: 
"The controversial views of Green implies that few if any in situ cancers ac
tually become invasive. His reports are provocative but are at present accepted 
by only a few authorities." 

During his evidence Dr Green was at pains to explain that scientific knowledge cannot 
be advanced without debate and that on occasions he intended to be provocative in his 
papers. Dr Green's colleagues apparently realised that Dr Green held a minority view. 
In his evidence, Mr Faris said that in 1972 and 1973 

"We had the feeling that Professor Green might well have a minority view. He 
may still be right." 

While the comments made in textbooks and journals like these are directed more at the 
minority nature of Dr Green's vie,vs, nonetheless they were also expressions of concern 
about the validity of his trial. They ought to have been considered by him or by his col
leagues when the Working Party was formed to review the 1966 trial. 

THE 1984 AND 1986 PAPERS 

In 1974 Dr Green wrote up his trial for the last time in the paper, 'The Progression of Prein
vasive Lesions of the Cervix to Invasion'' The summary to that paper states: 

"In an effort to elucidate the problem of whether and how often the so-called 
precursors of cervical cancer do progress to invasion, some New Zealand data 
are presented. These consist of cervical cancer incidence and mortality figures 
for the Auckland Provincial area, 1946-1972, and for New Zealand, 1948-1970; 
these are contrasted with similar data from British Columbia. 
"Allowing for the uncertainties inherent in the population approach to such 
problems, the data do not suggest that the removal oflarge numbers of in situ 
cancers from the population has favourably influenced incidence and mor
tality rates, and it is therefore concluded that the concept of progression of 
epithelial changes through a spectrum to invasion is doubtful. The results of 
management of a series of 750 cases of in situ cancer in which 10 or 1.3 per
cent of the total cases apparentlyprogressed to invasion, but of which 10cases 
there were only two in which there was no clinical or histologic doubt about 
the progression, suggests that the proportion progressing to invasion must 
be small and is unlikely to influence favourably incidence and mortality rates. 
"It is considered doubtful that present population or pathological data will 
ever solve the problem completely and some other approaches to its solution 
are briefly mentioned." 
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Until that time Dr Green had published readily on the data emerging from the trial. He 
was asked: 

"Dr Green, the 1974 paper you published didn't give the final outcome of your 
studies on CIS did it?" 

Answer:No. 

Question: Can you tell me why you didn't publish the final outcome of your 
studies? 

Answer: Yes, I can tell you that because 1 realised that it couldn't be carried 
on like that without a colposcopist and so I resorted to cone biopsies, early 
cone biopsy in almost every case that I had to deal with. And then I became 
aware after 1975, I was away in 1975 and 1976, that Dr Mc!ndoe was going to 
write these up because he [was) always down in the Cancer Clinic getting 
records; and I knew from what Miss Owen had told me that he was writing 
them all up and so I imagined that he could do it very well. 

Question:And you don't yourself have any unpublished figures or writings 
on the final outcome which are not before the Commission? 

Answer: No, no. 

So far as I am aware Dr Green did not take any steps himself to prevent Dr Mclndoe and 
his co-authors reviewing and writing up the results of the 1966 trial and the patients he 
managed. Professor Bonham, however, was not prepared to tolerate a review by Dr Mcln
doe. On 16 November 1982 he wrote the following letter to the then Medical Superinten
dent of National Women's Hospital: 

"Follow-up of Carcinoma in Situ Cases. 
I have heard a rumour that Dr Mclndoe and possibly another specialist, have 
been reviewing cases of carcinoma in situ that have been managed in the 
Hospital. I have no recollection of approval being given for a review of in situ 
cases belonging to other consultants and I wonder if they have been review
ing cases by courtesy of Miss Owen [ a senior and respected consultation clinic 
clerk], without the approval of the clinicians concerned. 

"This may only be a rumour, but I think it may be worthwhile your having a 
look at it in the first instance because any publication emanating from this 
Hospital must be acceptable to the staff of the Hospital before it is submitted 
for publication, as I am sure you will agree:' 

This letter shows only too clearly that after all the years spent trying to draw attention to 
the dangers inherent in the trial, Dr Mclndoe was still experiencing real difficulties in get
ting anyone at the Hospital to listen to and consider his concerns. Professor Bonham said 
in his evidence that "it is normally an ethic of the profession if you are going to write up 
other people's cases to get their approval". 

I agree that this usually is a matterof professional courtesy but I also believe that Dr Mcln
doe had gone beyond the point where such niceties matter. All his previous efforts had 
had no effect. I suspect that it was in desperation that he finally decided to write up the 
trial and its results for international publication. 

When Professor Bonham's letter was put to the Dean of the School of Medicine, Profes
sor Cole, he was obliged to disagree with the proposition that: 

92 

"A publication emanating from this Hospital must be acceptable to the staff 
of the Hospital before it is submitted:' 
He said: 
"It must stand the external appraisal and that it is clearly not nonsense or 
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seriously controversial, or damaging confidence, or in patients' names and 
things, but I don't believe that any scientist or any person in the area would 
condone a form of internal censorship. 

"What often happens, I might say is that a Head of Department sees as his 
responsibility to hone down and to smarten upif youlike, andgenerallycom
press a paper that has been submitted and a good Head of Department, and 
I have watched them doing this, will work hard on a paper. His name may not 
be on it, but he sees it as his responsibility to get that paper into the best pos
sible shape ... to give assistance. Because it becomes in effect, ... from his 
department or her department, it becomes part of the credibility of that 
department. But that is a little different from saying that it has to be approved 
and I don't believe that that would normally apply" 

Al though Professor Bonham as Chairman of the Ethical Committee and Head of Depart
ment disapproved of the work undertaken by the authors, Dr Jones explained why he 
accepted Dr Mcindoe's and Dr McLean's suggestion that he should assist them in writ
ing the paper: 

"Quite simply, this material was inmy view the most important modern evi
dence which substantiated the earlier view regarding the invasive potential 
of the precursor lesions (carcinoma in situ). 

"There had already been a number of papers published on the subject from 
the National Women'.s Hospital, some indicating that carcinoma in situ of the 
cervix had a relatively unimportant invasive potential and others which 
doubted the value of mass cervical cytology screening. 

'Taking these facts into account, I believe that it would have been morally 
wrong not to publish the material in a major international journal. Although 
the results presented in the 1984Paper have come under microscopic exami
nation during this Inquiry they state nothing more than the views held by the 
rest of the gynaecologists in tl1is country and overseas. 

"I was also encouraged by the views expressed by Professor Mattingly the edi
tor of 'Obstetrics and Gynaecology'. ... " 

Dr Jones quoted from a letter addressed by Professor Mattingly to Dr Mcindoe. An ex
cerpt from the letter read: 

"I am sure you know how important this information is to the field of gynaeco
logical oncology and how imperative it is to have this data published as a mat
ter of scientific record. Without publication of your article, this experiment 
of nature will remain buried in the files of the National Women's Hospital. 

"While I fullyunderstand the medical politics involved in collecting the data, 
I cannot emphasise enough the importance that I and others place upon this 
singular study." 

The paper was ultimately published in the prestigious journal of the American College 
of Obstetricians and Gynecologists. 4 Its authors were William A Mdndoe, MD, Malcolm 
R McLean, MD, Ronald W Jones, MD, and Peter R Mullins, MSc. The Abstract stated: 

"Nine hundred and forty eight patients with carcinoma in situ (CIS) of the cer
vix diagnosed histologically have been followed from 5 to 28 years. Among 
the 817 patients who have had normal cytology follow-up, 12 (1.5%) deve
loped invasive carcinoma. A second group of 131 patients continued to 
produce abnormal cytology consistent with cervical neoplasia, and29 (22%) 
of them, developed invasive carcinoma of the cervix or vaginal vault. 

"Patients with continuing abnormal cytology after initial management of CIS 
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of the cervix are 24.8 times more likely to develop invasive carcinoma than 
women who have normal follow-up cytology. Further, when compared with 
the population at large, the chances of patients with normal follow-up cytol
ogy developing invasive cervical or vaginal vault carcinoma increase 3.2-fold 
over women who have never had CIS of the cervix." 

The paper concludes: 
"The present study clearly demonstrates that CIS of the cervix had a signifi
cant invasive potential:' (The full text of the paper is to be found in Appendix 
7.) 

The 1984 paper even today, represents one of the largest surveys of the invasive poten
tial of CIS, both in terms of the numbers of patients involved and years of observation. 
By the time it was published three of the authors had already presented the material pub
licly at medical conferences in New Zealand, the United States, Australia and Japan, be
tween 1976 and 1984. 

Although the conclusions reached in the 1984 paper were widely disseminated, there 
was no noticeable reaction at National Women's Hospital from the HMC, the Ethical 
Committee or the Medical Superintendent. The Royal NZ College of Obstetricians and 
Gynaecologists took no steps to ensure that patients who had been included in the study 
were not at risk of developing invasive cancer. 

Drs Jones and McLean published a further paper in the same journal in 1986. It was en
titled 'Carcinoma in Situ of the Vulva: A Review of Thirty Treated and Five Untreated 
Cases'.' The Abstract said: 

"36 patients with carcinoma in situ of the vulva have been followed from 2-23 
years. Among 31 patients managed by surgical excision, there were 4 recur
rences of vulvar carcinoma in situ and 1 patient developed a vulvar carcino
ma 17 years later. 

"4 middle-aged and elderly women managed only by biopsy all progressed 
to invasive vulva cancer in 2-8 years; 1 additional patient progressed to inva
sion after inadequate primary treatment. These last 5 cases all represented 
multi-focal lower genital tract neoplasia. Untreated vulvar carcinoma in situ, 
when seen as part of a multifocal lower genital tract neoplastic process, in mid
dle and later life is likely to progress to invasion." 

By the time this paper was published all five women whose disease had progressed to 
invasion had died. (A full copy of the paper is found in Appendix 8.) 

THE ARTICLE IN 'METRO' MAGAZINE 

It was the publication of the 1984 paper in the journal of the American College of Ob
stetrics and Gynecology that prompted the article An "Unfortunate Experiment" at Na
tional Women's'. One of the co-authors had read the paper by Mclndoe, McLean, Jones 
and Mullins. The writers' research and preparatory work involved letters to and inter
views with a wide range of experts in the field of gynaecological malignancy, screening 
for cervical cancer and ethics of medical research, and teachers of obstetrics and gynae
cology. The resulting article was published in the June 1987 issue of 'Metro', a monthly 
magazine published in Auckland and with a national circulation. 

The authors, Sandra Coney and Phillida Bunkie, were parties to the current Inquiry. San
dra Coney gave evidence on their behalf and subsequently on behalf of Fertility Action, 
a women's health pressure group. She is an Auckland freelance journalist and a former 
editor of 'Broadsheet'. Phillida Bunkie is a Wellington academic. At that time she was 
senior lecturer in Women's Studies at Victoria University. 
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The significance of the magazine article was not lost on the Auckl.md Hospital Board. 
A memorandum from the Superintendent-in-Chief, Dr Leslie Honeyman, recommend
ed that the Board pass a resolution requesting the Minister of Health to establish an In
quiry under Section 13 (3) of the Hospitals Act 1957. Dr Honeyman summarised the issues 
of particular concern to the Board and divided them into two parts: 

"* ethical issues concerned with informed consent to treatment, the conduct 
of clinical research and other matters. 

* historical matters relating to a particular group of patients, from 1966 
onwards." 

He recommended that "full investigation, both of the historical origins of these concerns 
and of present day practice and procedure is required, and ... I do not think that it is desira
ble that this Board continue with its own investigation of the matter, but rather that an 
inquiry be made by outside independent person or persons". Two days later, on lO June 
1987, this Committee of Inquiry was announced. 

The magazine article had already become the subject of intense public comment. It was 
predictable, therefore, that it would be carefully scrutinised and much criticised by some 
of the witnesses who gave evidence before me. The most sustained criticism came from 
Dr Green. Professor Bonham was also worried about some of the statements made in the 
article. 

Was the magazine article accurate? 

During the course of the hearing the original manuscript submitted to the magazine was 
produced and editorial changes made in the course of preparing the article for publica
tion were explained. There were a number of errors in the article finally published in the 
magazine. Most were of minor import or caused by editorialchanges. However, with the 
exception of matters to which I will refer specifically, the factual basis for the article and 
its emphasis have proved to be correct. It was an extensively researched and profession
ally written piece. It displayed an understanding of the condition of carcinoma in situ of 
the genital tract and invasive cancer that few lay people could hope to achieve. 

1. Significant editorial changes 

The matter of accuracy was raised first by the authors themselves. In her evidence San
dra Coney drew attention to two editing changes which she considered substantially al
tered the meaning of sentences in the magazine article. 

( a) "Twelve of the total number of women had dled from invasive cancer as had 
four, or 0.5%, of the group-one women, and eight, or 6% of the group-two 
women who had limited or no treatment." 

In the original manuscript the authors had written: 
"Twelve of the total number of women died from invasive carcinoma. Four 
(0.5%) of the Group-one women, and eight (6%) of the Group-two women 
who had limited or no treatment. Thus the women in the limited treatment 
group were twelve times more likely to die as the fully treated group." 

I accept that the unedited material more accurately reflects the findings of the 1984 Mcln
doe paper. The edited version is not accurate. 

(b) In the original manuscript the authors wrote: 
"While in many countries it may not be necessary to review the evidence, says 
Skegg, in New Zealand it was ... :' (my emphasis) 

The edited article stated: 
"While in many countries such a programme might not be necessary, says 
Skegg, in New Zealand it was .... " 
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Again, the change of words, in particular 'programme' instead of 'evidence', markedly 
alters the assertion made by the authors and, through them, Professor Skegg. 

2. "But there was no intention to cure them" 

There was one matter about which Dr Green was understandably extremely concerned. 
In the article it was said that: 

"Some women with evidence of disease were to be left. They would be fol
lowed - that is, brought back forregular smears and possibly more biopsies 
- but there was no intention to cure them:' 

For any doctor to be told that he had no intention to cure a patient would strike atthe foun
dation of his professional and personal values. In fact, I do not accept that Dr Green had 
no intention to cure his patients. During the course of the Inquiry there was no serious 
suggestion that he had anything other than a benevolent attitude towards his patients. 
In some areas, particularly the treatment of women with invasive cervical cancer, he was 
highly regarded. 

There is, however, a difference between the overall intention to cure a patient and a de
cision not to treat a particular condition. It was, and I believe still is, Dr Green's view that 
CIS is essentially a benign condition. If a gynaecologist holds this view, then there is no 
purpose in treating the lesion. Indeed to do so might be to subject a woman to surgical 
procedures unnecessarily. By the time he was interviewed for the magazine article, Dr 
Green's view was that about 5 per cent of the lesions diagnosed as CIS might progress 
to invasion. It was clearly his thesis that it is preferable to achieve an early diagnosis of 
invasive cancer and treat that, than to attempt to screen the entire female population at 
risk for the sake of the 5 per cent who might proceed to invasion if they have a precan
cerous condition. 

Although Dr Green was tireless in his efforts to diagnose and treat invasive cancer, he 
believed that CIS was likely to be a benign lesion in the great majority of cases. There
fore, he did not treat that lesion in some cases. 

3. "817 who had normal smears after treatment 
by 'conventional techniques"' 

In the paper published in 'Obstetrics and Gynecology' in 1984, there were 817 patients 
who came to be known as 'Group 1'. They fell into that group because after an initial di
agnosis of CIS their follow-up cytology was normal. They were not necessarily offered 
'conventional techniques' but their management had resulted in a return to negative 
smears. 

4. 'Ruth' 

There was a description of the treatment of one patient known as 'Ruth' set out intermit
tently through the magazine article. Dr Green queried the emphasis placed on some of 
the notes in the hospital records, suggested that other doctors might on occasions have 
been responsible for particular consultations with 'Ruth', and questioned the histologi
cal and cytological reports set out in the notes. Nonetheless, a reading of her file proved 
that it was summarised accurately in the article. 

This woman also gave evidence. Not only was she a classic case of a patient who had been 
brought back for smear tests and biopsies without definitive treatment for many years, 
but she also had been unaware that her condition was potentially dangerous. 

Professor Bonham also raised a number of points to do with the magazine article. Some 
of his concerns coincided with those of Dr Green; some will be touched on at various 
stages in my report; and some are simply different arguments rather than errors of fact 
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or interpretation on the part of the authors of the article. I refer here to four of Professor 
Bonham's most significant concerns. 

1. "[Were I women told there were differences 
of opinion about the methods of treatment" 

The magazine article stated: 
"In answer to a question about whether women were told there were differ
ences of opinion about the methods of treatment, Green replied: 'I suppose 
not.' In answer to the same question, Professor Bonham said: 'I wouldn't 
know, you would have to ask each individual doctor who treated patients:" 

According to the evidence produced during the Inquiry both Professor Bonham and Dr 
Green are correctly quoted in the article. Few patients had heard the term 'carcinoma in 
situ' and few if any knew "they were getting anything other than standard management 
for their disease". I also hold the view, confirmed by Professor Bonham's statement, "In 
fact he [Dr Green] was chosen to be the clinician to teach students how to explain to pa
tients with cancer, their condition and treatment", that Dr Green's explanation to patients 
with cancer was detailed; but to those with carcinoma in situ he did not give even a bas
ic explanation. 

I heard no evidence to suggest that Professor Bonham did not explain the nature of and 
treatment for carcinoma in situ to his patients. 

2. "There was no hospital plan to seek 
the agreement of the women to their 
unorthodox treatment" 

I have concluded that some women were offered unorthodox treatment and some no 
treatment at all. National Women's Hospital has always soughtthe written consent of pa
tients about to undergo operations. However, I have no evidence which persuades me 
that the Hospital ensured the group of patients being monitored with positive smears 
were told their management was unorthodox or based on minority views. 

3. "Professor Bonham had ultimate 
responsibility" 

In an interview before the magazine article was published, Professor Bonham was asked: 
''. .. in terms of the structure of the Hospital ... who is ultimately responsible [for 
Professor Green's study]?" 

He answered: 
"It would fall between both the academic side - that's Consultant Professor 
G~een, a~d the Medical Superintendent and the Hospital Medical Com
mittee .... 

Professor Bonham could not be said to have conceded that he had ultimate responsibil
ity for the 1966 trial. I accept that responsibility forresearch involving patients is shared 
as he said between the academic and clinical branches of the University and the Hospi
tal. However, he did concede while being cross-examined on the study involving vagi
nal swabbing ofneonatal (newborn) babies that overall responsibility forresearch lay with 
the head of the academic unit, although he emphasised that in practical terms he might 
not always know that a trial was still under way. 
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4. Confusion between colposcopy and 
colposcopic biopsy 

In his evidence in chief Professor Bonham said: 
''. . . the authors confuse the difference between colposcopy and colposcopic 
biopsy Colposcopyitselfisnottreatment. Colposcopicbiopsiescan be treat
ment, in that they can remove part or all of the lesion." 

The magazine article had said: 
"Where others define colposcopy as a diagnostic tool, Bonham refers to its use 
as 'treatment'. Of course, if colposcopy is 'treatment', then it is not possible 
to claim that no patient went 'untreated'. for all had colposcopic examination." 

In fact the authors had highlighted Professor Bonham's own confusion or loose use of 
terminology. When he was interviewed for the article this exchange took place: 
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Question: Though they had problems with cytology, but still no more was 
done. 

Professor Bonham: They had repeated biopsies and thty were treated bycol
poscopy. 

Question: But that's more diagnosis. 

Professor Bonham: Not really because once you find that they are getting to 
a stage of something that is bad, you take it out. 

Question: But if you were following them just with more diagnosis that isn't 
treatment is it? 

Professor Bonham: It can be. It depends how much lesion they have got. 

Question: But if you know there's more7 

Professor Bonham: If you know that the ... 

Question: It's not treatment is it? 

Professor Bonham: ... Yes, but you are still watching with a 'scope. Yes I take 
yourpoint and I think at that time, between 1965 and 1975, that was fairly ac
ceptable in terms of what was appropriate knowledge at the time .... 

Question: Are you saying that you were just following people with cytology, 
you are not actively treating, but you are following them up to make your di
agnosis and then if something nasty happens, you get rid ofit? You were leav
ing them until the prognosis is actually much worse. 

Professor Bonham: It is ve1ydifficult here. That's a theoretical argument and 
I think that's right. On the other hand, how much do you take away. because 
the patients that went wrong, a third of them got ultimately carcinoma of the 
vagina. Would you recommend taking everybody's vagina and uterus at the 
beginning of the study? 

Question: But don't you actually treat somebody with a significant lesion? 

Professor Bonham: Yes, that is what we du now. 

Question: But that's not what was going on then. So that the point of saying, 
how much would you carve away, means that you would excise surely, until 
you had negative cytology. 

Professor Bonham: Yes, I think that's fair. 

Question: But this includes, it involves treatment until you produce negative 
cytology. 

Professor Bonham: ft wasn't a very large group that were watched. 
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I do not think the mistake was the authors'. The confusion arises out of the convoluted 
answers to their questions. 

Conclusions: Apart from the matters I have touched on in the preceding pages and which 
could not seriously be described as careless or deliberate errors in the context of a sub
ject that is vast and complex, I have not been able to uphold the assertion in the introduc
tion to Dr Green's evidence that: 

"By far the greatest source of errors is the Metro article which played such a 
significant role in the formation of this Commission oflnquiry Innumerable 
mistakes are contained in that story; in fact, over 40 pages of Dr Green's evi
dence is devoted to dealing with the errors contained in that publication." 

THE MEDICAL PROFESSION'S RESPONSE 
FROM 1966 TO 1986 

Dr Mclndoe and his co-authors and the authors of the 'Metro' article shared a similar ex
perience: the reaction to their articles. They met with a wall ofresistance, particularly from 
members of the academic unit at National Women's Hospital. All the writers used extraor
dinary determination to find the truth. A great deal of energy has been put into trying 
to control the damage arising from the 1966 Proposal. I would have expected that effort 
also to have been directed towards a formal review of the Proposal, and in particular, some 
of the issues raised by the 1984 and 1986 papers. Yet none of these issues or earlier con
cerns were addressed. 

Dr Mdndoe's written and oralconcerns were not taken seriously until 1973 when, with 
Dr McLean, he was encouraged by Dr Warren the Medical Superintendent to record in 
detail the progress of the 1966 trial to date. 

Although in 1975 the Working Party reported to the Hospital Medical Committee, no ac
tion was taken to consider what risk there might be to patients included in the 1966 tri
al. The HMC, which was responsible for the clinical organisation of the Hospital to ensure 
that the professional and scientific work was properly carried out, did not insist on any 
such review. 

The risks to patients had been reduced to some extent by a move away from under
treatment or no treatment of certain patients to an increased number of cone biopsies 
when Dr Mdndoe stopped assisting Dr Green with colposcopic services. After the Work
ing Party Report in October 1975, the HMC decided to review procedures for the manage
ment of CIS. 

It was almost three years later, in July 1978, that those management guidelines were 
agreed upon. It must be stressed, however, that on no occasion was the 1966 trial evalu
ated for its consequences to the patients or stopped. There was one group of 30 patients 
in particular, referred to in Mdndoe's 1984 paper, who were among patients excluded 
from that survey. In discussing the reasons why the authors said: 

"Thirty patients with continuing abnormal cytology after the diagnosis of CIS, 
but in whom a final histologic diagnosis had not been made ( at review dated 
June 1983), have also been excluded from this study. The authors assume 
these women have continuing CIS but, without a further biopsy, this cannot 
be confirmed:' 

During the Inquiry Dr Jones said that Dr Mdndoe had discussed the paper with the then 
Superintendent of National Women's Hospital and drew his attention to these 30 patients 
with continuing disease who were at risk of developing invasive cancer. He suggested 
that an attempt be made to locate and treatthem. But they were not specifically reviewed. 
There was no intervention, beyond their usual examination, after publication of the 1984 
or 1986 papers, to ensure those patients were not at risk of developing invasive cancer. 
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On the thirtieth day of the public hearings, during cross-examination, Professor Bonham 
was asked if any attempt had been made to review those 30 patients since the 1984 paper 
was drawn to his attention. He said: 

"The responsibility I think for this falls with the people who have taken up 
this responsibility. That is to say, they have written about them. I have already 
explained I think to you, that these cases will have been seen as they are con
tinuing." 

Question: So you think there will have been a review carried out in the nor
mal course of Hospital practice? 

Professor Bonham: Unless these patients have disappeared, moved to 
anothercount1yorcity, or have failed to come, some have perhaps moved to 
private care and so on, they will have been reviewed. The numbers are sig
nificant and handleable and I will anticipate that they have been reviewed. 

Up until quiterecentlyDrGreen wasnotplayinganyclinical part in the Hospi
tal, but he was looking after the review. He was sitting going through the notes 
of these patients to make sure they were attending and being seen and until 
he stopped this, which was quite recently really, since I think the Inquiry start
ed, those would have been reviewed as part of the overall review scheme. 

Question:Ijustwonderedifyoucouldtellmewhethertherehadbeenaspe
cial attempt to review those particular 30and to offer them any further treat
ment if necessary? 

Professor Bonham: No. But I am only anticipating that they will have been 
seen by the system. 

In this exchange it appears to me that Professor Bonham considered that the responsi
bility for reviewing those 30 patients fell to Dr Mcindoe, Dr McLean, Mr Jones and Mr 
Mullins, and that neither the Ethical CommitteenortheHMC nor any of the senior cli
nicians at the Hospital had any part to play. The end result, of course, is that there was 
no special review of those patients within the Hospital. 

Dr Graeme Duncan, the President of the Royal NZ College of Obstetricians and Gynae
cologists, was asked whether the Royal College at any stage from the 1960s onwards 
received any expressions of concern about Dr Green's management of patients. The 30 
patients were not specifically referred to, but again the result was the same. The Royal 
NZ College did not receive any expressions of concern nor did it take any actions to en
sure that the 30 patients were reviewed following publication of the 1984 paper. 

Dr Duncan made the point that from the 1960s the process of peer review was in opera
tion at National Women's Hospital, "senior staff of the Royal College were ... active mem
bers of the specialist staff at NWH" and so, if they had wished to raise the matter with 
the College, then "they would have done so". He made an interesting comment: 

"We must remember that the traditional freedom of professional action can 
quickly become a veil of secrecy surrounding management .... " 

Mr Faris was asked: 
"Have you had any indication within the medical profession or with National 
Womens Hospital itself of any think tank or internal medical inquiry being 
set up into the findings of that paper [the 1984 paper]?" 

Mr Faris felt he could not speakforthe Hospital because he had not been an active member 
of staff since that time. He did say that he was quite certain that D-team (Dr Green's clin
ical unit) and the colposcopists had analysed the paper in some detail. 

Professor David Cole, Dean of the University of Auckland School of Medicine, who had 
not read the 1984 paper was asked whether, in his capacity as a high-ranking member 
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of the Auckland medical profession, he had noticed any indication at all of an inquiry by 
the profession into the matters raised in the 1984 paper. He replied: 

"No." 

Question: Not between publication of that paper and the setting up of this 
public inquiry? 

Dean Cole: I don't believe so. 

When Dr Gabrielle Collison, Medical Superintendent of National Women's Hospital, 
gave evidence, she told me that she had become aware of the 1984 paper around mid-1985 
and thought it might have been Dr McLean who brought it to her attention. Dr Collison 
had said in response to an earlier question that she had discussed current treatment with 
Drs Jones and McLean, but not the article specifically. She was also asked whether either 
of those doctors, or any other doctor at the Hospital, had suggested that there ought to 
be further investigation or discussion of the information contained in the 1984 paper. Dr 
Collison replied that no one had. 

On day 50 of the Inquiry hearings, the Medical Superintendent-in-Chiefof the Auckland 
Hospital Board, Dr Leslie Honeyman, was asked a similar question. He recalled that he 
had read an Abstract of the article prior to its publication, but when asked if it had rung 
any alarm bells, he said: 

"No, not at all." 
He was also asked: 

''Are you aware of any indication that the medical profession itself may have 
set up an inquiry into the matters that this Commission has been asked to in
quire into?" 

Dr Honeyman said thatthere had been no such call from the profession at large, or from 
a group within the profession, nor from National Women's Hospital itself. Twenty years 
oforal and written expressions of concern by Dr Mdndoe, supported for much of the time 
by Dr McLean and latterly also by Dr Jones, failed to persuade any part of the medical 
profession to review the implications of the 1966 trial for the patients. 

CONCLUSIONS 
I reserve particular disquiet not only for the fate of the 30 patients mentioned in the Mdn
doe et al paper, to whom there was a special duty owed, but also for the future of peer 
review within the medical profession, if it cannot confront issues squarely and resolve 
them after such sustained, detailed and well documented statements of concern about 
the treatment of a group of patients and the minority view advocated by one clinician. 
The Hospital Medical Committee and Ethical Committee had a duty to ensure that the 
1966 trial was terminated, at the very latest when the 1984 paper was published. There 
had been many earlier opportunities for either of the Committees to take this step. 
During the course of this Inquiry the legal profession's involvement has been criticised, 
as has their questioning of the actions of the medical profession with regard to the 1966 
trial and its consequences. The publication of the 1984 and 1986 papers represented the 
medical profession's last opportunity to exercise its own assessment. It failed to do so. 
At the time when Dr Green retired, the Medical Research Council was under the impres
sion that his work had been taken over by Dr Murray Jamieson. In the magazine article 
Dr Mclndoe was quoted as saying that he believed the trial "never came to an end" and 
that Dr Green "carried on with varied managements to the end of his days [ at the Hospi
tal]". In my opinion Dr Green confirmed this when he said in evidence: 

"[In the article] the question of whether or not a programme of conservative 
treatment was ever stopped was raised. Until my retirement in January 1982, 
I continued to manage patients of mine on the same conservative basis ap
proved by the Hospital Medical Committee. 

101 



CERVICAL CANCER REPORT 

"It is fair to say, however, that my attitude, and the practice adopted by others 
at National Women's Hospital, changed a little from 1965 to 1977 in that by 
1977, ~11tually no patient would have been initially treated by punch biopsy 
alone. 

Professor Bonham said that: 
"The programme itself was not stopped. It was modified to increase the role 
of cone biopsies in management and to allow an increase in participation by 
other specialists." 

In July 1978, guidelines for the future "definitive diagnosis of preclinical cervical cancer" 
had been adopted by the HMC. However, I still have no evidence before me that the 1966 
trial has been formally terminated. 

1. Journal of Obstetrics and Gynaecology of the British Commonwealth. 1970. 
2. Obstetrical and Gynecological Survey 1970: 876 
3. NZ Medical journal 1974, 80; 279-287. 
4. 'Obstetrics and Gynecology' 64, No.4, October 1984. 
5. Obstet.Gynecol.68: 499, 1986. 
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Chapters 

ADEQUATE MANAGEMENT OF CIS 

My first Term of Reference requires me to find out: 
"Whether as alleged in the Metro article, there was a failure adequately to treat 
cervical carcinoma in situ (CIS) at the National Women's Hospital, and if so, 
the reasons for that failure and the period for which that failure existed." 

From time to time throughout the hearings and submissions, various parties expressed 
concern that 'adequate treatment' for carcinoma in situ would be defined by 1987 stan
dards and knowledge, rather than by the standards and medical knowledge available at 
any particular time over the past 20 years. The evidence of eight overseas authorities, as 
well as the evidence of a large number of highly qualified gynaecologists and patholo
gists from New Zealand, ensured that there was little risk of this happening. 

From an early stage it also became essential to reach a broad definition of adequate treat
ment for carcinoma in situ so that I could begin making reports to the Minister under Term 
of Reference Three which required me to advise him: 

"Whether there is a need to contact women who have been referred to or treat
ed for CIS at the National Women's Hospital with a view to providing further 
advice or treatment or both to them." 

In establishing a definition for the purposes of that Term of Reference, I have limited my
self to a definition which incorporates 1987 standards, medical knowledge and proce
dures. My medical advisers could then measure the existing treatment or condition of 
all women treated for carcinoma in situ at National Women's Hospital since 1955 against 
that norm. 

In answering Term of Reference One, however, it has been necessary to retrace medical 
knowledge from 1966 to the present time. In reaching my conclusions about the appropri
ate standard of treatment for carcinoma in situ at any time since 1966, greater emphasis 
has naturally been placed on the views of visiting overseas authorities. 

Arguments and submissions on 
Term of Reference One 

Some Counsel argued that Term of Reference One should be restricted in its interpreta
tion. In summary, these arguments were: 

1. That the only allegations of inadequate treatment that could be considered under 
Term of Reference One related to those which had been raised in the 'Metro' article. 

This submission in essence, argues that Term of Reference One must be read in isolation 
from the preamble and from the other Terms of Reference so that the words "as alleged 
in the Metro article" narrow the enquiry to those patients whose identity can be ascer
tained from the article itself. 

I do not acceptthe validity of this argument. In my view, Term of Reference One must be 
read in the context of the entire document which established the Committee oflnquiry. 
The title of the Committee of 1 nquiry is: 

"Appointment of Committee of Inquiry into allegations concerning the treat
ment of cervical cancer at National Women's Hospital and into other related 
n1atters." 
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The preamble says: 
"Whereas Sandra Coney and Phillida Bunkie have made ... allegations con
cerning the treatment of cervical cancer at the National Women's Hospital; 
and whereas it is desirable that inquiries should be made into the treatment 
of cervical cancer at that hospital; ... :' 

The heading and the preamble clearly set out the Minister's intention which was to in
quire into the treatment of cervical cancer at National Women's Hospital. In that context 
I do not accept that Term of Reference One ought to be restricted only to those allegations 
made in the 'Metrd article. 

2. A definition of adequacy of treatment should be based on the long-term outcome 
of a patient's management; that is, whether that patient developed invasive 
cancer. 

This argument implies a finding that if a patient undergoing treatment for carcinoma in 
situ develops invasive cancer, then she has been inadequately treated. Alternative! y, if 
she does not develop invasive cancer, then her treatment has been adequate. There are 
two problems with this approach. First, in spite of management by currently acceptable 
methods, a very small percentage of patients might still subsequently be diagnosed as 
having invasive cancer of the cervix or vagina. Dr Coppleson said: 

"[In the 1960s] a treatment such as hysterectomy had to be regarded as 
adequate, but it was no guarantee that in exceptional circumstances, that the 
condition might not recur." 

The second problem encountered when defining adequate treatment by the outcome, 
relates to the time which elapses before invasive cancer develops from carcinoma in situ. 
Invasive cancer may take many years to develop from CIS. As one counsel said: 

"If the patient has as of1987 continuing CIS following various procedures ad
ministered over a number of years which would not be regarded as general
ly accepted treatment, but has not developed invasive cancer, it makes no 
sense to suggest that she has been adequately treated." 

In this context, an outcome-oriented test taken to its logical conclusion would require 
waiting until the patient's death from invasive cancer or from another cause before decid
ing whether or not she had been adequately treated for carcinoma in situ. In my view, 
if the gynaecologist intends to treat the patient diagnosed with CIS using currently ac
ceptable methods, then regardless of outcome, and in the absence of any negligence or 
change of intention, that patient has been adequately treated. 

3. Undue weight must not be given to the retrospective criticism of the experts who 
presented evidence to the Committee of Inquiry. 

Some of the overseas authorities who gave evidence were invited to carry out case studies 
of selected patient files independently of each other. Their conclusions on patient 
management in each case demonstrated a remarkable degree of unanimity. Professor 
Bonham criticised these case analyses on the grounds that any person not present at the 
time the treatment was administered, could not evaluate the adequacy of that treatment. 

Implicit in that criticism is the suggestion that the case notes might not be full enough to 
disclose all relevant information on which a decision was reached. For example, a patient 
might have elected not to have a hysterectomy. Information of this kind is of such impor
tance that it ought to be included in case notes. Generally speaking, the case notes I have 
reviewed and those that the independent overseas authorities reviewed were full and 
had ample material in the form of clinical, pathology and colposcopy reports to follow 
the clear line of management in each case. In her submissions Counsel Assisting said: 
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relevant facts. On the latter point, much evidence was heard from past and 
present personnel of the National Women's Hospital on the meticulous tra
dition of the CC Clinic in keeping detailed file histories of patient treatment. 
If Professor Bonham's criticism on this matter were to be given serious con
sideration, it would mean that lessons could never be learned from the past." 

Counsel Assisting called Dr Joseph Jordan as an independent expert in this field. It was 
suggested that he was too young to speak from personal experience and therefore 
authoritatively on medical practice in the 1960s. Personal and direct experience however, 
has never been the sole factor in determining the expertise of a witness. Dr Jordan's ex
pertise was unchallenged in any other regard. His levels of achievement and prominence 
in the field of medicine entitles him to make retrospective judgement about matters wi
thin his field of special knowledge. In any event, his views were very similar to those of 
Professor Richart, Professor Kolstad and Dr Coppleson, all of whom were world lead
ers in their fields by the 1960s and were publishing authoritatively at that time. 

4. Counsel for the Hospital Board submitted that if as the result of the review 
undertaken by two gynaecologists practising at National Women's Hospital (Drs 
Jamieson and Mackintosh), a particular patient's treatment had not been criticised 
by 1987 standards, then "as a matter oflogic, it cannot be criticised as being inadequate 
by the standards of the time". 

The review conducted by Drs Jamieson and Mackintosh of patients at National Women's 
Hospital who had an initial diagnosis of carcinoma in situ of the cervix between the years 
1955 and 1986, identifies 71 patients who had a subsequent diagnosis of invasive cancer 
of the genital tract. Although this review would suggestthatthe outcome was the measure 
of the adequacy or otherwise of the treatment, at the very least, the identification of 71 
patients with a diagnosis of invasive cancer following an intial diagnosis of CIS raises the 
question of adequacy of treatment for those women. 

Other counsel suggested that Term of Reference One should be interpreted liberally and 
in particular should not be limited to considering adequacy of treatment in the strict med
ical sense. 

1. In common with many other diseases, treatment for CIS relies on a diagnosis of the 
disease. Counsel for the Ministry of Women's Affairs submitted that because the 
medical system operates on a model which focuses on illness and disease rather than 
wellness and health, it is possible that adequate treatment may be beyond the capa
bilities of the system as it stands. 

2. Counsel for the authors of the 'Metro' article and Fertility Action submitted that Term 
of Reference One was wide enough to enable 'treatment' to be interpreted as includ
ing the management of patients overall; and that such matters as the existence or ab
sence of informed consent and the inconvenience for patients required to return for 
many years for examination and/or treatment, could be dealt with under this Term. 

Questions of the protection and rights of patients must be addressed later. I do, however, 
accept that treatment implies overall management of the patient's condition. 

EXPERT OPINION 

During the course of this Inquiry I have been privileged to hear the evidence of those who 
have been described as some of the 'high priests' of gynaecological expertise. The sum 
total of their knowledge was of pivotal importance to this Inquiry and will be valuable 
to the New Zealand medicalcommunity. I was also struck by the compassion that so many 
showed for the women whose files they were considering or for other patients who were 
directly involved with this Inquiry. 
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Al though in some minor areas their opinions on the appropriate treatment of CIS or in
vasive cervical cancer differed, nonetheless there were broad areas of agreement in major 
matters. Their evidence was derived from an examination of medical literature, a review 
of research projects and personal experience in practice at various periods from the ear
ly 1950s. This evidence enabled me to come to the following broad conclusions. 

1. From the early 1960s carcinoma in situ has been regarded as a condition which will 
progress if untreated to invasive cancer in a substantial proportion of cases. 

2. The appropriate treatment for CIS, if invasive cancer is to be avoided, is to remove 
the lesion. The patient must then be monitored so that further treatment can be 
offered if there is persisting disease or a recurrence, as evidenced by positive cytol
ogy. As those patients diagnosed with CIS have a higherrisk ofrecurrence than other 
women, they must be monitored for life by cervical or vaginal vault smears. 

3. With certain exceptions, such as during pregnancy or when a patient refuses treat
ment, the lesion should be removed as soon as practicable after diagnosis. The least 
amount of tissue consistent with excising the lesion should be removed. 

4. From the 1950s to the present time, methods of removing the lesion have differed. 
Originally hysterectomy was undertaken wheneverCISwas diagnosed. Today hys
terectomy is used far less frequently, but it is still a viable option for treating women 
who may suffer from CTS as well as other disorders, such as menorrhagia. 

5. From the time that Dr Green began publishing, there has been a move both in New 
Zealand and in other countries towards more localised methods of treatment. They 
have the advantage of being more precise, have less effect on the reproductive func
tion in young women and, on occasions, can be performed without a general 
anaesthetic. 

METHODS OF DIAGNOSIS AND TREATMENT 

The emphasis in diagnosis has gradually changed from the mandatory cone biopsy to 
establish a histological diagnosis, to a combined colposcopic-histological assessment 
which may result in the need for a less radical biopsy to establish the diagnosis. Because 
different methods of treatment are required, it is critical to distinguish in diagnosis be
tween a cancer precursor and a preclinical (hidden) invasive cancer. 

From the 1960s, cone biopsy was the preferred method of treatment for CIS both at Na
tional Women's Hospital and in many other parts of the world. Hysterectomy following 
a diagnostic cone biopsy was no longer the norm except in parts of the United States of 
America. With the development of colposcopy as a visual aid to the clinician in observ
ing the lesion, localised destructive techniques have developed in most parts of the world. 

When certain conditions are met, diathermy, cryotherapy and more recently laser ther
apy are now accepted as adequate techniques by most gynaecologists. Colposcopic ex
amination is essential if localised destructive techniques are to be used so that the site, 
nature and distribution of the lesion can be fully identified. 

Until 1966, with the exception of those cases managed by Dr Green where patients were 
monitored with persisting positive cytology, treatment offered at National Women's 
Hospital was in accordance with generally accepted world standards. Its aim appeared 
to be the eradication of carincoma in situ. Patients were monitored following primary 
treatment to ensure that further treatment was not required because of continuing posi
tive cytology or a recurrence of the disease. There had also been a move from more radi
cal treatment by hysterectomy to cone biopsy in the majority of appropriate cases. 
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The aim of treatment 

All overseas authorities were agreed that since the mid-1950s the aim in treating a patient 
with a diagnosed cancer precursor, including CIS, has been to eradicate the disease. The 
method of treatment has always depended on the available skills and equipment, but the 
aim remains unchanged. 

Methods of treatment must evolve as new data and techniques emerge. If the new treat
ment demonstrates more benefits or fewer risks, it will become standard treatment. If 
fewer benefits and more risks emerge, then patients so treated should be recalled and 
offered generally accepted treatment. Where new treatment methods emerge, they must 
still meet the fundamental aim of treatment. 

Other aspects of adequate 
diagnosis and management 

If a condition is to be managed adequately, then the clinician responsible for treatment 
should where possible be confident of his or her diagnosis. In the case of CIS, diagnosis 
depends not only on the clinician's skills, but also on those of the cytopathologist, the 
colposcopist and the histologist. Collaboration between these team members has been 
discussed in the chapter, The 1966 Proposal'. The detection and management of the dis
ease relies on a partnership among these four specialists. All of them have a critical part 
to play in the detection, monitoring and management of the disease. If one does not recog
nise the others' skills and abilities, then the partnership will not operate efficiently and 
the patient's care will suffer. As Professor Richart said: 

"it is absolutely unacceptable to have different members of the team work
ing at cross-purposes as it compromises patient care which must be the ulti
mate goal of the medical programme. 

''. . . The importance of the role of the pathologist and the cytologist in the 
management of patients with abnormal smears must not be underestimat
ed. Cytology is the key to detecting the patient with suspected neoplasia, but 
is also important in identifying those patients who are at high risk of having 
invasion. 

"If a skilled cytologist indicates that invasion is present based on an exami
nation of the Pap smear, then it is mandatory that the clinician rule out inva
sive cancer before managing the patient as having a cancer precursor. 
Histology is universally recognised as the sole appropriate end-point in es
tablishing the patient's diagnosis. If the histologist determines that invasion 
is present, the clinician is required to treat the patient as invasive carcinoma 
or to have the diagnosis revised. 

"In order to achieve good patient care, the cytologist, pathologist and clini
cian must be concordant in their views and in the individual patient, the di
agnoses of all three should be in agreement. If there is a discrepancy and 
particularly if there is a continuing series of discrepancies, then it is mandated 
that the reason for the discrepancy be discovered and that remedial action be 
taken. 

"If for example, the pathologist consistently diagnoses invasion which the cli
nician fails to confirm, the criteria which are used by both must be re-examined 
and if agreement cannot be reached it is mandatory that outside consultation 
be obtained if necessary and the issue discussed until agreement can consis
tently be achieved. To do otherwise puts the patient in jeopardy and precludes 
the team's ability to successfully manage the patient. 
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"If it is found that one or the other's skills are inadequate then the substitu
tion of someone with adequate skills on the team is required or remedial train
ing is called for." 

Cytology 

As far back as 1970, Dr Mcindoe reiterated the recognised principle of specialist collabo
ration in a lecture titled 'Cervix Biopsy': 

"The closest of collaborative efforts between the cytologist, clinician and 
pathologist are necessary for the proper assessment of the type and extent of 
the cervical lesion:' 

Mr Michael Churchouse, Charge Technologist of the Cytology Laboratory at National 
Women's Hospital, spoke of devices Dr Mcindoe employed to ensure that cytology 
reports would be noticed and acted upon. For example he said that Dr Mclndoe had 
coloured stickers printed with brief cytology reports such as "Positive for malignancy" 
to "make them take more attention of it". When a sticker was removed on one occasion, 
he ordered new non-removable batches which were to be franked with a special stamp. 
Such efforts to have reports heeded must be almost without parallel in a professional en
vironment. Furthermore, Mr Churchouse was aware of 

"the disregard which Professor Green had for cytology. The feedback from 
medical registrars who were training at National Women's Hospital was nega
tive where cytology was concerned. This was expressed on more than one oc
casion as, 'What are you screening for? Herb Green's just told us it is a waste 
of time."' 

Dr Green's public statements also reflected his attitude that cytology was of little use in 
screening for cancer precursors. For example, in an article in the Auckland Star, June 21 
1972: 

"Professor Green asserted that a woman with a positive cervical smear show
ing what is called 'cancer in situ' is no more likely to develop invasive or malig
nant cancer of the cervix than any other woman of the same age. In other 
words, in situ cancer is not a forerunner of invasive cancer, and the smear test 
is over-rated." 

From reading Dr Mcindoe's papers, it is obvious that he found these disparaging remarks 
disturbing and potentially dangerous and he went so far as to co-author a letter with Dr 
SE Williams entitled 'The Value of Cytology' which was published in the New Zealand 
Medical Journal in August 1972. 

Even this step was unlikely to counteract the impression the Registrars and other hospital 
staff gained that screening for cancer precursors was useless. More importantly, a gynae
cologist who doubts the value of cytology as an early warning sign, will place little sig
nificance on reports of abnormal cytology. Many of the patients' notes reflect this fact. 

Pathology 

When CIS was diagnosed following biopsy or reported after a small biopsy with the warn
ing'? invasion elsewhere; from time to time Dr Green ignored the diagnosis or questioned 
it. Dr McLean, the Pathologist in Charge at National Women's Hospital since 1962, was 
also concerned about the dangers of inadequate biopsy which put patients at risk by 
delaying definitive diagnosis and treatment. 

Dr Green, to his credit, took a great interest in histology. However, he was not a trained 
pathologist and it was inappropriate for him to disregard or alter pathology findings. This 
disregard at times led him to overlook early or hidden stages of invasive cancer such as 
microinvasion or occult invasion. Women who harboured this disease were therefore er
roneously included in the 1966 trial. 
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The evidence suggests that he did not work effectively as a member of a team dedicated 
to the accurate diagnosis and appropriate treatment and management of the disease. 
For example, Dr Mclndoe and Dr McLean were anxious to collaborate. Their efforts to 
achieve excellence in cytology and histology reporting were at times downgraded or dis
regarded by Dr Green. Dr McLean told me of several occasions when Dr Green crossed 
out his diagnosis on the pathology report form and replaced it with his own diagnosis 
without consultation or agreement with Dr McLean as the specialist Pathologist. One 
example will serve to illustrate Dr Green's disregard for an histology report. 

In 1970 CIS was reported following a biopsy of a patient's cervix (Patient code SL). The 
carcinoma in situ was also present in the curettings. Seven months later the pathology 
report stated: 

"Endocervical curettings. 
Sections show fragments of keratinising tissue that look(s) malignant. 
Endocervical tissue fragments - probably malignant. 
"I think the origin and nature of this malignant looking tissue should be in
vestigated further." 
(Dr McLean) 

Eight months later, following a colposcopic examination, the patient was readmitted and 
the pathology report on a ring biopsy of the cervix confirmed carcinoma in situ of the cer
vix which extended to the endocervical excision margin. Just over two months later, the 
clinician examining this patient wrote: 

"Findings discussed with Professor Green. To return to clinic in six months:' 

A positive smear was reported. 

Six months later she was examined by Professor Green who noted, 
"no complaints. Cervix looks completely normal with small external os about 
2-3mm in diameter. No bleeding on probing endocervical canal. See in one 
year." 

A grade 2R smear was reported. 

Positive or equivocal smears were reported throughout the next seven years, when a 
smear report noted: 

"appearances consistent with severe dysplasia or small cell carcinoma in situ, 
but are suspicious of more advanced lesion." 

Invasive carcinoma was diagnosed five months late1~ eight years almost to the day since 
Dr McLean had asked for further investigation. 

The dangers of lack of collaboration 

One case vividly illustrates the dangers of the gynaecologist placing too much empha
sis on his or her own clinical skills without establishing a histological diagnosis. 

Patient Code 9G was first examined at out-patients clinic and all the classical features of 
invasive cancer were noted. Arrangements were made for "admission within ten days 
for a cone biopsy". Details from her history on the day before a total hysterectomy was 
performed record an 

"abnormal cervical smear. For cone biopsy. Post coital bleeding. P.V. dis
charge .... Cervix wide erosion, irregular and hard - ... contact bleeding .... 
Ca cervix ? grade". 

No cytology reports appear on the file at this time but in the letter to her general practi
tioner following this initial admission, the Registrar said: 

"This patient was admitted ... having had a cervical smearreportedas show
ing cells strongly suggestive of malignancy. The reports being from both Dr 
Sullivan and our own Laboratory. 
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"There was a history of post-coital bleeding for five weeks and a vaginal dis
charge for three months. Ordinary examination showed no abnormality and 
abdominal hysterectomy was carried out ... following consideration of her case 
by Professor Green .... No report has yet been received on the histology of the 
uterus removed at operation but since the patient will be reviewed at the Gy
naecological Follow-up Clinic in a week or two, an opportunity to consider 
this will present itself at that time." 

I could find no comment in the notes about the change of procedure from cone biopsy 
to hysterectomy and no indication of the reasons for this decision. Dr Green told me, 
however, that at that time he and the Hospital pathologist believed that cytology with the 
aid of a clinical examination could predict the presence or absence of invasive disease. 
A biopsy before proceeding to hysterectomy would not therefore be so critical. The sym
ptoms recorded on admission are not consistent with a precancerous condition; they are 
indications of invasive disease. Dr Green told me 

''. .. if it was clinical suspicion of invasive cancer, then the correct procedure for 
that would be biopsy and not hysterectomy. ... If there was clinical suspicion 
of invasive cancer, and if there had been in this case, I certainly would not have 
proceeded to an abdominal hysterectomy. ... I would have done a biopsy be
cause if it is invasive cancer; it is necessary, or it is best to have the uterus as 
a vehicle for the radium." 

Question: Why did you proceed to excise the uterus if there was then no cHn
ical suspicion of invasive cancer? 

Answer: Because that was the correct treatment, or a correct treatment at the 
time forcarcinoma in situ, which is what Dr 5 and I decided on cytology and 
clinical examination, that it was." 

After the hysterectomy performed on this patient, no pathology report was available for 
approximately four months. In the meantime, the patient had returned for her follow
up appointment. Dr Green had taken her uterus to an overseas hospital while he was on 
study leave and it was from there he reported back to National Women's Hospital: 

"Normal looking uterus and cervix. External os a regular slit 2cmlong. Visi
ble non-suspicious erosion for 1cm all round. Nothing suspicious noted on 
blocking cervix for section; canal looked normal. From the squamocolumnar 
junction outwards and from 11 o'clock to 5 o'clock a moderately well differen
tiated invasive carcinoma (squamous) of cervix. Extends in stroma up cer
vix for 2cm between 11 and 1 o'clock and for 1cm between 1 and 5 o'clock ie 
direction of spread seems to be up the anterior lip. From 5 to 11 o'clock is ex
tensive carcinoma in situ. Carcinoma in situ seen in canal for half centimetre 
up from squamocolumnar junction on posterior aspect of canal. No ulcera
tion of canal. This is a very localised STACE IA tumour clear of excision mar
gins of uterus and cervix by 1cm at least in all directions. No vascular or 
lymphatic emboli. I would think that at the least she should have vault radi
um if not DXR [ deep x-ray therapy) to pelvis even though excision margins 
appear clear. I would say that there is no possible doubt about invasion and 
Saul G ... agrees." 

There were in fact two lesions detected; the one arising in the canal was lA while the more 
serious lesion was located more superficially on the surface of the cervix. Almost seven 
months after the original hysterectomy this patient was re-admitted to National Wom
en's Hospital for an examination under anaesthetic and insertion of radium. In notes 
headed 'Radiation Response' the following comments appear: 
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StageIIAB. 
Prognosis based on clinical appraisal: Fair (40-60%) Factors adversely in
fluencing prognosis: 

Previous hysterectomy. 
Delay in definitive treatment. 
Age." 

By this time the cancer had spread to both the upper vagina and pelvic tissues. After many 
more admissions to hospital and attempts at treatment, this patient died just over two 
years after the original hysterectomy. Although the initial symptoms were consistent with 
invasive cancer (post-coital bleeding and smear tests reported as "strongly suggestive of 
malignancy") no attempt was made to establish a histologic diagnosis before hysterec
tomy was performed. 

The specialists treating her after the hysterectomy faced real difficulties in effectively ap
plying radiation. In addition, the Hospital apparently had no system which ensured that 
a pathology report was obtained as promptly as possible after the operation so that defini
tive treatment could, if necessary, be started without delay. 

MICROINVASION 
Although my Terms of Reference do not require me to consider the adequacy of treatment 
of any condition other than carcinoma in situ, there has been such confusion about the 
management of microinvasion at National Women's Hospital that it seems appropriate 
to comment on this topic. 

There has been no consistent definition of microinvasive squamous cell carcinoma of the 
cervix in medical literature. Dr Linda Holloway, Senior Lecturer in Pathology, Welling
ton Clinical School of Medicine, told me that diagnosis of this condition "implies rigorous 
examination to exclude more extensive invasion; this usually means careful examination 
of a cone biopsy specimen". This diagnosis is distinguishable from CIS in that it involves 
invasion of the stroma (the surface lining epithelium of the cervix). The allowable depth 
of invasion varies from 1mm to 5mm. 

Microinvasion is, therefore, a more serious disease than CIS which is a preinvasive con
dition. However, Dr Green did not believe this to be the case. He was asked about a par
ticular patient (Code 10S) who, in 1964, had a diagnosis following cone biopsy of 
"carcinoma in situ with minimal microinvasion and lymphatic permeation". He was 
asked: 

"So you are saying that ... microinvasion is really no more than carcinoma in 
situ?" 
Answer: I am following some world authorities in that. 

Question: And you feel quite comfortable now with a letter informing the 
practitioner that this condition is not of any serious import? 
Answer: No more than carcinoma in situ. 

Dr Green had written to the woman's general practitioner, 
"You will remember this patient had an AS smear suggestive of invasive car
cinoma and the letter from our registrar which told you that it was carcinoma
in-situ with minimal microinvasion. 

"As the result of smears of many of these so called 'microinvasive' cases, I am 
convinced that this diagnosis, certainly as it is made in this hospital, is not of 
any serious import. So far I have followed about 30 of these cases and not one 
of them has recurred or gone on to be anything more major:' 

Sixteen months later after an anxious query from the general practitioner, he wrote again, 
"No, I don'tthinkyour A4smearmay be duetoamix-upatyourend. I say this 
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because our findings were not quite normal as indicated by the registrar's dis
charge letter to you. The smear taken on admission here was actually AS. 
Despite this the col poscopic findings were essentially normal and a punch 
biopsy taken on what Dr Mcindoe describes as 'equivocal colposcopic find
ings' showed nothing. The practical outcome is that although there is cyto
logical suspicion about this case, there are no clinical or colposcopic 
suspicions and that there is no need for concern, even if she continues to have 
positive smears. If she keeps doing this for another year and the cervix looks 
normal please let me know again. Don'tthink you will do her any good by do
ing a hysterectomy to cut the Gordian knot, for like as not she will turn up with 
positive smears in the vaginal vault at a later date. I say this from experience 
of scores of similar cases and only clinical suspicion makes me get worried 
about these cases. 

"To help keep your morale up about this particular case, I enclose a couple of 
reprints. I know it sounds like heresy but the American Journal have recent
ly accepted a very extensive paper on the subject of the doubtful value of cy
tology in such cases." 

A few months later he wrote again to the general practitioner, 
"I saw this patient again today and am even less inclined to worry about her 
positive smears after viewing her cervix. This cervix is 100% normal. If there 
had ever been any possibility of anything developing from the original diag
nosis, it would have developed by now. I have asked to see her again in six 
months. 

"In the meantime, for the sake of your peace of mind, I would suggestthatyou 
did not take any further smears:' 

Although eventually the outcome for this woman was satisfactory, her microinvasion had 
been treated lightly and that message clearly given to her general practitioner. 

Despite the fact that Dr Green persisted in equating CIS with microinvasion, his views 
received no support from those authorities who gave evidence at the Inquiry. Dr Pixley, 
Dr Jordan, Dr Noda and Professor Kolstad all agreed that it should be classed as Stage 
1A on the FIGO (Federation oflnternational Gynaecologists and Obstetricians) classifi
cation. Dr Jordan and Dr Pixley confirmed that although methods of management might 
be controversial, the controversy was limited to how radical the treatment should be. It 
was their view that excision of the entire microinvasive lesion by cone biopsy was man
datory. 

However, Dr Noda said that this disease was handled differently in his unit in Japan. "We 
consider it sufficient merely to follow-up the patient without further treatment until such 
time as we observe microinvasive carcinoma. At that stage, a hysterectomy is performed:' 

When Ors Jamieson and McIntosh were asked about their definition and treatment of 
CIS with microinvasion, they both said that they would make a distinction between CIS 
and carcinoma in situ with microinvasion for clinical purposes and for their records. Dr 
Jamieson agreed that cone biopsy would be the minimum acceptable procedure. He also 
believed it was quite safe to excise a microinvasive lesion locally and watch the patient 
very closely, although he thought that most clinicians today would prefer to remove the 
uterus. Both Ors Jamieson and McIntosh considered that their follow-up of microinva
sive cases would be different from that of cases of CIS. They took the view that there was 
definite potential for invasion and that the disease was "highly likely invasive". Dr Green's 
views therefore, are out of step with most of local and overseas authorities. 

A number of cases managed at National Women's Hospital, however, still illustrate a ten
dency to manage microinvasion as if it was CIS. In my reports to the Minister in 
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compliance with Term of Reference 3, I have isolated several cases where microinvasive 
carcinoma has not been treated with even the least radical procedure: a cone biopsy which 
has completely excised the lesion. 

Professor Kolstad referred to the international rule which anticipates that microinvasive 
carcinoma will be reported separately from CIS. At National Women's Hospital this 
requirement has not always been observed. Before 1977 all cases with a histological 
diagnosis of CIS with microinvasion were recorded as Stage O in the site and cancer 
registers (NWH records). This information appears to have been sent to the National 
Cancer Register (New Zealand-wide records). The classification required by FIGO should 
have been Stage IA. These inaccurate data from National Women's Hospital will have 
distorted the information regarding treatment and prognosis of both conditions. 

Although the cancer registers at National Women's Hospital after 1977 show a classifi
cation in some cases of O/lA, it has continued to be recorded as Stage O in the hospital 
site registers. This confusion requires immediate clarification and much more accurate 
reporting in future. If there is a lingering view at National Women's Hospital that the two 
can be equated, then patients may not be treated adequately for microinvasive disease. 
The following case history is just one example which illustrates the reason for my concern. 

Case history 

After a series of positive smears, Patient Code 10G (see also Appendix 10) had a ring bi
opsy in November 1973 which established a diagnosis of CIS. From March 1974 to March 
1979 she attended National Women's Hospital on 11 occasions with 10reports of Grade 
2R, Grade 3 or Grade 4 smears. In May 1976 she had a second ring biopsy (with incom
plete excision) which confirmed the diagnosis of CIS. In May 1979 a cone biopsy ( again 
with incomplete excision) was performed. This time the diagnosis was carcinoma in situ 
with microinvasion. 

From August 1979 to December 1986 the patient visited National Women's Hospital on 
12 further occasions receiving a series of Grade 1 smear reports, two Grade 2R and two 
Grade 3 smears. Late in 1986 this patient was placed on the waiting list for admission for 
a hysterectomy in February 1987. There was no further record of her attending the Hospi
tal. I am informed that, as a consequence of an interim reportto the Minister, she was lo
cated and treated. 

After her hysterectomy the pathology report confirmed the presence of microinvasive 
disease - "residual carcinoma in situ with microinvasion. Inactive hypoplastic en
dometrial polyp:' 

Her notes show that this woman had become anxious about her continuing disease. In 
June 1976 the notes say, "Apart from be[ing] frightened to be examined, she does not have 
any complaints." Again in March 1979, "She is very panicky but not too difficult to reas
sure", and "terrified she is going to die of cancer .. .looks extremely well." By 1986 her notes 
say, "Mrs .. .is well and has no complaints apart from some fear from coming here:' And 
six months later, "Mrs .. .is quite happy to have a hysterectomy although she worries about 
the anaesthetic and she is very unhappy about vaginal examination." 

There is also reason to infer that her diagnosis was not taken seriously by Dr Green. Fol
lowing the diagnosis of carcinoma in situ with microinvasion, adenocarcinoma in situ 
and 'pill' cervix, the patient returned to the clinic three months later when her notes say, 

"The histology report will be treated just as a carcinoma in situ. Discussed with 
Professor Green. Review in six months:' 

In summary, this woman's condition was monitored after an initial histological diagno
sis of carcinoma in situ in November 1973 until May 1979 when the diagnosis became car
cinoma in situ with microinvasion. She continued to be monitored solely by cytology in 
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spite of the fact that foe excision was incomplete and that she had positive or equivocal 
follow-up cytology following the cone biopsy in May 1979. 

The pathologist's report of carcinoma in situ with microinvasion was "treated just as a 
carcinoma in situ". But not even the CIS was treated. No definitive action was taken un
til the end of 1986 when a hysterectomy was recommended. Even then the notes disclose 
no sense of urgency about performing the operation when the patient did not contactthe 
hospital in February 1987. 

This woman was last seen by Dr Green in October 1981 and had been seen by various 
other clinicians before that date. I am concerned that in spite of being seen on seven sub
sequent occasions, by a variety of clinicians, no sense of urgency was attached to the report 
of carcinoma in situ with microinvasion, the continuing evidence of disease demonstrat
ed by Grade 2R and Grade 3 smears, as well as the fact that the pathology report from the 
last cone biopsy commented on incomplete excision. 

The management of this patient does not comply with generally accepted standards of 
treatment for microinvasive carcinoma, or where there is continuing positive cytology 
after an incomplete excision. There is no apparent reason in the file why the pathology 
report of carcinoma in situ with microinvasive carcinoma was treated only as CIS. There 
is no histological confirmation for this re-diagnosis. There is no suggestion in the file that 
the patient was adamantly opposed to a particular form of treatment and no obvious ex
planation for the way her disease was managed. In fact there is evidence that she was con
cerned and anxious about her continuing disease and its possible implications. 

The significance of confusing rnicroinvasion with a preinvasive disease is obvious. Profes
sor Richart said that if a patient has microinvasion it would be expected to progress con
tinuously, increase in size and depth of penetration and at the point at which it exceeded 
3mm in depth, could be expected to metastasize. In his view, provided the patient was 
treated before invasion had exceeded 3mm, then the cure rate should be almost 100 per 
cent. 

During the course of the Inquiry I asked Dr Ron Jones to report on cases of carcinoma in 
situ with rnicroinvasion treated at National Women's Hospital between 1955 and 1976 be
cause these cases had been excluded from the Mclndoe 1984 paper. Dr Jones is a part
time visiting specialist: in obstetrics and gynaecology with a particular interest at National 
Women's Hospital in cervical pathology and colposcopy. From his evidence itis clear that 
at least 25 patients were followed with cytological abnormalities (positive smears) after 
the diagnosis of microinvasive carcinoma. There was evidence that the lesion had been 
incompletely excised. In Dr Green's 1969 paper, 'Invasive Potentiality of Cervical Carci
noma in Situ'1

, he refers to 12 patients diagnosed as carcinoma in situ with microinva
sion who were not treated by hysterectomy and had positive follow-up cytology. The 25 
patients isolated by Dr Jones confirmed the information contained in Dr Green's pa per. 
The outcome forthei;e women has been very poor indeed. Of23 cases with evidence of 
incomplete initial treatment for carcinoma in situ with microinvasion, 11 ( or 48%) sub
sequently developed invasive cancer. 

FURTHER DIMENSIONS OF PREINVASIVE 
DISEASE OF THE GENITAL TRACT 

In his evidence, Professor Kolstad spoke of women who had been diagnosed with cer
vical invasive cancer. He said that his experience had 
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Dr Jordan also commented: 
"In addition to the physical morbidity,, there is of course the psychological 
trauma involved in having premalignant disease diagnosed and treated. A 
recent study performed in London by Campion and Singer; has assessed the 
psychological problems following the diagnosis and treatment of premalig
nant diseases of the cervix. They have confirmed that there is a definite effect 
on the patient's psychosexual state and on her anxiety state. It would seem 
important therefore, that when a patient is known to have premalignant dis
ease, she should be told the exact nature of the disease, the planned treatment 
to eradicate the disease, and that she should be reassured that the disease has 
gone following her treatment." 

These opinions were confirmed by the evidence of Te Ohu Whakatupu, the Maori Wom
en's Secretariat of the Ministry of Women's Affairs, and the evidence of 84 patients or re
lations of patients who gave evidence privately during the Inquiry. I also received many 
letters and less formal communications from and about patients who suffer from precan
cerous or cancerous conditions of the genital tract. In the end I was in no doubtthat Profes
sor Kolstad's and Dr Jordan's statements were true, both for those women who suffer from 
invasive disease, and for those whose condition has been monitored or who have been 
diagnosed with CIS. 

Essentially there are two issues to be considered. The first is the sacredness of the area 
of the genital tract both to Maori and, to a lesser degree, to Pakeha women. The second 
is the feeling of anxiety, helplessness and extreme concern when any disease of the genital 
area is diagnosed with its consequential repeated examinations, usually by male doctors. 

The sacredness of the genital tract 

The genital area is private for the Maori and Pake ha woman. It is associated with the most 
personal relationships between male and female and with fertility. 

a) Maori women 

Te Ohu Whakatupu provided much valuable information on Maori attitudes to health 
issues. They told me: 

"Our cultural mores of modesty are not understood by,, or eFen recognised 
by most health professionals and especially doctors .... The cultural inhibi
tions on modesty and what is or isn't proper exposure is ingrained into most 
Maori girls at an early age. Exposure of the pubic area is forbidden and proper 
behaviour and practice during menstruation especially is taught at the onset 
of n1enses." 

Against this background, the implications of repeated visits to hospital for examinations 
of the genital tract, sometimes with minimal privacy, are grave. It is mandatory that any 
woman who has or has had positive cytology must have her condition monitored for life, 
even if treatment for any precancerous condition appears to be successful. The known 
risk ofrecurrence is such that it is dangerous for such women not to have regular checks. 

It has been impossible to ascertain a general pattern of behaviour amongst Maori wom
en, but I strongly suspect that the thought ofrepeated vaginal examinations would make 
most women extremely reluctant to adhere to a health programme of this nature. Rua 
Barlow, a Plunket Nurse, District Nurse, Public Health Nurse, Industrial Nurse, Maori 
Welfare Officer and Mother, presented a paper to the Cervical Screening Working Party 
in May 1987. In that paper she said: 

"I have talked with individual Maori women of varying age groups - topic: 
'Cervical Cancer Screening'. Sad to say that the climate around this type of 
intrusion into the sanctity of womanhood is rather cool. ... I asked a Kaumatua 
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what he thought about the subject. His reply, 'I hua mai te tangata ite aroaro 
o tana whaea, kia tipu ai, a ia, iroto ite honore mete kororia, otona whakatipu 
tanga."' 

In other words, 
"That is a very sacred territory where you and I come from into this physical 
plane, and then be nurtured at her breast to thrive." 

The implications of the sacredness of the genital area for Maori women cannot be un
derestimated. They will have repercussions not only for population-based cervical 
screening but also for the treatment and monitoring of CIS as well as invasive cancer. 
There seems to have been little cultural understanding of these mores on the part of the 
profession. 
Any doctor conducting a vaginal examination, needs a sympathetic understanding that 
the genital tract is a sacred part of a woman's body which should be treated with respect, 
examined in total privacy, and under conditions which enable the woman to respond with 
trust and to communicate her views, symptoms and feelings as an equal. If her consent 
is sought to any procedure or treatment, it is critically important that the health profes
sional is certain that that consent is freely given and that she has not acquiesed from natur
al courtesy or a wish to please someone who appears to be of greater status than herself. 
If she is not offered these conditions, her management is not adequate. If a patient is un
able to speak freely with her doctor out of embarrassment or a feeling of inferiority, then 
important symptoms might pass unnoticed. There is also a requirement to deal face to 
face with the Maori patient who is less likely to respond to correspondence or even tele
phone calls. This last point was confirmed during an interview with a patient who re
quired monitoring after a hysterectomy in 1980. She said that on one occasion the Hospital 
had contacted her husband: 

"They rang him to get in touch with me. They aresupposedtosendmeanap
pointment card and they haven't .... " 

Question: And did you go and see them? 

Answer: They just wanted me to ring them to see how I was .... She said she 
would send me an appointment card but I haven't had one yet. 

As this woman had not received her appointment card, she had not returned to National 
Women's Hospital for examination or treatment since the date of her hysterectomy. 

b) Pakeha women 

I do not underestimate the reactions of Pakeha women to examination and disease of the 
genital tract. In many cases the patients who spoke to me had similar feelings to those 
attributed to Maori women. There was a strong thread running through the patients' evi
dence of constant disruption to their lives from repeated returns to the Hospital for 
monitoring and/or treatment, and of marital problems, family difficulties in arranging 
childcare or time off work, embarrassment and humiliation at the procedures employed, 
anxiety and downright anger. These feelings were common to both races. 

c) Samoan women 

A meeting with a group of Samoan women revealed that they too place great emphasis 
on modesty, privacy and the need for discussion with health professionals from their own 
culture. Their views of disease or examination of the genital tract fell somewhere between 
the Maori women's feelings of sacredness and the social embarrassment and desire for 
privacy felt by both Maori and Pakeha women. They regretted that the programme al
lowing Samoan-trained nurses to be retrained for registration in New Zealand had been 
curtailed. The result was a diminishing pool of Samoan nurses who might help Samoan 
patients cope with the special stresses of vaginal examination and genital tract disease. 
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The emotional and social impact 
of disease of the genital tract 

I could provide many examples from various racial groups of the emotional and social 
effects of having a disease of the genital tract and ofregular attendance at National Wom
en's Hospital. The Hospital consultation clinic notes sometimes touch on these factors. 
For example: 

On her thirteenth visit to the Hospital following a diagnosis of invasive cancer and treat
ment by radium plus radical hysterectomy, this patient's (Code SY) notes record: 

"Patient complaining of dyspareunia, postcoital bleeding and also libido. She 
is also worrying about losing her husband .... " 

On the next visit: 
"Patient has a lot of social problems, her [husband] spends only half the time 
with her and she is afraid of being deserted. Coitus causes dyspareunia. She 
feels not well enough to resume her work and is generally insecure and 
depressed .... " 

Another patient told me: 
"Having to visit the hospital so frequently became a strain. I was very uptight 
and I felt diseased. My husband got rather sick of it too. We lived a long way 
from the Hospital and he was always left with the children to look after and 
at that time we had two businesses to run. At the beginning the visits to the 
Hospital weren't such a problem, but as it went on for so long it caused Jots 
of trouble which contributed to our family problems. 

"Eventually I used to visit the Hospital in a taxi because my husband didn't 
want to take me. I eventually got sick of going to the Hospital. I was worried 
that I had cancer but they didn't seem to be doing anything about it." 

She was also concerned about lack of dignity and privacy. 
"Every time I went there, there were several doctors who talked about me in 
my presence asif I was a piece offurniture. They talked amongst themselves 
about me instead of to me and I would be lying on a bed with my legs in stir
rups and a sheet in front of me .... 

"When you went there for an appointment, you were told to be there at 10 
o'clock in the morning. You would just sit and sit in the waiting room full of 
women; and then you found out that everyone had been told to be there at 
lOo'clock. Sometimes you would sit there for two and a half hours before any
one did anything to you. 
"Then they put you in a little white gown with no strings on the back and 
sometimes you sat in a little cubicle for another three quarters of an hour. Even 
when the doctor came to see you, the beds and curtains were so close together 
you could hear exactly what was being said from one bed to the other. There 
was no privacy and it wasn't very nice." 

Other patients received quite the wrong impression of the nature of their disease. One 
woman who was refusing to allow any form of monitoring, either at National Women's 
Hospital or through her general practitioner, told me: 

"I have gotta the stage now; what happens, I don't worry about. I tis terrible. 
I am petrified of hospitals. I will tell you too, that I haven't had sex since then. 
They were coming up with a lot of theories that it could have been through 
a lot of sex, perhaps two people weren't suited to one another,, where they 
thought that perhaps that could trigger it off, and also stress. 

"They were definitely not sure of anything at that stage and trying to figure 
things out. But that put the wind up me and I thought I will not have sex any 
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more either. ... I suppose it possibly could have had an effect on my husband, 
but he's accepted it. He knows now I will never let any man within a foot of 
me. I just couldn't stand it .... It was more that you could have sex with your 
partner and it would trigger off again and I thought, 'Oh, I am not going to risk 
that."' 

Returning to the consultation clinic at National Women's Hospital for repeated exami
nations and procedures over the years have their own special impact on some women. 
For instance: 
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"IfirstbecameapatientatNWHin1963wheniwasexpectingmysecondbaby. 
I have had five children altogether .... As well as attending atthe Hospital for 
checkups before and after the births of my children, !became a regular patient 
at one of the Hospital clinics. I did not really understand why I had to visit the 
Hospital. 

"I now understandfromreadingmynotes that I had carcinoma in situ of the 
cervix and that they must have asked me to keep coming back so they could 
keep an eye on it. I can remember one occasion when! had photographs taken 
of the inside. I remember that very well because it was embarrassing. At the 
time I had no idea why the photographs were being taken and now looking 
at my notes I see that! had punch biopsies in June 1965 and April 1968. I have 
knowledge of them, but was not told the results. I just assumed it was more 
painful than the usual smear test. 

"After the birth of my fourth [child]. .. I asked for something to be done so that 
I didn't get pregnant so quickly again. I had a loop inserted by Professor 
Green. Afterwards I was asked to return to the Hospital after the loop was in
serted. I thought the reason was so they could keep a check on the loop. If I 
missed an appointment for any reason they would send me a letter. In the end 
they even sent me telegrams asking me to make another appointment. I won
dered why. 

''About four years after the loop was put in I began bleeding .... A doctor re
moved it. The bleeding stopped after the loop was removed. I had another 
child born in 1972 and after .. .I became very ill. I was in a lot of pain but tried 
to take no notice of it. I had marital problems and I had my children to look 
after. At one stage it got so bad that I was taken by my husband to Middlemore 
Hospital. I had terrible pain and fever .... 

"I have looked at my notes and they say that I was in NWH twice during that 
year before I had an operation in November, but my recollection is that I was 
actually admitted in hospital three times before the operation. Towards the 
end of ... I saw Professor Green as a patient in Ward Nine. I begged him to do 
something for me. I asked for tubal ligation or hysterectomy or anything .... 
My bad health was having an effect on our family. My husband was having 
to take time off work to look after the children and he lost several jobs because 
of this. We had no money and at times no food for the children. 
"In November 1974 I was admitted to NWH. I can remember after the opera
tion being told that they had taken out one of the tubes because it was infect
ed. I understood that I had gone in to have both tubes tied. I now know from 
looking at my hospital notes that I had a ring biopsy at the time and I do not 
remember being told about it .... Towards the end of 1985 I started having 
heavy fortnightly periods and I had a curette done at NWH. When that did 
not fix the bleeding problem I asked for a hysterectomy which I had in July 
1986. 

"Now that I look back on my medical history and file I feel that I should have 
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been told about the carcinoma in situ of the cervix. I feel that a woman has a 
right to know what she wants to know from a doctor. I used tohavealotof faith 
in doctors but I have lost it because of the things that have happened to me. 
I am sick of women being downtrodden and I think they should be told what 
is wrong with their bodies." 
(Patient Code 7V) 

This woman's husband felt equally strongly about the effects, particularly the lack of in
formation and the consequences to their family. I cannot underestimate the difficulties 
faced by a woman with young children being obliged to return repeatedly to a clinic. The 
anxiety of coping with pain, the care of young children, marital difficulties, and the loss 
of the breadwinner's job because of attending hospital so frequently, becomes, cumula
tively, an extremely serious matter. Had the gynaecologists, nursing staff or social workers 
elicited that information from this woman, the decision to do little more than monitor 
her condition, without definitive treatment and without listening to her need for relia
ble contraception, might have been different. 

SUMMARY AND CONCLUSIONS 

1. Adequate treatment of carcinoma in situ is that which is based on generally accept
ed treatment and evidence of disease eradication. 

2. The aim is, and over the relevant period has always been, to achieve this or, if there 
is any recurrence of the disease, to repeat the treatment. 

3. National Women's Hospital has had an efficient follow-up system for patients diag
nosed with CIS. This system has been in place for many years and before it was gener
ally accepted that these patients needed lifelong follow-up. However, a minority of 
patients have not received adequate treatment by generally accepted standards of 
the time. 

4. Adequate treatment for women who have CIS now requires that they are treated with 
the aim of eradicating the disease. They also must have their condition monitored 
for life. Moreover, these women must be advised of the nature of their condition and 
of their responsibility, to ensure that they attend for regular smear tests and exami
nation. 

5. Any definition of adequate management for CIS of the genital tract implies adequacy 
from a broad viewpoint; one involving the cultural, emotional, family and social con
sequences of the disease. Specialist staff at National Women's Hospital must clari
fy their scientific objectives in diagnosing and managing the disease and, of equal 
importance, come to terms with the personal problems encountered by patients di
agnosed with this disease. 

6. Protocols for managing disease of the genital tract should be developed at National 
Women's Hospital and reviewed from time to time. 

7. Adequate management of carcinoma in situ of the genital tract must include: 

a) Acknowledgement of the dignity of the woman patient and her right to total 
privacy. 

b) Knowledge and acceptance of her cultural needs. 

c) The provision of accurate information concerning diagnosis, treatment and fu
ture management of the disease. 

d) Provision of adequate information about the consequences of treatment and the 
impact that her treatment or management may have on her personally, on her 
family, working life and her mental health. 
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e) Counselling should always be freely available and women should be encouraged 
to take advantage of a service which is culturally appropriate, accessible and con
fidential. 

If these criteria are not observed, the patient is less likely to co-operate in all aspects of 
management including screening and follow-up. 

1 . 'Invasive Potentiality of Cervical Carcinoma in Situ' International Journal of Gynaecology and Obstetrics, 
Vol 7No4: 161. 
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TERM OF REFERENCE THREE 

I am required to establish 
"whether there is a need to contact women who have been referred to or treat
ed for CIS at the National Women's Hospital with a view to providing further 
advice or treatment or both to them''. 

While this section of my report is my final account to the Minister of Health pursuant to 
Term of Reference 3, during the course of the Inquiry I made a number ofinterim and con
fidential reports. Those reports are confidential in that they identify individual women 
and the information is not, therefore, for public consumption. 

Procedurally, it is unusual to make interim reports. It could be, and indeed was suggested 
that it would be, improper for me to form any conclusions and re port to the Minister until 
my enquiries had been concluded. If the evidence and submissions had been complet
ed in the original time span of two and a half months, that might have been possible. 

The Inquiry created far more public attention than I had envisaged, more people wished 
to be heard and the amount of information which was put before me was so great that 
the initial time estimate was completely inadequate. When this became obvious, I began 
to consider the need to make interim reports under this Term of Reference to the Minister. 
I also considered that interim reports containing the names of all women who might need 
further advice or treatment would enable the Minister to establish procedures for their 
management before my formal report was published and turned public attention on 
them. These women are entitled to be treated or advised under conditions which guaran
tee confidentiality. 

If my medical advisers had found no reason for concern about the treatment and advice 
that women had received when they reviewed the patient files I held, then I could have 
waited until completing this report. This, however, was not the case. As the information 
on treatment and advice to patients began to emerge at the hearings, there was some pub
lic pressure to begin making interim reports. Professor Richart, the first of the interna
tional medical experts to be heard, stressed this in a much publicised part of his evidence. 
In response to the proposition that patients with persisting disease should be recalled, 
examined and appropriately treated (a direct reference to his evidence which had criti
cised the adequacy of treatment procedures at National Women's Hospital) he said, 

"I would recall them yesterday." 

Well before this, my three medical advisers had developed procedures for identifying 
any women who might need additional treatment. Although they, with their combined 
expertise, might be able to advise me on the most up-to-date treatment procedures and 
definitions of the disease CIS, it was necessary to ensure that the expert medical evidence 
was adequately explored before making any report to the Minister. 

My advisers also confirmed that the delay of a few days or weeks was unlikely to be 
hazardous for any patient except in the most unusual circumstances. Very early on, two 
patients were identified as falling into that urgent category. Information on them was im
mediately given to the Minister and to the Auckland Hospital Board. With this exception, 
I deferred making further reports until I had heard the evidence of across-section of med
ical opinion. 

After hearing the evidence of Professor Ralph Richart, Dr Joseph Jordan, Dr Ellis Pixley, 
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Dr Sadamu Noda and Dr Minoru Ueki and having read Dr Colin Laverty's brief of evi
dence, I formulated criteria against which the patients' files I held could be reviewed. 
These categories were: 

1. Patients with persistent or recurrent abnormal cytology following treatment for CIS. 

2. Patients who in the past have had a diagnosis of micro invasive carcinoma, and where 
there was some doubt about adequacy of treatment. 

3. Patients whose last operative procedure showed incomplete excision and where there 
was some doubt about the possibility of ongoing disease. 

4. Patients whose only treatment was punch biopsy. 

5. Patients who had had treatment for invasive cancer. 

6. Patients probably adequately managed, requiring only follow-up cytology. 

Using these categories, Professor Eric MacKay, Dr Charlotte Paul and Dr Linda Hollo
way began classifying patients first from those who had received 'conservative treatment' 
and who were known as Group 2in the Mclndoe et al paper. Then all other patients with 
a diagnosis of CIS from 1958 to 1976 inclusive, were similarly classified, and the files of 
certain patients individually reviewed. The Minister received a list of names with iden
tifying details and brief comments about each patient. 

REVIEW OF FILES FROM 1977 ON 

From the outset, it had always been possible that it would be necessary to review all files 
where a diagnosis of ClS had been made from 1977 down to the present time. A sampling 
of these files at first indicated that there might not be a major problem. My advisers and 
I had assumed that in more recent years management of patients with a diagnosis of CIS 
had altered markedly. There was a total of about 3000 files in this period. It was therefore 
necessary to be sure that the review was essential before committing resources to that 
end. 

For a variety of reasons I asked my advisers to review these files. First, a number of pa
tients w horn I had interviewed privately demonstrated that there was cause for concern 
in more recent treatment and management procedures. Secondly, in the course ofreview
ing all cases with a diagnosis of microinvasion which had been excluded from the Mcin
doe ct al paper, it became clear that treatment for some patients with microinvasion was 
very similar to that for some patients with CIS. Microinvasive disease cannot be safely 
managed in the same way as carcinoma in situ. 

It was of great assistance in undertaking this task that, at the same time as advising the 
Auckland Hospital Board to recommend that the Minister of Health establish an Inquiry 
under the Hospital's Act, the Superintendent-in-Chief set in place a review of the case 
records at National Women's Hospital to identify any patients who "are neither dis
charged from care nor under follow-up". 

Drs Jamieson and McIntosh reviewed the case notes of 3037 patients registered as hav
ing a pathological diagnosis of carcinoma in situ of the cervix at National Women's Hospi
tal from January 1955 to December 1986. This information provided the base for a further 
review of all cases diagnosed from 1977 on. It also had the value of helping the Hospital 
identify those women who required further treatment, or who were lost to follow-up from 
the Hospital. I was told that immediate steps were taken by the clerical staff to begin trac
ing them. 

In their initial review of the Jamieson/McIntosh information on post-1976 diagnoses of 
CIS, my advisers initially identified 251 cases where examination of individual files would 
be necessary. following an examination of these files, they reported that many of those' 
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women had already been located and procedures set in place to treat them. From this 
review, however, names of certain women diagnosed with micro invasive disease were 
reported to the Minister. From the review of files from 1958 to 1986 inclusive, 123 names 
were given to the Minister in interim reports, the first dated 23 September 1987 and the 
last, 10 June 1988. A summary of the manner in which the information was collated and 
the results of the review of all files may be found in Appendix 3. 

WHAT ACTION IS NOW NEEDED? 

My advisers have only had the opportunity of reading the files as they have been made 
available from National Women's Hospital. They have not reviewed the pathology or ex
amined the patients. They have, however, carefully reviewed the notes. The time has 
come for these women to be located, examined, where necessary treated, and given ap
propriate advice which allows them to understand the nature of their condition and to 
co-operate in future treatment plans. T believe that the medical profession and I have a 
special duty to these women. In my opinion the following principles must be borne in 
mind when their cases are considered. 

1. Locating the patient 

Some of these women have lost contact with National Women's Hospital. In normal cir
cumstances, I would accept that the patient shares a responsibility to ensure that she 
returns for treatment and advice. The responsibility cannot be said to rest solely with her 
doctor. In the present instance, however, there is a small group of women who lost con
tact with National Women's Hospital without ever having received adequate treatment 
for their condition. These women were being followed-up while continuing to have posi
tive smears. I am concerned that they did not know they were included in a trial which 
involved withholding generally accepted treatment. They may be quite unaware that they 
are still at high risk. 

There are also other women who, following treatment, can no longer be located. There 
is some uncertainty about the adequacy of their treatment or follow-up. So few of the 
women whom l have met have accurate information about their condition, or adequate 
information on which to base decisions about their own health care, that each and ev
ery one of these women must be located and given this information. I am hopeful that 
many of them will have received adequate information and definitive treatment at other 
hospitals. 

2. Treatment 

The best available treatment must be offered to this group of women. In his evidence, Dr 
Jordan set out criteria for follow-up of patients known to have had carcinoma in situ or 
microinvasive carcinoma in the past. He said: 
a) 'All patients treated for carcinoma in situ and microinvasive carcinoma should 

have lifelong follow-up by cytology 

b) 'Any patients with persistent abnormal cytology following treatment should 
be reviewed by colposcopy and cytology (to include an endocervical cytolo
gy specimen orendocervical curettage) with a view to intervention if persis
tent abnormality is suspected. 

c) ''Any patient who has been treated, has had negative follow-up cytology and 
subsequently develops abnormal cytology in the future, should be reviewed 
by colposcopy and cytology (to include an endocervical cytology specimen 
or endocervical curettage) with a view to intervention if a new lesion is 
suspected. 
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d) "If these procedures are already being adopted, then there is no indication 
to recall such patients for reassessment. Those patients who are not being fol
lowed in this way should be recalled. 

"Patients who have, in the past, had a diagnosis of microinvasive 
carcinoma -
All case records should be reviewed by the Hospital Authorities to assess first, 
if treatment has been adequate and is the patient thought to be free of disease, 
and second, is further intervention required. 

"Patients with a histological diagnosis of carcinoma in situ and who continue 
to have positive cytology during follow-up -
These patients should all be reviewed, as a matter of urgency by a col
poscopist. 

"Patients with a histological diagnosis of carcinoma in situ who were 
managed by punch biopsy and cytology follow-up -
The case records of all of these patients should be reviewed and if there is any 
suspicion that there may be ongoing abnormality then the patient should be 
reviewed by a colposcopist. 

"Patients with a histological diagnosis of carcinoma in situ who had post
operative abnormal cytology and were subsequently subjected to a second 
operative procedure which showed incomplete excision on the second oper
ative specimen, of carcinoma in situ -
These records should all be reviewed and if there is any doubt about adequacy 
of treatment the patients should be recalled and reviewed by a colposcopist. 

"Patients who had a second operative procedure because of ongoing abnor
mal cytology, and in whom excision of the lesion was shown to be complete 
at the second operative procedure -
These records should be reviewed and if there is any doubt about the possi
bilityofongoingdisease, the patient should be recalled and assessed bycol
poscopy 

"Patients with a histological diagnosis ofcarcinoma in situ in whom the in
itial operative procedure showed incomplete excision of carcinoma in situ 
but who subsequently had negative follow-up smears -
These records should be reviewed and if there is any suspicion that the im
mediate follow-up period did not include colposcopy and adequate cytolo
gy then the patients should be recalled. 

"Finally, many women treated at the Hospital since the late 1950s will un
doubtedly wonder if they are harbouring further disease. They should be 
reassured that there is no dispute about the adequacy of treatment in the 
majority of instances. But, if any women do have doubts, then they should 
be offered a consultation with a view to giving final reassurance." 

Dr Jordan also stated, and I accept, that if there is any uncertainty over the follow-up of 
these patients, then they must be located and treated. If they have been discharged or 
there is uncertainty over follow-up arrangements, the responsibility is on National Wom
en's Hospital to ensure thatthey are receiving adequate treatment elsewhere. I am aware 
that there is a heavy and mounting workload for cytologists, pathologists, colposcopists 
and gynaecologists. However, these women must be given priority. 

3. Independent assessment 

Some of these women may prefer to receive advice or treatment from gynaecologists who 
are not associated with National Women's Hospital. If this is so, their requests must be 
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honoured. More recent examples of delay in diagnosis and treatment of CIS and inva
sive cancer have led rrie to the view that independent review of treatment offered to these 
women at National Women's Hospital must be put in place. I am not confident that the 
standard of management offered is always of the highest order. 

4. Contacting the patient 
Many of these women will be disturbed to learn that they need follow-up treatment or 
advice. Some may be reluctant to co-operate in treatment because of the public con
troversy which has focused on the Hospital over the last year. Therefore they must be 
offered sensitive care. During the course of the hearings, I received a wide variety of sug
gestions on how this contact should be made. I accept the following general suggestions: 

a) Any patient who requires follow-up treatment or advice must be contacted direct. 
Her general practitioner, where known, also ought to be contacted and advised. 

b) Attention should be paid to ensuring that colposcopy facilities are available with 
skilled colposcopists, so that all women who require follow-up treatment have im
mediate access to a colposcopic examination. 

c) Women's groups and Maori women with strong links to the Maori community 
should be asked to advise the Minister on various aspects of follow-up. Maori women 
in particular will need personal contact. 

d) An appropriately trained counsellor or medical social worker should make the ini
tial personal contact and should be available to those women who require further 
treatment or advice. Cultural considerations must be taken into account. 

e) This group of women must have immediate access to their own files should they wish 
to read them personally or seek further specialist advice. 

5. Cases reviewed during the Inquiry 

During the course of the Inquiry the files of many NWH patients with a diagnosis of CIS 
or invasive disease of the genital tract were discussed. In some cases, the notes were 
reviewed and comment made by overseas authorities who gave evidence at the hearings. 
It is my opinion that any woman whose case has been discussed or reviewed by my med
ical advisers, should have the right to the information if she so desires. I have therefore 
arranged that a comprehensive list be prepared so that any patient may ask for a copy of 
comment made during the evidence. The Minister of Health and Commission offices 
each hold a copy of this list which includes the details of all women whose names have 
been reported to the Minister pursuant to this Term of Reference. The list includes de
tails of women who have died of invasive cancer and who appear.not to have received 
generally accepted treatment. The information is, of course, confidential and should be 
made available only to the woman herself, or on her authority to some other person or, 
if she has died, to a near relative. 

6. All other patients who have been 
treated for CIS of the cervix 

In addition to the women who require a review because of doubts about the adequacy 
of their treatment, I am concerned about all the other women who have been treated at 
National Women's Hospital for CIS of the cervix. Many of these women will understand
ably be anxious that their treatment may have been inadequate in view of the publicity 
given to this Inquiry and to my comments in th is report. Moreover, there is evidence that 
some of these women and their general practitioners were not informed by the Hospi
tal when they were discharged from the clinic that they must undergo regular, annual 
smear tests. The women also were not told that they need to know the results of the smear 
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and to ensure that some action is taken if those results were abnormal. I therefore recom
mend that all women who have had a diagnosis of ClS of the genital tract at National 
Women's Hospital receive written information about the nature of their condition and 
the need for follow-up smears. 

7. Women who had CIS with microinvasion 
Women who have had a diagnosis of CIS with microinvasion form a special category. 
These women should be told of their diagnosis as there is some evidence that they were 
not aware thatthey had early invasive cancer. The appropriate follow-up treatment and 
management must be explained to them so that they too can sh.:ire the responsibility with 
their general practitioners or gynaecologist for their future health care. 

8. Dysplasia 
In the time available, my advisers have not attempted to identify those women who have 
received a diagnosis of mild or moderate dysplasia (CIN 1 or 2 in modern terminology). 
These are the abnormalities preceding CIS. Nor have they attempted to advise me on the 
adequacy of treatment of this group of women. Dr Holloway told me that the current as
sumption about dysplasia was that "the implication of the dysplasia - CIS terminolo
gy, is that only those lesions classified as the latter are at the doorstep of invasive 
carcinoma, and therefore dysplasia must progress to CIS before invasion of the stroma 
is imminent." She stressed, however, that present knowledge cannot allow a confident 
assumption to be made that dysplasia always progresses to CIS. Since there is that pos
sibility, however, management of patients with the diagnosis of dysplasia must be care
fully undertaken. A review of this category of patients and their management is 
recommended. 

Patients referred to the Minister of Health 
pursuant to this Term of Reference 

Period of 
first Category 
admission 

1955-76 

1955-76 
1977-86 

1977-86 
1983-86 
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Persistent or recurrent abnormal 
cytology following treatment 
Patients with a diagnosis of 
rnicroinvasive cancer and doubt about 
adequacy of treatment 
Only treatment punch or wedge 
biopsy 
Patients with incomplete excision 
and some doubt about possible 
ongoing disease 
Other special needs 

(Of these 68 referrals, 3 related 
to CIS vagina and 65 to CIS cervix) 
CIS vagina ( additional case) 
CIScervix 
Microinvasive cancer 
CIS vagina 
CISvulva 

TOTAL 

Number 

20 

13 

5 

13 
17 

68 

1 
19 
32 

1 
2 
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Chapter 7 

ETHICS AND PATIENT RIGHTS 

This chapter deals with ethical issues as they applied to this Inquiry, and to circumstances 
and events which were raised during the hearings and which require comment. 

Historical background 

A patient who enters hospital for examination or treatment will usu ally be nervous and 
feel out of her depth. She may be surprised by how little information is offered about her 
diagnosis and management. Frequently she will ask very few questions of the nursing 
or medical staff. Occasionally, she will be outraged when she learns that treatment or 
procedures have been undertaken without her knowledge or consent. Overwhelmingly, 
howeve1; she will trust the medical, nursing and administrative staff to have one over
riding goal: her health and welfare. 

The ancient oath of Hippocrates contained this concept as its first principle. In the Decla
ration of Geneva 1948, that principle was reaffirmed as "the health of my patient will be 
my first consideration". It is instructive therefore to review whether medical and health 
care professionals have seen the patient's health and welfare as their prime objective over 
the past 30 years, and whether practices at National Women's Hospital have reflected that 
approach. 

Although there are many similarities in the ethical considerations that apply to treatment 
of patients and to research involving patients, there are some historical distinctions which 
should be placed in perspective. According to Dr Campbell, Visiting Professor in Biomed
ical Ethics at the Otago Medical School, until the end of the Second World War the ethics 
of medical practice appears to have been a relatively undeveloped subject which was dis
cussed (if at all) only within a strictly professional enclave. 

There had long been an emphasis that members of the medical profession behave towards 
each other with the utmost courtesy. Similarly, it has been expected that they will not un
necessarily interfere in each other's work. As Professor Campbell said, "Historically, the 
medical profession had been 'really confusing ethics with etiquette':' From the early 19th 
century when Percival's Code was published, the profession has maintained a strong 
commitment to loyalty to colleagues, summarised in the 1948 Declaration of Geneva as 
"my colleagues will be my brothers". However, Professor Campbell emphasised that this 
has never been a principle which should override the primary duty to the patient: 

"It is clear from Percival onwards, that although one should not officiously 
interfere in the conduct of a colleague, ... where one has evidence to think that 
actions are not appropriate medically one should." 

CLINICAL FREEDOM 

For at least 100 years the notion of clinical freedom has existed in medical practice. 
Although the I Iippocratic Oath "makes the doctor the sole decision maker as regards 
'his' patient" (Campbell), there have in fact been significant developments, particular
ly during the period with which this Inquiry is concerned. Professor Campbell said: 

"The main effect of this [ development J was to alter quite dramatically the tradi
tional image of the clinical doctor as a wholly autonomous and authoritative 
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judgeof'what is in the patient's best interests'. In its place there has come the 
recognition that patients themselves are usually the best judges of this, 
provided they are properly informed of the options available." 

It has not always been easy to recognise the responsibilities attached to clinical freedom. 
Dr Jordan spoke of the 

"Reluctance ofcolleagues to impinge on clinical freedom. Clinical freedom 
is something which doctors, and consultants in particular feel is ve1y impor
tant to them. But we have all seen examples where clinical freedom, which 
means the consultant doing what he thinks is right, is not necessarily in keep
ing with current opinion and it becomes very difficult under these circmn
stances to say. 'Well, is he doing something which is really bad7' It may be a 
difference of opinion and I would defend anyone's right to say. 'Well, you 
would treat that patient that way I would treat that patient this way' It is differ
ent, but the end result could be exactly the same." 

The Auckland Hospital Board has also been reluctant to become involved in clinical mat
ters. As Dr Moody, a former Medical Superintendent-in-Chief, said: 

"The Board upheld the widely accepted principle of professional freedom, 
by permitting members of its medical staff, including members of the Univer
sity of Auckland medical staff who became honorary members of the Auck
land Hospital Board medical staff upon taking up their University 
appointment, to practise medicine the way they wished to, according to their 
professional beliefs, training and experience and to currently accepted 
methods and standards. 

''At the same time, the Board expected its clinicians and its honorary medical 
staff to act always in the best interests of the individual patient." 

Furthermore, Dr Moody considered that had a Superintendent-in-Chief become in
volved in a clinical dispute, the specialist staff would have interpreted that as adminis
trative interference in a clinical issue. When asked, "Are there any circumstances in which 
what you see as 'administrative interference in a clinical issue' would take place?" Dr 
Moody replied: 

"Yes. If something was in my opinion illegal. And there were several occasions 
while I was Superintendent-in-Chief where I intervened and gave instruc
tions thatthings were to stop. My job is not only protectorof the patients but 
also the protector of the public. If the public interest was involved, yes I would 
intervene, and I did. Always with thesupportoftheChiefExecutivebecause 
he speaks for the Board, not me, the Chairman of the Board and almost in all 
cases a Committee or the Board itself. Yes there were occasions .... If some
thing was going on which in my opinion was unlawful I would stop it." 

Counsel: So are you saying that the limits of professional clinical freedom are 
illegality or unlawful? Are there no other limits on professional clinical 
freedom? 

Dr Moody: I cannot honestly give you an extemporaneous yes or no. I can't. 

Dr Moody placed the individual doctor's conscience as the primary element of clinical 
freedom: 
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''. .. Surely to goodness ... you must give doctors the benefit of being, the great 
majority. people of standing, of integrity. who are Joyal to themselves and to 
their own consciences, basically to their own consciences, ... honorably and 
according to the cloth. When you take up medicine, you have it in your heart 
that you will do the best for the individual patients. Surely that's enough isn't 
it?" 



ETHICS AND PATIENT RIGHTS 

Dr Leslie Honeyman, the present Medical Superintendent-in-Chief, considered that the 
concept of clinical freedom requires free, frank and open discussions among those with 
specialised knowledge. He acknowledged the difficulties for those, including adminis
trators, who wish to obtain information but who do not have specialised knowledge. In 
particular, he spoke of the difficulties for those who wished to challenge that knowledge. 
'Outsiders' meet real barriers to free informed discussion and cannot successfully attack 
the freedom of the specialist to give whatever treatment he or she thinks best. 

Dr Jordan, having known Dr Green and his work, summed up the difficulties encoun
tered with clinical freedom as they applied to Dr Green's 1966 clinical trial: 

"There were times over a period of years when attempts were made to get 
Professor Green to change his mind about the work he was doing, and that 
was ignored... The reluctance ofcolleagues to impinge on clinical freedom 
is something which we all feel.... I feel ... that the people he was working 
with did not feel sufficiently strongly about what he was doing to make sure 
that he stopped it. Otherwise they would have done." 

In essence, clinical frcPdom in relation to the 1966 trial meant that a gynaecologist was 
able to instigate and continue a trial without effective intervention from his colleagues 
01; if they were unwilling or unable to intervene, from the administration. Clinical free
dom can no longpr be permitted to imply the right to treat patients as one wishes without 
intervention from administrators or colleagues. 

At ]past one writer believes that the era of clinical freedom is over when it applies to un
supported opinion. Professor Hampton, Professor of Cardiology at University Hospi
tal, Nottingham, wrote in 'The End of Clinical Freedom'': 

"Clinical freedom is dead, and no one need regret its passing. Clinical free
dom was the right - some seemed to believe the divine right - of doctors to 
do whatever in their opinion was best for their patipnts. In the days when in
vestigation was non-existent and treatment as harmless as it was ineffective, 
the doctor's opinion was all that there was, but now opinion is not good 
enough. If we do not have the resources to do all that is technically possible 
then medical care must be limited to what is of proved value, and the medi
cal profession will have to set opinion aside .... 

"Clinical freedom died accidently, crushed between the rising costs of new 
forms of investigation and treatment and the financial limits inevitable in an 
economy that cannot expand indefinitely. Clinical freedom was a myth that 
prevented true advance. We must welcome its demise, and seize the oppor
tunities now laid out before us." 

Howeve1; clinical freedom will always be relevant where it requires that the doctor with 
his or her specialist knowledge, determines the best course of management fur the pa
tient. 

Now the patient must be involved in decisions concerning her management and medi
cal colleagues must intervene if there is risk to the patient for any reason. The doctor is 
no longer wholly autonomous. As a concept, clinical freedom has been proved worth
less at National Women's Hospital when patients' safety or the rigorous testing of a new 
treatment protocol were at stake. 

PEER REVIEW 

Peer review demands from the doctor first an ability tu analyse his or her own work and 
learn from past professional experiences. Th Pre is a second requirement: the ability to 
know when consultation is necessary or desirable and the will to do this. Dr Campbell 
said: 
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"It has also been recognised that in all situations of uncertainty, the clinician 
is under an obligation to seek full advice from medical colleagues and from 
others who can offer a different perspective on the patient's situation." 

Therefore, there has long been an ethical obligation known as peer review that a doctor 
seek and accept criticism and advice from professional colleagues. There is also a strong 
obligation to maintain realistic self-scrutiny. It is not a concept peculiar to the medical 
profession. Many disciplines require full exchange and discussion of ideas as a form of 
supervision or quality control of the service offered or product manufactured. No one 
person can hold the complete knowledge and wisdom needed to treat a patient who has 
a difficult medical condition; or whose social circumstances require a re-thinking of Of' 

thodox treatment. It is also of interest that Professor Campbell does not restrict peer 
review in the medical profession only to those who are medically qualified. 

The concept itself is common sense; but the gravest difficulty has always been in im
plementing peer review. To some clinicians peerreview means discussing topics during 
coffee breaks. Those informal sessions certainly have their value but cannot replace the 
formal setting where cases are systematically reviewed. National Women's Hospital es
tablished a group called the Tumour Panel where difficult cases were discussed. But peer 
review should extend beyond the unusual or difficult case and into the area of everyday 
clinical practice, particularly as the Tumour Panel (which has essentially had a teaching 
task) proved to be ineffective as a forum for dealing with the consequences of the 1966 
trial. 

Dr Duncan, President of the Royal New Zealand College of Obstetricians and Gynaecol
ogists, told me that the College had believed that peer review had been operating at Na
tional Women's Hospital and that the Auckland Hospital Board was effectively managing 
any problems arising out of the 1966 trial. However, it was his view that the patients' rights 
of privacy together with clinical freedom could effectively mask any problem that might 
arise. He favoured a system where "you and your colleagues discuss ... your problems in 
such a way that you were better informed, perhaps both of their activities and your own''. 
to a formal review of one individual's work. 

The real difficulty in such a procedure, for all its worth, is that mistakes, incompetence, 
orrigid adherence to outmoded treatment protocols might not be discussed. Every hu
man being finds it difficult to accept the possibility of criticism with equanimity. 
Nevertheless, the effort must be made. 

In 'The Critical Attitude in Medicine: The Need for a New Ethics' by MacIntyre and Pop
per, 2 the authors say: 

"Doctors are expected to profit from their experiences, and from their earli
est davs medical students are exhorted to learn from their mistakes. To learn 
only f;·om one's own mistakes would be a slow and painful process and un
necessarily costly to one's patients. Experiences must be pooled so that doc
tors may also learn from the errors of others. This requires a willingness to 
admit that one has erred and to discuss the factors that may have been respon
sible. lt calls for a critical attitude to one's own work and to that of others." 

There are' other difficulties identified by MacIntyre and Popper. The first lies in the na
ture of the doctors' work. 

"I )octors rarely observe the work of their colleagues at firsthand; they rely on 
their own approach and un their own ability. so their work tends to be self
validating and SC'!f-confirming .... These factors encourage personal rather 
than collective responsibility." 

Secondly, 
"Many doctors believe that audit and peer review would threaten lhedoctor-
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patient relationship. This relationship is founded on the acknowledged skill 
of the doctm; but also on his patient's fears. His authority may crumble should 
patients hear of mistakes." 

These problems arc not insurmountable and are minor when compared with the damage 
that can occur when peer review is neglected. 

Peer review is possible, given the right spirit and environment and the encouragement 
and support of administrators. Bu tit should be established in a formal setting. The profes
sion can no longer rely on informal discussions which may or may not include all rele
vant staff members and where there is no systematic review of procedures. There is the 
example of peerrevicw in practice, established by a hospital in Birmingham, which was 
reported in the Journal of the Royal College of Physicians of London, July 1980. 

The report commented on the beneficial results of holding a regular medical audit among 
fiveconsultantphysicians and their junior staff, including final year students. Benefits 
have included the improved documentation of patients' cases so that doctors who do not 
know the patient may, with confidence, rely on the notes. One result has been an in
creased awareness that investigations or treatment might need to be justified at a later 
stage, and this has led to more critical thought being given to the problems while the pa
tient is in the ward. Also, greater emphasis is being placed on proper communication with 
the patient and relatives as an integral part of the management. Systematic and organised 
pecrreview as illustrated in this example could, however, be improved by the inclusion 
ofother health professionals (particularly nursing staff and social workers) in the group. 

In 'Institutional Ethics' (The Lancet, October 1987), Silver says: 
"Those academic institutions who claim leadership in medicine should now 
be hard at work devising a system whereby practitioners can maintain the 
skills and excellence that are fostered in medical schools. 

"Secondly, practitioners should be encouraged to look critically at what they 
themselves arc doing, in terms of the need of people for care and cure. The 
self scrutiny that began with the clinical pathological conferences and infant 
and maternal mortality conferences, needs to be extended to the daily prac
tice of medicine." 

When it came to evaluating or reviewing the 1966 trial, Dr Green's peers failed him. 
Twenty-one years after the first oral and written challenges to the Proposal, an article in 
a non-medical magazine achieved in a few days what his colleagues could not. Drs Mcin
doe and McLean, then Dr Warren and latterly Dr Jones, had all expressed their disquiet 
in a variety of ways. They attempted intelligent peer review through private discussions 
and consultation with the Medical Superintendent-in-Chief, called on the advice of a 
world authority in gynaecological oncology, and raised the question of the safety of the 
trial and consequential treatment of patients at meetings of the Hospital Medical Com
mittee. In the long run all this countedfornothing. The publication of the 1984and ]986 
scientific papers hardly seemed to cause a ripple among the staff at National Women's 
l Iospital; they wen' read by colleagues and yet no special effort was made to locate and 
treat women who needed review. Of even graver concern is the fact that the Auckland 
Hospital Board took no steps to ensure that patients' welfare was not at risk even though 
it had known of the risks, through its Medical Superintendent, since 197:i. 

The response to the magazine article, publishedinjune 1987, was instant and spectacu
lar compared to these years of neglect. In contrast with what had been published beforl', 
"An 'Unfortunate Experiment' at National Women's" was written by lay people. It initiated 
the first real action to review the 1966 trial and its consequences for patients. The maga
zine went on sale at the end of May ]987. By HJ June 1987 the Terms of Reference for this 
Inquiry had been settled and I had been appointed pursuant to the Commissions of In
quiry Act 1908 to prepare a report for the Minister of Health. 
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An l nguiry into medical practice is one form of peerreview, albeit enforced. It is also the 
most disastrous for the profession, for patients and for the public purse. I believe that un
less the profession can establish adequate peer review and adequate systems to cope with 
the inevitable mistakes or problems caused by incompetence, then there will be a con
tinuing succession of inquiries of this nature. 

INFORMED CONSENT 

The obligation to obtain a person's consent to participation in non-therapeutic research 
was stipulated unequivocally in the 1947 Nuremberg Code which stated: 

"The voluntary consent of the human subject is absolutely essential. 

"This means that the person involved should have legal capacity to give con
sent; should be so situated as to be able to exercise free power of choice, 
without the intervention of any element of force, fraud, deceit, duress, over
reaching or other ulterior form of constraint or coercion; and should have 
sufficient knowledge and comprehension of the elements of the subject mat
ter involved as to enable him to make an understanding and enlightened de
cision. 

"This latterelementrequires that before the acceptance of an affirmative de
cision by the experimental subject there should be made known to him the 
nature, duration and purpose of the experiment; the method and means by 
which it is to be conducted; all inconveniences and hazards reasonably to be 
expected; and the effects upon his health or person which may possibly come 
from his participation in the experiment. 

"The duty and responsibility for ascertaining the quality of the consent rests 
upon each individual who initiates, directs or engages in the experiment. It 
is a personal duty and responsibility which may not be delegated to another 
with impunity." 

This first principle encapsulates the modern doctrine of 'informed consent'. Although 
the principle was limited to non-therapeutic research only. by 1964 the World Medical 
Association had published a code of ethics known as the 1964 Helsinki Declaration which 
stated: 
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"It is the mission of the doctor to safeguard the health of the people. His 
knowledge and conscience are dedicated to the fulfilment of this mission. 

The Deel a ration of Geneva of the World Medical Association binds the doc
tor with the words, 'The health of my patient will be my first consideration'; 
and the International Code of Medical Ethics which declares that'Any act or 
advice which could weaken physical or mental resistance of a human being 
may be used only in his interest: 

Because it is essential that the results oflaboratory experiments be applied to 
human beings to further scientific knowledge and to help suffering human
ity, the World Medical Association has prepared the following recommenda
tions as a guide to each doctor in clinical research. It must be stressed that the 
standards as drafted are only a guide to physicians all over the world. Doc
tors arl' not relieved from criminal, civil and ethical responsibilities under the 
laws of their own countries. 

In the field of clinical research a fundamental distinction must be recognised 
between clinical research in which the aim is essentially therapeutic for a pa
tient, and clinical research the essential object of which is purely scientific and 
without therapeutic value to the person subjected to the research. 
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I. Basic Principles 

1. Clinical research must conform to the moral and scientific principles that 
justify medical research and should be based on animal experiments or other 
scientifically established facts. 

2. Clinical research should be conducted only by scientifically qualified per
sons and under the supervision of a qualified medical man. 

3. Clinical research cannot legitimately be carried out unless the importance 
of the objective is in proportion to the inherent risk to the subject. 

4. Every clinical research project should be preceded by careful assessment 
of inherent risks in comparison to foreseeable benefits to the subject or to 
others. 

5. Special caution should be exercised by the doctor in performing clinical 
research in which the personality of the subject is liable to be altered by drugs 
or experimental procedure. 

II. Clinical Research Combined with Professional Care 

1. In the treatment of the sick person the doctor must be free to use a new 
therapeutic measure if in his judgment it offers hope of saving life, re
establishing health, or alleviating suffering. If at all possible, consistent with 
patient psychology, the doctor should obtain the patient's freely given con
sent after the patient has been given a full explanation. In case of legal inca
pacity consent should also be procured from the legal guardian; in case of 
physical incapacity the permission of the legal guardian replaces that of the 
patient. 

2. The doctor can combine clinical research with professional care, the ob
jective being the acquisition of new medical knowledge, only to the extent that 
clinical research is justified by its therapeutic value for the patient. 

Ill. Non-Therapeutic Clinical Research 

1. In the purely scientific application of clinical research carried out on a hu
man being it is the duty of the doctor to remain the protector of the life and 
health of that person on whom the clinical research is being carried out. 

2. The nature, the purpose, and the risk of clinical research must be ex
plained to the subject by the doctor. 

3a. Clinical research on a human being cannot be undertaken without his 
free consent, after he has been fully informed; if he is legally incompetent the 
consent of the legal guardian should be procured. 

3b. The subject of clinical research should be in such a mental, physical and 
legal state as to be able to exercise fully his power of choice. 

3c. Consent should, as a rule, be obtained in writing. However, the respon
sibility for clinical research always remains with the research worker; it never 
falls on the subject, even after consent is obtained. 

4a. The investigator must respect the right of each individual to safeguard 
his personal integrity, especially if the subject is in a dependent relationship 
to the investigator. 

4b. At anytime during the course of clinical research the subject or his guar
dian should be free to withdraw permission for research to be continued. The 
investigator or the investigating team should discontinue the research if in his 
or their judgment it may, if continued, be harmful to the individual:' 
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This was revised by the World Medical Association and republished in 1983 (see Appen
dix 9). Throughout the period from the late 1950s, therefore, there has always been a clear 
evolving duty to provide adequate information and to seek the patient's consent to in
clusion in a clinical trial. In 1966, as I have already noted, the 1964 Helsinki Declaration 
required: 

"If at all possible, consistent with patient psychology, the doctor should ob
tain the patient's freely given consent after the patient has been given a full 
explanation. 

In cases of legal incapacity, consent should also be procured from the legal 
guardian; in case of physical incapacity the permission of the legal guardian 
replaces that of the patient. 

2. The doctor can combine clinical research with professional care, the ob
jective being the acquisition of new medical knowledge, only to the extent that 
clinical research is justified by its therapeutic value for the patient." 

Legal comment on informed consent 

Although from 1966 on, there have always been clear ethical standards applying to non
therapeutic and to therapeutic trials, there has been little developed case law in New 
Zealand which deals with the concept of informed consent. The subject has come before 
Courts in other jurisdictions. Useful statements can be gleaned from various decisions. 

In Canada, as early as 1965, the Saskatchewan Court of Appeal in Halushka v the Univer
sity of Saskatchewan [1965] 53 DLR (2d) 436, concluded that the subject of medical ex
perimentation is entitled to a full and frank disclosure of all the facts, probabilities and 
opinions which a reasonable man might be expected to consider before giving his con
sent. The plaintiff was entitled to rely upon the special skill, knowledge and experience 
of the medical staff who were, in the Court's opinion, entrusted with this responsibility. 

The test enunciated in Smith v Auckland Hospital Board, 3 relates to medical treatment 
(and in particular surgery). The two judgements share common elements which require 
the provision of information which is peculiarly within the doctor's knowledge. While 
the reliance that a patient must have on his or her doctor was acknowledged, the deci
sion in Smith limited the obligation to provide information to that which the patient 
sought. 

It is not difficult to imagine a situation where a patient has too little medical knowledge 
to ask the right questions. The level of knowledge of the condition and treatment of most 
patients I interviewed vividly illustrates this. It is my view that today the reasonable pa
tient would expect full information and that a Court's ruling& would be likely to reflect 
that development. 

There is a obvious overlapping between the patient's right to know and to consent to in
clusion in a research project and the patient's rights with respect to treatment. In my view, 
the test should centre on the patient. It should not be a test which is dependent on decid
ing whether or not treatment was offered in the course of a research project, be it ther
apeutic or non-therapeutic, or simply part of a treatment programme available to that 
and other patients in the hospital. 

The patient has certain basic rights and, in some cases, limited obligations. If the research 
project is non-therapeutic, then the investigator should have an absolute duty to inform 
the patient that she has been included in the trial and to outline the risks before seeking 
the patient's freely given consent. In her evidence, Mrs Venn ell referred to an article by 
Brazier - 'Patient Autonomy and Consentto Treatment: The Role of Law?'4 In that arti
cle, Brazier states the basic proposition: 

"A patient who is sufficiently mature and intellectually competent to under-
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stand what is entailed in treatment is entitled to make up his or her own mind 
as tow hether to accept or reject proposed medical treatment. This right is part 
and parcel of his or her autonomy, of sovereignty over one's own body." 

Mrs Vennell's opinion, which I accept, is that the controversy about informed consent 
arises not because self-autonomy is not accepted by the medical profession, but 

"rather how far should the doctors go once the patient has made an initial de
cision to seek treatment. Having made the initial decision, should the doc-
tor give any further information?" 

The patient has a right to information, not only at the outset when treatment is first offered 
and accepted but as treatment progresses and knowledge of the patient's condition im
proves and options for treatment emerge. \Nhere thne are options the picture is less 
confused. 

"One thing is clea1; that if there are alternative available courses of treatment, 
both must be explained so that the patient can decide which they will decide 
to follow. This is freedom ofchoice." (Vennell) 

The real difficulty facing the doctor offering treatment, or the investigator seeking the 
patient's consent to inclusion in a clinical research project, is the amount of information 
that must be provided to the patient. In New Zealand, the enacting of the Accident Com
pensation legislation has almost certain! y resulted in a failure to develop law in this field. 
If a patient can be compensated by means other than action against her doct01: then she 
is more likely to take that simpler, cheaper option. 

Compensation is only one factor, however. Most patients would like to know the possi
ble risks and benefits of a medical procedure before deciding whether to take part in a 
medical research trial or to accept treatment. Other jurisdictions have grappled with this 
question. In the United States, a Court has held (Canterburyv Spence') that the doctor 
has a duty to supply the patient with all the information that she might reasonably con
sider necessary to assist her in coming to a decision. Furthermore the Court said: 

"Respect for the patient's right of self-determination on particular therapy de
mands a standard set by law for physicians, rather than one which physicians 
may or may not impose on themselves." 

The Canterbury judgement does not require the patient to have a complete understand
ing of the signficance and all the implications of the treatment. That would impose a heavy 
and on occasions, impossible burden on the doctor. The Court, however, agreed with 
the proposition that a risk would be material, 

" ... when a reasonable person, in what the physician knows or should know 
to be the patient's position, would be likely to attach significance to the risk 
or cluster of risks in deciding whether or not to forego the proposed therapy." 

In the United Kingdom, in Sidaway and the Bethelehem Royal Hospital, 6 a less than I 
per cent risk of damage, which in fact occurred, was not disclosed to the patient. The 
House of Lurds found that the doctrine of informed consent had no place in English law 
and rejected the Canterbury test. 

"In other words, the Court held that what should be disclosed by the doctor, 
was governed by what was accepted at the time as prope1; by c1 responsible 
body of medical opinion (the paternalistic approach)." (Vennell) 

The very low risk of the particular damage occurring unquestionably influenced the 
Court's view in the Sidawayjudgement. However, it is interesting to note that Lord Scar
man in the minority judgement, would have adopted the 'reasonable patient' test. It is 
also of interest to note that in Australia, where a body of case law is developing in South 
Australia, the Court has leaned towards requiring the consent of the patient to treatment 
after she has been given adequate information to assist her in making a decision. 
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Nevertheless, in one instance (Fv R') it was held that the doctor concerned owed no duty 
to the patient to inform her of the 'extremely remote risk' that the operation would fail 
and was therefore not negligent. The statistical failure rate was between 0.5 per cent and 
1 per cent, but according to the evidence of the three specialists called, the odds on the 
basis of their experience, were very much lower. It was found that it might have been 
otherwise if either the patient had asked specifically about the risk of failure, or if there 
had been an alternative procedure available with an even lower chance of failure. 

In its discussion paper, 'Informed Consent to Medical Treatment'. 9 the Law Reform Com
mission of Victoria, in conjunction with the Australian Law Reform Commission and the 
New South Wales Law Reform Commission says: 

"It is a matter of speculation whether the High Court of Australia would fol
low Sidaway rather than the South Australian cases described above. Those 
cases now not only constitute a distinctive body oflegal doctrine for that ju ris
diction but also have significant persuasive influence in the rest of Australia. 
What is clear is, that in relation to a number of important common law issues 
considered by the I {igh Court since 1963, that Court has chosen not to follow 
decisions of the House of Lords, even though they were unanimous." 

The position in New Zealand is so mew hat different. The Sidaway judgement would be 
far more influential. However, I consider, that the New Zealand Courts, if they had been 
freed from the constraints imposed by the Accident Compensation Act 1972 and its 
amendments, would be more likely to follow the Australian example. As a consequence 
of that legislation, the law in New Zealand relating to informed consent may need to be 
spelt out specifically. If the Sidaway judgement were to apply only to those cases like 
Fv R, where thedoctorwas obliged to disclose all but the most unlikely or insignificant 
of risks to the patient, then there would be less room for concern. 

Nevertheless, I have come to consider that the patient is entitled to all relevant informa
tion concerning her treatment, the options for treatment, and all information concern
ing her possible inclusion in a research trial. The focus should be centred on the patient, 
and not on the doctor. It is a principle designed to protect and preserve the patient's rights, 
not to protect the doctor from liability. Margaret Brazier's view is that the patient should 
be informed, simply because the informed patient is better equipped to participate in 
treatment. That view reflects my finding in individual patient cases. 

Informed consent and the 1966 trial 

Throughout the period when the 1966 Proposal was being put into effect, had patients 
been informed of their inclusion in the trial, informed of the types of treatment availa
ble to them, informed of the risks of procedures which were not conventional, definitive 
treatment for carcinoma in situ, and given the opportunity freely to decide whether or 
not to be part of the trial, then the trial could not be so severely criticised. 

The consent of the patient even so, would not discharge the investigator or doctor from 
all responsibility. The 1966Proposal was flawed in design. Even if the patient had given 
her consent freely to inclusion in the trial, that fundamental fault is not corrected. The 
risks, had they been properly evaluated, outweighed the benefits. In that situation, the 
investigator cannot shift the responsibility to the patient simply because she consents 
to inclusion in a research project. 

Furthermore, if patients had been informed of their obligations: to return regularly for 
treatment or ad vice; to ensure that, even after discharge from National Women's Hospital, 
they continued to have smear tests at regular intervals; and to be constantly vigilant for 
any symptoms which might herald invasive cancer, then it is my firm view that fewer pa
tients' carcinoma in situ would have progressed to invasion. 

The investigator should have sought the patient's consent. In doing so, not only does he 
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or she demonstrate respect for the patient's autonomy but also provides her with infor
mation which is valuable for the preservation of her own health. These are principles 
which have clearly been enunciated throughout the period that the 1966 trial has been 
in operation, but which were breached from the outset. 

Modern concepts 
The consent of a patient to treatment or research starts with the premise of the right of 
a person to his or her autonomy or self determination. While there may be occasions 
when the greater good or risks to other people override this central premise, these must 
of necessity be rare. There is, in New Zealand, no general legal or moral concept which 
would require an individual to risk his or her personal health for the good of the majority. 

The patient's consent is a pre-condition to all treatment or research. The only true ex
ception is emergency procedures required fort he preservation of life where the patient's 
consent cannot be obtained and the patient's view (perhaps disclosed by relatives or earli
er consultations with the patient) are not known. The doctor does not have the right to 
insist on life-saving procedures if he or she knows the patient does not consent. To this 
concept of consent as a prerequisite to treatment and research, I would add, patient ex
amination, or teaching situations involving the patient. 

Consent must be freely given. The patient cannot be in a dependent relationship to the 
doctor who seeks her consent. One witness who was asked during labour to be part of 
a research programme said: 

"There was no way l felt I could say 'no'. ... I kno,v that other women feel the 
same way you are in something completely different, your state olmind is 
separate from the kind of world of medical research .... " 

Question: You didn't feel at that stage that you could refuse to participate7 

Answer: 1\Jo, no way because I think it was also in there at that time, a real 
eagerness and willingness to please, in the hope that the whole thing would 
go on smoothly 

She must not feel obliged to be compliant because of a cultural, lingual or social gulf be
tween her and the doctor. As a corollory, the doctor has an obligation to know her cul
tural perspective and to ensure, if necessary by seeking the assistance of a respected 
member of her community, that 'yes' means 'yes' and is not just a desire to please. 

The patient cannot be left with the impression that unless she consents, other rights will 
be withdrawn; or if she consents, she will get other advantages. If the medical profession 
realises that, rightly or wrongly, the woman patient may feel vulnerable, inferior in sta
tus to the doctor and less able to articulate her opinions than she would in her own work
place or home, then greater care may be taken in ensuring her consent is genuine. 

If the patient's consent to treatment, research, examination or teaching is a prerequisite, 
then she must have adequate information on which to base her decision. It is obvious 
from the evidence that I have heard that some doctors do not believe that it is really pos
sible to provide this information, given the constraints of time and the level of the patient's 
understanding. 

In my opinion the latter is more a fault of the doctor's ability to communicate and the per
ception of the extra time it takes. The former can be addressed by far greater commitment 
to providing patients with more written and visual information before the doctor discuss
es the procedure, treatment or research with her. ln Smith v the Auckland Hospital 
Board' the test placed the onus on the patient to ask the question and on the doctor, the 
duty to use due care in answering. I do not accept that that judgement is applicable to 
research, or a standard that should be alluded to in practice. Evidence given at the Inquiry 
shows that the public requires full disclosure and indeed this is the modern trend both 
in New Zealand and overseas. 
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The Nuremberg Code requires that the person who is to be involved in research "should 
have sufficient knowledge and comprehension of the elements of the subject matter in
volved as to enable him to make an understanding and enlightened decision". Most 
writers acknowledge a difference in the degree of information to be provided, which de
pends on whether or not the procedure is therapeutic or non-therapeutic; but all are 
agreed that adequate information is an essential part of the process of obtaining consent. 

What is adequate information? I believe that the information must not only be accurate 
but that the patient must also understand it. Without understanding, the patient can
not be said to have consented to a procedure. One patient (Code lOL) said: 

''Apart from having smear tests when I went to the hospital, I would some
times give Professor Green tissue. He would ask me to come to the Hospital 
for this, and !would go down to the theatre and have an anaesthetic and he 
would take just a very little piece of tissue from the mouth of the womb for 
comparison with other patients. 

"My condition was fixed by the hysterectomy and Professor Green said he 
could not do anything more for me, but he would ask me to come in and give 
him a piece of tissue from time to time because he said my body could be help
ful bvwayof providing comparison with other patients' bodies who weren't 
so healthy." 

Not only did this woman not realise that the smear tests and biopsies were taken from 
the vagina not the mouth of the womb, but she obviously gained the impression that the 
biopsies were more for the benefit of other patients than for her. This information was 
clearly inaccurate, and even if the patient had misunderstood the information given to 
her, her misapprehensions ought to have been corrected. 

The physician has a duty to ensure that the patient has an objective or subjective under
standing of the information. A subjective understanding has been described as: 

"The most demanding and difficult criterion, but it alone fully maintains the 
concept that consent involves understanding."8 

In the Canadian decision Rei bl v Hughes (1980) 78 OCR (3rd) 35. 14C CLT1 (with respect 
to liability and battery), the Court held that: 

"A physician [has] a strict duty to explain to his patient in language which the 
patient can understand, the essential nature and quality of the treatment he 
is to undergo." 

And in relation to liability for negligence, the doctor must 
"take sufficient care to convey to the plaintiff and assure that the patient un
derstood the gravity, the nature and extent of risks, specifically attendant on 
the [procedure]:' 

Although the doctor has a choice between ensuring the actual subjective or objective un
derstanding, Professor Sommerville' suggests that the less difficult objective standard, 
that is what the 'reasonable patient' would have understood, is ,icceptable. 

In Australia the Courts will generally apply the test as being the information that a 
reasonable doctor (which implies a knowledge of current scientific, clinical and ethical 
standards, or 'accepted medical practice') might offer to a reasonable patient ( described 
as 'a standard set by reference to hypothetical behaviour of adult competent people in the 
sorts of situation which are presented to the Courts and other tribunals for decisions') 9

. 

In the context of this Inquiry perhaps, the 'reasonable patient' could more aptly be de
fined as the woman in the National Women's Hospital consultation clinic waiting area. 

What information should the doctor provide? Generally, enough to satisfy the standard 
of information needed by the reasonable patient in these circumstances, "with an addi-
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tional subjective test that if the doctor knew, or ought to have known, that certain other 
information was considered relevant by a particular patient, then this as well must be dis
closed" (Sommerville, 19). 

This information, particularly when applied to treatment, will often include the options 
open to a patient. Assuming that treatment options arc based on conventional contem
porary treatment standards, those National Women's Hospital patients with continu
ing positive cytology whose cases I have reviewed, have rarely been offered a 
hysterectomy as an alternative to years of observation and diagnostic techniques together 
with occasionallocalised destructive procedures. Some women would have appreciat
ed the choice. The amount of detail in the information will be determined by the degree 
of risk or the magnitude of possible harm. 

"There is a greater duty to provide information about the possibility of seri
ous harm even if the chance of it occurring is slight. Similarly if the risk is great, 
but the potential harm is relatively slight, there may be a greaterdutyto give 
such information." 9 

It is axiomatic that the doctor must evaluate the risks from contemporary information and 
not base the amount of information given to the patient on his or her hypothesis that the 
risk is slight. Dr Green knew of the findings of the possible risks of progression to inva
sion (Petersen et al) but chose to proceed with his project on the assumption that the risk 
was nil or minimal. Presumably therefore, he did not inform his patients of a significant 
risk of progression. 

In treatment (particularly innovative treatment), research and even teaching, there is an 
absolute requirement to monitor risk constantly, so that the trial can be suspended or 
treatment curtailed if detrimental results are noted in any patient undergoing the same 
treatment, in the same research project, or undergoing similar procedures. There is a 
corollory that when the research project reaches the stage where the benefits are con
clusive, it ought to be stopped and the results published. 

The patient has the right to waive the requirement to information about treatment, but 
in my view should never have that right in the case of non-therapeutic research. While 
there are many problems inherent in obtaining informed consent, this must always be 
the goal even if the goal is not always achieved. 

RESEARCH PROTOCOLS 

In order to examine how well research projects are assessed when put to the National 
Women's Hospital Ethical Committee for approval, it is necessary to review relevant 
criteria. From the evidence and information placed before this Inquiry, I have synthesised 
the following principles: 

1. A project must be scientifically valid. 

2. It must be ethically valid. 

3. It must be assessed by people independent of the investigators. 

If it is not well designed, a research proposal is unethical. Poor design and inadequate 
safeguards have implications for patient safety. 

Scientific validity 

The Ethical Committee is the only committee at National Women's Hospital which 
reviews research projects. While it appears to have responsibility for their scientific as
sessment, it has no established procedure for independent assessment; nor for obtain
ing the opinion of referees; nor for assessing the adequacy of the method and design; 
nor for reviewing the hypothesis to see if it can be tested. As a result, research protocols 
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from the Hospital may not be adequately assessed scientifically unless the investigator 
is seckingfunds from the Medical Research Council of New Zealand or from other fund
ing bodies. Therefore, in-house research projects need a more critical aeessment. 

The procedure adopted by the Medical Research Council provides a useful example: 

1. An assessor from the appropriate discipline is appointed. 

2. Suitable referees are chosen. 

3. The application is circulated sufficiently in advance of the meeting to enable proper 
consideration and further information to be sought. 

4. Two committee members prepare written comment prior to the meeting. 

There will be occasions when the membership of an ethical committee does not allow 
adequate scientific assessment of a proposed project. It is possible to overcome this 
difficulty by arranging for off-site assessment or co-opting appropriately qualified per
sonnel to undertake a particular task. 

Ethical validity 

For many years National Women's Hospital has recognised the need to provide ethical 
assessment for research projects. Until the Ethical Committee was established at the 
Hospital in 1977, assessment had been carried out informally by the Hospital Medical 
Committee and at least on one occasion, by the full staff of the Hospital. 

Some of the research projects conducted during this period were discussed in the course 
of the Inquiry. I have already commented on the deficiencies in the ethical assessment 
of the 1966 trial. There were two other trials which were supplementary. 

1. Vaginal swabs of neonates 

In October 1963, the full staff of the National Women's l Iospital approved a trial which 
involved vaginal swabs from newborn infants. The research proposal stated: 
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"Up to about the 7th month of pregnancy, the respective sizes of the uterus 
and cervix of the female infant arc approximately in the same proportion to 
each other as they are in the post pubertal female. Towards term, the cervix 
and upper vagina undergo a great hypertrophy, so that at term the cervix is 
about 3 times the size of the uterine body. The endocervical and vaginal 
epithelium are thickened and adult in form whilstthe endometrium remains 
flat and atrophic. Following birth, the infant's cervix and vagina undergo 
regression and do not grow at the same rate as the uterine body, so that at 
puberty the adult proportions are attained. 

"It is considered by many authorities that carcinoma-in-situ originates in the 
basal cells of the endocervical epithelium. In the prenatal and neonatal cer
vix, the columnar epithelium extends out from the canal onto the ectocervix 
and vaginal vault in many cases. Probably this is due to the common origin 
of the upper vaginal and endocervical epithelium from the urogenital sinus 
epithelium (Fluhman 1960 Obst. & Gynec. 15. 62). 

"The possibility exists that some of these 'congenital erosions' may be the fore
runner of carcinoma-in-situ of the ectocervical epithelium or vaginal vault in 
later life; where there is marked growth of any particular type of cell, there 
are likely to be cellular abnormalities. To investigate this point it is proposed 
to take swabs from the vaginal vault from as many newborn female infants as 
possible. 

"A preliminary trial study has shown that it is possible to take vaginal vault 
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smears of good quality from female infants using a thin stick-type of appli
cator. A by-product of the investigation will be the revealing of a few genital 
abnormalities. 

"The co-operation of the staff is requested for this investigation. Dr Darby has 
already agreed that his department can handle the increased number of 
smears and it is proposed to continue the investigation until some 2-3000 
smears have been taken." 

In his evidence Dr Green told me that he had lost interest in this trial after 200 babies had 
had smears taken. Unfortunately his decision not to continue the trial was not commu
nicated to the nursing staff and the trial continued until smears had been taken from 2244 
new-born babies. There was no system in place that ensured that the trial stopped. Profes
sor Bonham, as Head of the Department of Obstetrics and Gynaecology, although ac
knowledging overall responsibility for research made the point that he could not be 
expected to know the practical details of every trial. While this may be so, an effective sys
tem for monitoring research and ensuring that unnecessary procedures are not conduct
ed, should have been in place. If this had been so, then more than 2000babies would not 
have been subjected to a useless and possibly damaging procedure. 

Moreover, there was no provision made to comply with the fundamental requirement 
that children are not included in research without the consent of their guardians. Con
trary to Professor Mantell's public assertion, this was clearly a trial and not part of the day
to-day care of the babies concerned. It was non-therapeutic, clinical research. 

2. The morphology and histology of the fetal cervix 

During his evidence, Professor Bonham said that Dr C rcen had collected the cervices of 
stillborn and neonatal infants to do "research work on the morphology and histology of 
the fetal cervix". This study had formed part of a report of the Postgraduate School of Ob
stetrics and Gynaecology to the University of Auckland for the year ended 1966 and was 
being undertaken in collaboration with Dr EC Pixley from Western Australia. Dr Green 
gave me further information about this study which he had referred to in a paper pub
lished in the New Zealand Medical Journal in ]979. 

I am satisfied that no ethical assessment or approval was undertaken for this study, 
although it clearly had the tacit support of the Head of the Department of Obstetrics and 
Gynaecology, and personnel from the Pathology Laboratory at National Women's Hospi
tal co-operated and assisted Dr Green in the study. 

Further attention was drawn to the study by the discovery in November 1987 of a box con
taining specimens of baby uteri described as 'sections of whole baby uteri set in wax'. The 
box was located in a clerical office at NWH and was acknowledged by Dr Green to be part 
of his study into fetal cervices. Both aborted female fetuses and uteri from sti11born ba
bies were examined as part of this trial. In the case of the former, no permission for their 
use in research is legally necessary. These would have been sent to Dr Green at his re
quest from the paediatric pathologist. 

The sections of baby uteri located at the Hospital appeared on examination to have come 
from infants examined at postmortem but there is no way now of finally verifying this. 
Once again no permission was sought from any parent and the Hospital personnel co
operated in providing the specimens. If the uteri came from stillborn babies, it appears 
that the provisions of the Human Tissue Act 1964 were not complied with. That Act pro
vides for the use of human tissue from a dead body (with relevant consent) for research, 
education or 'therapeutic' purposes. Howevc1; the Act specifically excludes a stillborn 
child from the definition of 'body'. 

The study was abandoned by Dr Green and was not published as it did not "add anything 
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worthwhile to what others such as Dr Pixley had found". Although the study was re
corded and apparently had the approval of the Head of Department of the Postgraduate 
School, neither he nor the 1 lospital Medical Committee exercised any control over it. The 
ethical and probably scientific safeguards were quite inadequate. 

Summary of criteria for research projects 
Some of the principles and criteria which I considerrequire further discussion and im
plementation are: 
1. Paramount consideration must be given to the we If are of the patient to be included 

in a trial. 

2. The patient's informed, free consent must be obtained. The information she is to 
receive and the form of consent must be approved by the ethical committee before 
the trial starts. 

3. There must be an identifiable hypothesis, an evaluation of risks and benefits, sub
ject inclusion and exclusion criteria and comment on the end point of the study. 

4. There should be a review ofliterature for the benefit of the committee where relevant, 
and a system for monitoring the project established with the investigator. 

5. The findings should be published, at least to the ethical committee, on completion 
or abandonment of the trial. 

6. Where there is significant material which would assist any patient included in the 
trial in her future health care, she and/or her general practitioner must be informed 
of the trial results. 

THE ROLE OF THE ETHICAL COMMITTEE 

By the early 1970s it appears that the need to establish ethical committees in hospitals was 
recognised. In 1974 the Medical Superintendent-in-Chief set out guidelines for the in
troduction of ethical committees to Auckland Hospital Board institutions. 

"INTRODUCTION. 

1. This item is submitted to the Board because Clinical Research is now conducted in 
the Board's hospitals and has become accepted practice in them. 

2. The Medical Advisory Committee has recommended that there should be Ethical 
Committees in all the Board's hospitals rather than one Central Body. 

3. The Committee is advisory to and responsible to the Medical Superintendent for two 
purposes. 
1) To advise on all proposed clinical research investigations. 
2) To advise on any matter of ethics relating to the practice of medicine in the 

hospital. 

4. There must also be occasions when such committees are nothing less than guardi
ans of public health and safety. 

5. It must be re-emphasised that in the practice of modern clinical medicine it is not al
ways easy to define either the relationship of, or in some cases the difference between 
service and research aspects of patient management. 

"GUIDING PRINCIPLES. 

1. The principle upon which the individual Ethical Committees base their decisions 
vary from hospital to hospital but basically they are modelled on a large number of 
codes and statements which have been drawn up for the control of human ex
perimentation. 
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2. In the long run no law or code however detailed, can be a substitute for basically whc1t 
is a trust between the medical profession and society, between the patient and the 
doctor. 
It must be frankly recognised that, for practical purposes, an inescapable moral 
responsibility rests with the doctor concerned for determining what investigations 
are, or are not, proposed to a particular patient or volunteer. 

3. Copies of the following statements can be made available if required: 
J. The Declaration of Helsinki 1964. 
2. 'Responsibility in investigations on Human Subjects'. Statement by the Gener

al Medical Council (UK) BMJ 18 July 1964. 
3. 'Ethics of Experimentation'. Statement issued by the Medical Research Council 

of New Zealand August J 971. 
4. Royal College of Physicians of London. 'Committee on the Supervision of th,2 

Ethics of Clinical Research Investigations in Institutions', published 30 Novem
ber 1973. 

5. 'New Horizons in Medical Ethics'. An article from BMJ 28 April 1973. 
4. Health Department Circular Letters. [Reference to five circulars dated from 1967 

to 1974] 

"GENERAL STATEMENT OF POLICY 

1. The object of the Ethical Committee is to safeguard 
1) patients and healthy volunteers 
2) the reputation of the medical profession 
3) the individual hospital and the Auckland Hospital Board in matters of clinical 

research investigation. The Board has a duty to see that unethical practices do 
not occur and the public has il right to be satisfied likewise. The medical profes
sion also must be vigilant in guarding its reputation from the harm that could 
come to it if unethical conduct went unchecked. 

2. All proposed clinical research investigations are considered by the Committee where 
the investigation 
1) Involves the active participation of human subjects. 
2) Compares an established procedure, whether therapeutic, non-therapeutic or 

diagnostic, with that which is not recognised as established either by virtue of 
its recent development, discovery or use in a new or unfamiliar way. 

3. All drug trials are automatically included as are trials involving the use of radioac
tive isotopes. 

4. Whilst the assessment by the Committee will be principally directed towards the ethi
cal standard of the proposed research, it is recognised that details of techniques may 
affect that judgement. 

5. The Committee particularly concerns itself with the form of consent to be obtained 
from participants in each research investigation. In most cases, this involves the prin
cipal investigator declaring in writing that the subjects or their responsible and 
authorised relatives, will give informed consent to the proposed procedure. 

6. The basic elements of informed consent are: 
1) A fair explanation of the procedures to be followed, including an identification 

of those which are experimental. 
2) A description of the attendant discomfort and risks, if any. 
3) A description of the benefits to be expected. 
4) An offer to answer any inquiries concerning the procedure. 
5) An instruction that the subject is free to withdraw his consent and to discontinue 

participation in the project or activities at any time. 
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7. As a guideline it is recommended that wherever the research investigation is not ex
pected or is not intended to benefit the individual, a full explanation of the proposed 
procedure should be given and the subject must feclcomplctely free to decline to par
ticipate or to withdraw at any stage. 
Except for trivial procedures, eg venepuncture, an explanation should be given by 
a responsible person and the agreement of the subject or patient should be record
ed with the signatures of the person who gave the explanation and a witness. 

8. Where the research is intended to benefit the patient, although consent should or
dinarily be sought, there are sometimes circumstances in which it would be inap
propriate or even inhumane to explain the details and to seek consent. The Committee 
will examine such cases with particular care. 

9. Clinical research investigation of children or mentally handicapped adults which is 
not of direct benefit to the patient, may be permissible provided that the procedures 
only entail negligible risk or discomfort. The parent or guardian should be consult
ed and his permission recorded even though legally no-one has the right to give con
sent for experiments to be carried out on another person. In the case of research 
procedures which may be of direct benefit to the patient, the ordinary criteria for other 
patients would apply. 

10. Freedom towithdraworto refuse to participate, is particularly important where the 
subjects are in a dependent relationship to the investigator, cg students or lab tech
nicians. 

"LAY REPRESENTATION ON HOSPITAL ETHICAL COMMITTEES 

I. At the present time, mme of the Board's Hospital Ethical Committees has a lay 
representative. 

2. The report of the Royal College of Physicians of London published in November 1973 
says this: 
'The medical members should be experienced clinicians with a knowledge of clini
cal research investigation and in addition there should be a lay member. By layman 
we mean an individual who is not associated with the profession in any paramedi
cal activity ic a biochemist or a psychologist would not be considered as a layman for 
this purpose. It is envisaged that the Committee will sometimes have to seek expert 
help from specialist outside sources, for instance to ensure that a complex technique 
is being used ethically.' 

3. The Medical Superintendent, Auckland Hospital has asked for Board approval in 
principle to lay representation on the Auckland Hospital Ethical Committee. 

4. This request has my support in principle." 

National Women's Hospital Ethical Committee 

It appears that the Auckland Hospital Board resolved to adopt the above recommenda
tions at a meeting on 26 August 1974 and eventually the National Women's Hospital Ethi
cal Committee began its deliberations in 1977. I can find no record of these recommended 
guide-lines being formally adopted by the NWH Ethical Committee, but I have inferred 
that it observes them informally. Although the Auckland Hospital Ethical Committee 
and other similar hospital ethical committees in New Zealand have formal guide-lines 
which are reviewed from time to time, the NWHEthical Committee has never done this. 
It therefore has no written principles for clinical research to assist investigators in develop
ing protocols, nor has it produced an application form which might serve the dual pur
pose. However, Dr Collison told me that the Ethical Committee has developed criteria 
which must be met by each research proposal put before it. These are: 
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• Scientific worth 
• Patient safety and acceptibility 
• Patient understanding and consent 
• Impact on resources and cost 
• Publication of results 

Without the discipline of a proper form, it is difficult to assess a scientific protocol. More 
should have been required of the National Women's Hospital Ethical Committee in this 
regard. My review of the Minutes of Ethical Committee meetings over approximately 10 
years has left me with some serious reservations. During this period the Committee met 
17 times, considered32 new research proposals, deferred a small number for further con
sideration and turned down only one project. There is little indication recorded of the 
extent of the discussion but, as meetings were on the whole short and a number of 
proposals were approved, it seems likely this discussion was brief. 

There is no indication of discussion of referees' comments and se'.dom any suggestion 
of independent scientific assessment except where funding bodj.es had put a project to 
the Committee for ethical assessment and approval. 

1. Information and consent forms 
Only on rare occasions is the form for obtaining the patient's con SE' ·1t provided by the in
vestigator for the Ethical Committee's consideration. Although th<' term 'informed con
sent' is used freely, particularly in latter years, there is little to suggE·stthat much care has 
been given to ensuring that the patient whose consent to inclus:,on in a clinical trial is 
sought, does so freely and with full knowledge of the trial. Inmost cases where studies 
involved an intervention (as opposed to simple observation of a patient), no consent form 
was forwarded with the application. When this occurred, the Ethical Committee did not 
require a consent form to be presented before approving the trial. 

2. Impartiality 

Professor Bonham chaired all 17 meetings; at least 13 meetings considered one or more 
proposals put forward by members of the Postgraduate School of Obstetrics and Gynae
cology. On one occasion, a proposal put forward by Professor Bonham himself as a co
investigatorwas considered. There is no record of any occasion when he vacated the Chair 
or absented himself during discussion of this or any other proposal from the Postgraduate 
School. 
It is too difficult for an Ethical Committee to operate in an environment where the Chair
man of the Committee does not appear to be independent of the investigator seeking ap
proval for a project. 

3. Review of existing research projects 

In her evidence, Margaret Venne II considered that from 1976, an ethical committee should 
have established a system forreviewing long-standing research programmes. In her view, 
the Committee has a watchdog role. The Chairman of the Committee reported in the 
Minutes of 22 April 1982, that he was reviewing previously approved projects to "try and 
find out what had happened to them". I could find no record of th2 results of that or any 
other review. The Auckland Hospital Ethical Committee uses a system of annual reports 
from clinical investigators. Professor Richmond, Chairman of that Committee, said: 

'Th is has the effect of ensuring that the Committee is aware of any problems 
arising during the course of the clinical investigation and o[ any decision to 
terminate a project and of the need for any subjects to be followed up 
longterm." 

4. Lay membership 

For at least 10 years the need for a lay member has been acknowledged by the Auckland 
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Hospital Board. Throa.1ghout that period there has been one lay member on the NWH 
Ethical Committee ( a pharmacist), increased I am informed in recent months to a mem
bership of two or possibly three. The modern trend towards increased lay participation 
in ethical assessment was described by Professor Campbell in his guest editorial 'The 
Hospital Ethics Committeen 1. 

"Membership. 
In order to makl? adequate assessments of research proposals, a committee 
must be both competent and impartial. Without the competence to judge both 
the validity of the research design and the potential usefulness of the outcome, 
committees are in no way equipped to make informed judgements. On the 
other hand, if all the members are themselves engaged in L1edical research, 
they may lack the ability to raise the critical questions which are often required 
to ensure the adequate protection of research subjects. 

"The requirements for both competence and impartiality can be met only by 
ensuring a diverse but balanced membership in every committee. In large 
research centre'i, committees should be set up for all major specialties and 
should contain individuals competent to assess the scientific aspects of the 
research proposals. 

"This specialist membership must be balanced by researchers from other 
fields, bymembersfrom other professions (in particular nursing) and by'lay' 
members, capable of mediating the research subjects' point of view. 

"It can be an advantage to select the lay membership from those with a specific 
professional qualification (eg in law, philosophy or theology), since this also 
gives input to the discussion from another discipline. 

"Members should not see themselves as merely representatives of a partic
ular group (resmrchers, nurses, the lay public) but rather as contributors to 
the discussion from a particular perspective. The aim is to provide a balanced 
judgement, not to provoke interprofessional rivalry and debate. The empha
sis on a diversity of membership should ensure the protection of the research 
subject from thE narrowness of one professional perspective." 

Both Professor Campbell and Dr Hodge provided me with details of the recommended 
composition of institutional ethics committees adopted by the Australian equivalent of 
the New Zealand Medical Research Council. The recommendations adopted were: 

"Institutional ethics committees shall be composed of men and women 
reflecting different age groups and include at least five people as follows: 

A lay woman not associated with the institution. 
A lay man not ai;sociated with the institution. 
A minister of religion. 
A lawyer. 
A medical graduate with research experience. 

"A lay person in this context is one who is not closely involved in medical, 
scientific or legal work." 

These categories, although too restrictive for a community the size of New Zealand, give 
a good indication of the cross-section oflay representation that an ethical committee could 
strive to co-opt. 

5. Consultation 

I have already indicated that independent assessment seldom appears to be sought by 
the NWH Ethical Committee. On one occasion, the Minutes noted that a trial on the 
management of prolonged pregnancy would require the full co-operation of obstetricians 
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at the Hospital. For that reason, quite properly, the protocol was referred to the Hospi
tal Medical Committee for approval. At the next meeting of the Ethical Committee on 1 
November 1979, the Minutes record that the Hospital Medical Committee had accept
ed the project in principle but that some doubts had been expressed. Members had there
fore been invited to submit comments to the Chairman of the Ethical Committee for the 
Committee's consideration. 

A very detailed submission was received from an obstetrician on behalfofB-team. It was 
in two parts. The first part read: 

"Comments on proposed research project re prolonged pregnancy 

"Resolving the problem of how best to manage postmaturity is an important 
subject for research because this condition is a cause of perinatal death, but 
the main difficulty is how to diagnose postmaturity in the individual case. 

"The risks of the condition have to be balanced against the risks of induction 
of labour, which we have outlined in the accompanying teaching notes. 

"We should feel obliged to offer our patients for inclusion in the clinical trial 
only if we are convinced that they face minimal risks and that there is a 
reasonable chance that useful results will emerge from this research. 

"T n the past there have been numerous attempts to resolve this dilemma, none 
of them conclusive. We therefore see induction for postmaturity practised 
commonly in Britain but rarely in the USA. 

"The concept of postmaturity is based on several assumptio~ls, any of which 
may be incorrect; that ovulation, and therefore conception, occurred on 
day-14 of the LMP cycle. That the duration of pregnancy is 272 days and that 
the range is ± 14. This depends on Naegele's rule which must be about 150 
years old and may be inaccurate. 

"The concept of inexorable ageing of the placenta is entrenched but this does 
not explain extremes of duration of pregnancy, as in cases of anencephaly or 
well-documented 12-13 month pregnancies. 

"Protocol: 
Method of assessment of maturity is not detailed. It should be based on: book
ing before 12 weeks; initial assessment of uterine size by an experienced mem
berof the staff; date of quickening; echography; x-ray; exclusiDnofunmarried 
patients, Polynesians, those recently taking hormones, and teenagers. Am
niocentesis late in pregnancy may be dangerous. Amnioscopy? Perinatal mor
tality increases from 40 to 42 weeks, but does not increase exponentially 
thereafter - why? 

"Nearly all studies have been retrospective (cf. Melbourne), therefore oflimit
ed value to quote. Dunn reported two series of 3000 and 1432 patients in 
prospective studies managed without induction (references available, if 
desired). 

"Method of study - second sentence: there is no question of including any 
patients except those with uncomplicated pregnancies .... Inlormed consent 
- how fully informed can a patient be about this type of clinical dilemma? 

"Non-induction group: "spontaneous labour will be awaited" - for how long? 
Will they be allowed to go several weeks "overdue". 

"No mention of how many cases and for how many years the trial will go on. 
These facts must be stated; some trials go on automatically indefinitely, long 
after the instigator has left. 300 cases was a figure mentioned in conversation. 
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These would produce only 5-6 fetal deaths; it would be impossible to draw 
conclusions from such a small sample. A more realistic figure is needed, but 
would a large number be feasible? 

"Why would OCT not be employed? 

"Management in labour: the list of variables to be considered is well set out. 
But how can so many possibly be coped with to draw a simple conclusion 
about a single factor (postmaturity) or a single management (induction)? 

"Anticipated outcome: this is an ideal aim, but is over-optimistic. 
The scheme as outlined is unconvincing and we would not be happy to com
mit the patients we are responsible for to it as we see it at present." 

The second part was headed 'Hazards and Disadvantages of Surgical Induction'. It 
itemised eight hazards and disadvantages including failed induction, inefficient labour, 
prolapsed cord and psychological stress for the patient. The conclusions gave several 
criteria which B-team regarded as "inadequate indications for surgical induction". 

The Minutes record t':1at the Chairman of the Ethical Committee said: 
'As it appeared that the B-team consultants were not prepared to include their 
patients in this project, this raised the question of whether or not to continue 
with the project." 

The principal investigatorresponded that he had always intended to approach each con
sultant about each case and to discuss the patient's inclusion in the project. As some con
sultants did not wish their cases included, then it would only mean that it would take 
a bit longer to gather the required number of patients. 

The Ethical Committee then approved the project on that basis - on the understanding 
that the patients to be included would be those whose consultants were prepared to al
low them to participate. There was no comment made about obtaining the consent of the 
patient herself and the project was approved notwithstanding carefully expressed con
cerns about its design and the patients to be included in it. 

Obligations to the public 

The NWHEthical Committee was established at the direction of the Auckland Hospital 
Board. The Committee has certain duties to the public as a consequence. The guide-lines 
recommended in 1974 by the Medical Superintendent~in-Chief for the introduction of 
ethical committees to Auckland Hospital Board institutions set out certain objectives 
which recognised this duty: 

1. The Ethical Committee was to safeguard patients and healthy volunteers. 

2. The Board had a duty to see that unethical practices did not occur and the public had 
a right to be satisfied that they did not. 

The NWH Ethical Committee has not always achieved the second stated objective. The 
Minutes of the NWH Ethical Committee for example, record that approval was sought 
for the next stage in a trial which involved the harvesting of fetal islets from fetuses older 
than 12 weeks. One cf the investigators had commented: 

"Dr B has established a good working relationship with Mr T and the samples 
to date have been collected with a minimum of fuss and a maximum of dis
cretion." 

The Ethical Committee Minutes note that the Committee discouraged late terminations 
of pregnancy which ''were to be avoided where possible" and "the only remaining con
cern of the Ethical Committee was controlling the publicity and the applicants were to 
be advised to use the11r discretion in publication, particularly to the media." 

The clear inference (in the absence of any provision in the Minutes for obtaining the 
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mother's consent to the use of this tissue) is that it was thought prudent to avoid any public 
disclosure of this particular trial. With only one lay member on the Ethical Committee, 
it is unlikely that ethical dilemmas on which the community may wish to comment will 
be discussed. Therefore, there is a possibility that important ethical issues on which the 
public should comment, will be debated only within a very narrow medical/scientific 
forum. 

When the authors of the magazine article 'An "Unfortunate Experiment" at National 
Women's' read the 1984 paper by Mclndoe, McLean, Jones and Mullins, they began some 
research of their own. Preparatory work involved interviews with, and letters to a wide 
range of experts in the field of gynaecological malignancy, screening for cervical cancer 
and ethics of medical research, and teachers of obstetrics and gynaecology. Usually their 
enquiries were greeted with helpful and professional responses; but I was concerned 
when I read the correspondence from Professor Bonham, writing as the Chairperson of 
the Ethical Committee of National Women's Hospital in response to certain queries. A 
letter had been written to each member of the National Women's Hospital Ethical Com
mittee, 

"Can the Ethics Committee of National Women's Hospital please tell me: 
1) If the untreated women chose not to have their cancer treated? 
2) What information these women who chose nontreatment were given? 
3) How their consent to nontreatment was recorded:' 

After consulting the Committee's members, Professor Bonham replied: 
"I apologise for the delay in replying to your enquiry dated 11th September, 
but as it subsequently transpired that you had written to other members of 
our present Ethical Committee, I thought it appropriate that the Ethical Com
mittee should have an opportunity to consider your letter and our reply. 

"As you will realise from detailed reading of the Mcindoe paper that you 
referred to, the overall incidence of invasive cancer after the treatment of cer
vical intra-epithelial neoplasia (what used to be called carcinoma in situ) is 
only 4.3% while in patients who remain with negative smears after the treat
ment of the carcinoma in situ however mildly it is treated, the incidence of in
vasive cancer is only] .4%. 

"In 1966 the treatment of an abnormal smear tended to be under American 
influence, a total hysterectomy even in quite young patients, and at that time 
some centres were carrying out cone biopsies as an alternative to hysterecto
my. The mortality and morbidity of hysterectomy or even cone biopsy for such 
relatively benign conditions such as abnormal smears in the absence of inva
sive cancer was of considerable concern to our Hospital Medical Committee 
which at that time (1966) constituted the only medical ethical committee in 
New Zealand. It was decided therefore that a trial would be carried out of not 
carrying out radical treatment by hysterectomy or full cone biopsy for a 
proportion of the patients with abnormal smears. In all cases biopsies were 
carried out and often colposcopy and in the trial that was approved in 1966 
colposcopy and biopsy was to be the standard method of management 
without further treatment so long as smears remained negative and again at 
all times in the absence of invasive cancer on biopsy. 

"The trial was successful and in fact shows that only 4.3% of the patients so 
managed would ever develop invasive cancer. It also showed that follow-up 
cytology was a particularly effective way in managing the cases in that it would 
give adequate warning of a deteriorating cellular condition. As is our normal 
practice, patients were made aware of the situation. 
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"So far as your specific questions are concerned: 
Under 1. This question does not mean anything as none of the patients had 
cancer. They had abnormal cytology but not cancer. 

"On questions 2 & 3. A full explanation of the problem was given to those pa
tients, though it is not normal to record full details of the explanation given 
to patients. 

"We appreciate your concern but this concern appears to result from a belief 
that invasive cancer was not being treated. Such has never been the case and 
never will be the case unless the patients specifically request their invasive 
cancer be not treated. This is a very rare event indeed but over the years we 
have had an occasional case. In such cases a record is made in the notes that 
the patient refuses to avail herself of the therapy offered." 

(The Mdndoe paper distinguished between two groups of women treated for carcino
ma in situ at National Women's Hospital. It found that 1.5 per cent of those women who 
had normal cytology follow-up developed invasive cancer and that 22 per cent of those 
whose abnormalities were untreated, ultimately developed invasive cancer of the cer
vix or vaginal vault.) 

1. "The Trial Was Successful" 

As there has never been a formal review of that trial, unless the Mdndoe paper can be 
described as such, I do not know from what source Professor Bonham was able to make 
this judgement. If by "successful" he means that patients' health was improved by the 
protocol set out in the 1966 trial, the outcome for the Group 2 patients shows the contrary 
to be true. 

2. "Follow-up Cytology was a particularly 
effective way in managing the cases" 

Follow-up cytology certainly did give "adequate warning of a deteriorating cellular con
dition". Professor Bonham failed to tell the authors that the warning was not heeded in 
many cases; some patients were not treated by generally accepted standards and some 
not treated at all. 

3. "Patients were made aware of the 
situation" 

Only one of the women who were part of the Mcindoe paper's Group2 and whom I in
terviewed, knew that she was part of a trial. 'Ruth' did not know that she was part of a 
trial. Not one woman I met was aware when her treatment differed from generally ac
cepted standards. 

Despite Professor Bonham's statement, "A full explanation of the problem was given to 
those patients, though it is not normal to record full details of the explanation given to 
patients': I do not accept that any of the women had adequate information aboutthe na
ture of their condition, the proposed form of management and the fact that they were to 
be included in a trial. 

4. "None of the patients had cancer" 

In answer to the author's first question, "If the untreated women chose not to have their 
cancer treated?" Professor Bonham replied, "This question does not mean anything as 
none of the patients had cancer. They had abnormal cytology but not cancer:' 

That may be a purist approach to the condition carcinoma in situ, but most gynaecologists 
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throughout the world with expertise in this field, described the condition as precancerous 
or as a cancer precursor, even in 1966. Gynaecologists at National Women's Hospital in
cluding Professor Bonham, took the disease seriously and treated it with cone biopsy 
and on occasions, with hysterectomy. 

It is understandable that members of a profession may resent or misunderstand attempts 
by laypeople to find out more about their work. What is not acceptable is for the response 
to be couched in misleading terms and for misinterpretations to be placed on factual 
matters. 

Professor Bonham went so far as to check on the letter writer's credentials with the Regis
trar of Victoria University. This is in marked contrast to the responses received from 
eminent overseas experts such as Leopold Koss, Professor and Chairman of the Mon
tefiore Medical Center, and Dr DA Boyes, the Director of the Cancer Control Agency of 
British Columbia, who responded in a professional manner. 

More importantly, the Chairman of the Ethical Committee was prepared to suggest that 
the 1966 Proposal was ethically sound and was successful as put into practice. Yet dur
ing the course of his evidence, Professor Bonham repeatedly declined to acknowledge 
that the 1966 Proposal was in any sense a research proposal, notwithstanding his use of 
the word 'trial' in the letter. 

Summary and conclusions: The Ethical Committee at National Women's Hospital suffers 
from some grave disadvantages. It has no clear concept of its role, and has not discussed 
and settled its own guide-lines for its work or for proposals put to it for approval. 

It has demonstrated no sense of responsibility to the public in providing accurate infor
mation when it is sought, and on at least one occasion suppressed information in case 
of public reaction. It lacked independence and impartiality during the period covered 
by the Minutes I have seen. 

Lay representation has been inadequate. Furthermore, there is little indication that the 
Auckland Hospital Board has taken an interest in the work or composition of the NWH 
Ethical Committee except to require lay representation. 

I have come to the conclusion that National Women's Hospital is too small an institution 
and too closely associated with the Postgraduate School to be entrusted with the criti
cal task of evaluating the scientific and ethical content of in-house research proposals. 
The Ethical Committee lacks the broad scientific and ethical base needed to contemplate 
major issues confronting modern society. I have real concerns when I consider the quality 
of assessment given to some of the projects which not only have scientific implications 
but ethical and legal ramifications as well. 

In my view, the Auckland Hospital Board must establish an ethical committee which is 
able to be more detached, which will cover a broader range of scientific and ethical dis
ciplines, and which will have a clearer view of its own role and structure. 

PROCEDURES FOR APPROVING TREATMENT 
AND ITS SURVEILLANCE 

There is ample evidence in the Minutes of the Hospital Medical Committee (HMC) to 
show that before the 1966 trial was approved, senior gynaecologists had met relatively 
frequently to discuss the nature of carcinoma in situ, learn of new developments in its 
detection and treatment, and reach a consensus on how they would manage and treat 
it. The subject was carefully debated particularly during the 10 years before 1966. 

After the 1966 trial was approved, there is a period of about 10 years where the Minutes 
of the HMC contain little evidence that these discussions continued. It was not until the 
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1975 Working Party reported, that small groups were established to discuss the treatment 
and management of two or three gynaecological diseases and to bring back recommen
dations to the specialist staff. 

I am conscious of the fact some witnesses in this Inquiry have been confused about the 
difference between 'research' and 'treatment'. In fact, on occasions the line between the 
two is blurred. In my view there should be no artificial classification in ethics between 
research or treatment procedures. Attention must be focused on the outcome for patients 
and on their protection. Ethical standards must be applied rigorously to research and 
treatment protocols on behalf of the patients. 

No doubt it was for these reasons that the Superintendent-in-Chief, in his submission 
to the Hospital Services Committee and to the Auckland Hospital Board, advocated that 
ethical committees should 

"advise on all proposed clinical research investigations and ... on any matter 
of ethics relating to the practice of medicine in the hospital". 

Dr Collison said: 
"Other matters which may be placed before the Ethical Committee are new 
treatment proposals. These would then go to the Hospital Medical Committee 
for approval and adoption." 

However, the NWH Ethical Committee has not effectively discharged its duty. There is 
little evidence of a systematic review of new treatment proposals. 

The case for treatment protocols 

In essence, a treatment protocol will reflect generally accepted standards of management 
or treatment in a hospital at a particular time, given the knowledge of a condition and the 
available skills and resources for treating that condition in that hospital. In order to de
velop a treatment protocol, senior staff must be prepared to debate and reach a consen
sus which will be generally acceptable to them all. 

This protocol then forms the basis for treating that condition at that hospital. As Profes
sor Kolstad said: 

"We have a treatment protocol that we follow. These treatment protocols will 
of course, time by time, be changed, according to new experience. But we have 
a treatment protocol, so it is very easy for us to decide upon and we always 
discuss management or the treatment with the patient. They are always in
formed about what we are doing." 

Counsel for the Ministry of Women's Affairs said: 
"The obvious advantages of the treatment protocols are: they facilitate peer 
review and clinical audit; they provide a basis for adequately informing pa
tients of the treatment they may reasonably expect." 

I believe that the development of treatment protocols for precancerous and cancerous 
conditions of the genital tract would have certain advantages for National Women's 
Hospital. 

1. The development of a treatment protocol requires the joint approach of all specialists 
who are charged with assisting in the diagnosis or treatment of a particular condition. 

2. A treatment protocol for a disease such as carcinoma in situ will enable the nursing 
and other health professional staff to understand more clearly the procedures that 
the specialist staff propose to follow. Social workers will also have information that 
will be valuable in developing procedures which take account of patients' emotion
al and family circumstances. That can only result in a more efficient level of care be
ing offered to the patient. 
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3. A treatment protocol requires a certain discipline on the part of those who offer treat
ment to the patient. 
It implies, of necessity, an up-to-date knowledge of the nature of the disease and the 
management available, given the constraints of the particular institution. 

4. The patients could be informed of the treatment protocol and use that information 
as the basis for understanding procedures as they are offered to them throughout the 
period of their hospital care. A treatment protocol could provide the basis for print
ed information to be given to patients. 

5. The treatment protocol can be used as the basis for peer review and discussion. 

The development of a treatment protocol however, must not take the place of formal peer 
review. The main danger in having developed a protocol is that it will not be regularly 
reviewed. It should be the responsibility of the Hospital Medical Committee to ensure 
that treatment protocols are developed and that a timetable forreviewing those protocols 
at regular intervals is agreed upon. 

PATIENTS' RIGHTS - What did they know? 

Among the patients I met and interviewed, 44 were part of ( or related to one of) the group 
accumulated as the result of the 1966Proposal and monitored with continuing positive 
smears. These women have been calJed Group 2 patients, following the analysis of their 
management in the 1984 paper 'The Invasive Potential of Carcinoma in Situ of the Cer
vix' by Mclndoe, McLean, Jones and Mullins. 

There was a total of 131 patients in the group written up by Mdndoe et al. As at June 1983, 
this group showed a 22 per cent incidence of invasive carcinoma of the cervix or vaginal 
vault. The other group totalling817 patients whose monitoring showed normal cytolo
gy, developed invasive carcinoma in 1.5 percent of cases. Only one woman (Patient Code 
2Zl) knew that she had been included in a research project. Many, including 'Ruth', be
lieved they had been used as guinea pigs; but equally, some when they spoke to me were 
still of the view that they had been offered generally accepted treatment. For example, 
one Group 2 patient (Code SRI) told me: 

"I never felt that I was being deliberately kept in the dark about anything .. .in 
a situation where you are a hospital patient, you are completely trusting. I am 
reasonably sure that in my case I was not experimented on because the Metro 
article quite categorically said 'that Dr Green actually ruled out any definite 
or invasive cancers'. That at least is my understanding of what the Metro ar
ticle said. 

"The article, however, has raised a feeling of disquiet in me but I have a feel
ing that [ if I had] positive smears, Dr Green would have done normal treat
ment on me. If a doctor discussed it with me now, I would be perfectly happy 
to be used as an experimental subject, but in 1969 I think I might have been 
very hesitant because my family was still very young and it would have given 
me a completely different outlook if I had been asked." 

This woman had initially been admitted for investigation of menorrhagia (excessive 
bleeding) and persistent positive cervical smears, both of which are possible symptoms 
of invasive cancer. Histology reported c:>rcinoma in situ of the cervix and from then un
til March 1973, the smear report on eight occasions was 'cells strongly suggestive of malig
nancy'. At that point a ring biopsy was performed. From 1973 to 1977 when she was 
readmitted for a second cone biopsy, she had eight further smears, all of which indicat
ed the possibility of malignancy. A clinical examination in March 1977 caused the doc
tor concerned to report' suspicion of malignancy' and to take two smears to be certain that 
the Grade 4 report was accurate. 
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After the second cone biopsy in 1977, the smearreports returned to normal and have con
tinued so. Her treatment from admission in 1969 until the cone biopsy undertaken in 1977 
is entirely consistent with that of a patient whose condition is being monitored with con
tinuing positive smears and no definitive treatment. Yet she felt secure in her treatment 
and in the knowledge that she was being well cared for. She was aware that she had posi
tive smear reports and said: 

"I was never in any doubt that I was being treated for a cancerous condition 
which was in an early stage but that it was not at a dangerous stage. !felt they 
thought they could get rid of it by curette or by biopsy. I thought they knew 
what they were doing and I am in perfect health now and am still intact. I am 
really glad that I didn't have a hysterectomy when it was first thought that I 
would have to have one." 

The outcome has been entirely satisfactory for this woman but she was not informed that 
her continuing positive smears were a sign of a potentially dangerous condition. 

Another woman, Patient Code SK, advised to have no furtherchildren, entered National 
Women's Hospital to have a tubal ligation. She said: 

"Wl1en I came out of the anaesthetic, I discovered that I had a lot of packing 
which I inquired about and was told that it was normal." 

After several return visits to the Hospital, she heard Dr Green say, "Oh this is the lady 
with the positive smear." She told me: 

"I recall those words very clearly because they gave me a tremendous shock 
at the time." 

She then read her notes and found for the first time that a cone biopsy had been per
formed while she was under anaesthetic for a tubal ligation. Until she read the magazine 
article 'An "Unfortunate Experiment" at National Women's Hospital', she had never heard 
the term 'carcinoma in situ'. She had never been told that she was being monitored for 
this condition, and her permission for the cone biopsy had not been sought. She said: 

"I loathed and detested being a patient and going through the clinic. I can't 
explain the shock that I felt when I found out by accident that 1 had a cone bi
opsy. I am the guardian of my own body and I believe it is an invasion of my 
rights to have something done without being told about it. I also recall the guilt 
you feel when you are flicking over the pages of your own file and hope the 
doctor will not come walking in and catch you. I don't believe you should have 
to do that." 

One woman, Patient Code 7V, had been attending the consultation clinic at National 
Women's Hospital since 1963. In 1983 for the first time, she learnt something of the na
ture of the condition for which she was being monitored. She asked the doctor examin
ing her, "Why am I still coming here when I feel good?."The doctor replied, "Because you 
had cancer." 

"I said, 'You are joking. No-one has ever told me that.'The doctor then told 
me that I had to keep coming to visit at the clinic until I had clear smears for 
IO years, then I could go to my own GP. I couldn't believe that I had had cancer." 

This woman had never been told that she had had a series of positive smears and a diag
nosis of CIS before treatment was undertaken in November 1974. Her husband had made 
unusual efforts to find out what was wrong with his wife. He had made an appointment 
at National Women's Hospital to discuss his wife's condition. He said, 
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"I madeanappointmenttosee Dr Bonham to clarify the reason for Mum's [his 
wife] visits because both Mum and I did not know what was going on. Dr Bon
ham was no help and referred me to Professor Green, who as 1 understood 
to be the head of A-team and also the doctor who Mum saw when she visit
ed the clinic. I asked Professor Green what was wrong with Mum and why she 



ETHICS AND PATIENT RIGHTS 

needed to attend the clinic. He answered that Mum was required to under
go tests. I asked what the test were for and his reply was beyond my compre
hension. 
"I left the interview as ignorant of Mum's condition as I was when I first went 
in. I could not explain to Professor Green that I did not understand him and 
felt that I just had to lump it anyway even though I did not understand. I got 
no satisfaction at all .... When Mum was discharged from further clinic visits, 
she was told then and told me later of her having cancer of the cervix. 
"It scared the hell out of me and I felt atthe time that had any of those doctors 
been present, I would have punched their bloody heads in. I felt angry then 
and still do, knowing what I know now, and my anger is at the arrogance of 
those who profess to know more than a woman about her body and what she 
feels and reacts to. Carcinoma in situ are words I have just learnt. I did not 
understand its meaning or what it relates to. I understand ... what cervical 
cancer relates to. T feel that people have a right to know of any condition that 
may develop internally or externally be it terminal or otherwise and whether 
th1cy should be told or not should not be the doctor's decision, butthatof the 
family." 

After meeting this woman and her husband I could see no reason for not telling them the 
nature of the condition from which she was suffering. 
The daughter of another patient (Code lH) also made appointments to try and clarify 
her elderly mother's condition with her mother's knowledge and consent. She said: 

"My mother relied on me to some extent to be informed about her condition." 
After two unsatisfactory interviews, the woman told me: 

'At the time, within the family, we knew that my mother had cancer of the vagi
nal wall. We thought it was fairly minor and couldn't understand why my 
mother'sconditioncouldn'tbetreated.Mymothereventuallydiedon .... Be
tween 1974and 1980my motherwasinhospitalseveral times and she would 
always explain to the family that she was going in for an examination under 
anaesthetic. I now understand that she was first diagnosed in 1974. 
"She had carcinoma in situ of the vulva as well as the cancer of the vaginal wall. 
In ... she had a vulvectomy for microinvasive cancer of the vulva. I certainly 
never knew of this and my strong impression is that my mother never knew 
that she had cancer in more than one site. My mother went into hospital at var
ious stages and my strong impression was that she neverreally knew why she 
was being hospitalised. She would explain it to us that they just wanted to 
have a better look under anaesthetic but I now understand that she had several 
operations after the initial radium treatment." 

After radium treatment the patient developed a protruding lump in her left groin area. 
This worried her according to her daughter, and "she had all sorts of explanations for it 
... from conversations I had with my mother, I feel that she never got an adequate expla
nation about this lump and it troubled her greatly:' 
Another patient (Code 3L) said: 

"The things that upset me were that I was actually never told I had carcino
ma in situ. I was told the first time .. . in June of this year. The fact that my GP 
was never told that I had a Grade3 smear .... After I had been to the clinic in 
March th1cy had said, 'Oh well, you ring up for the results.' So I rang up and 
got the results myself and my doctor was never notified of this." 

One patient (Code lWl) admitted for treatment of carcinoma in situ in 1982 told me: 
'After 1 had the cone biopsy I was told that they had got it all. I have since learnt 
that this was not the case. I was told that the chance of getting any form of 
cancer again were the same as any other woman." 
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In fact the Pathology report stated that the excision margins were not clear. She ultimately 
underwent a punch biopsy and then a second cone biopsy. The statement that she had 
the same chance as any other woman of getting any form of cancer was incorrect. Wom
en who have had a diagnosis of carcinoma in situ are at higher risk of a recurrence than 
other women. 

This woman was asked if she agreed with the proposition 'that if women with a cancer
ous or precancerous condition are told the full details of what they had and the risks that 
that might involve, they will worry unduly'. She said: 

"I have often thought about this particular matter myself because I am a per
son who does worry. As I have said there, I worried for a year. On the other 
hand! feel that it ismy body and that I really do have the rightto be told about 
anything that affects me and that whether I worry or not is then up to me." 

Another patient (Code 6Q) who had developed invasive cancer and was a Group 2 pa
tient said: 

"However I have damage from the radiation treatment. I had a slight bowel 
problem and for a time I used to get fluey sort of symptoms which I admit are 
getting less and less now. I can no longer have intercourse with my husband 
because my vagina has been affected with the radiation treatment. Although 
this is difficult to cope with, we manage and I feel that if you know what the 
problem is you can cope with anything." 

Other women told me of incorrect information they had received and described their feel
ings of anxiety and uncertainty when they found information difficult to elicit. Several 
stressed the need to have adequate information in order to co-operate with a treatment 
plan. For example, one patient (Code 6F) who has been treated for invasive carcinoma 
told me: 

"If I had understood in 1977 that I had a potentially life-threatening condition, 
I may have been less casual about having smears after 1977.1 feel that if I had 
been in the picture and treated as a human being and not as an animated 
cadaver, I might not have gone into the dangerous position I did. I might have 
stopped smoking, looked at my health more seriously. For instance, if I had 
known that my biopsy in 1975 showed that I had microinvasion, I would never 
lwve ceased to go to follow-up dinics. But I shouldhave been informed. By 
what right do these men play Russian roulette with our lives. I have this sword 
of Damocles over my head now, for the rest of my life." 

I agree with Dr Collison's view that some patients will simply not absorb the informa
tion they are being given. However, I do not accept that most patients will completely mis
understand the nature of their condition, treatment or management plan and prognosis 
if it is explained to them in lay terms. Many people will forget the details but remember 
the main thrust of the information. It will often need to be repeated on subsequent visits 
but if a patient fails to grasp information concerning her health care, then the problem 
is usually with the person trying to communicate the information. 

I disagree with the suggestion of one witness that many patients lack the intelligence to 
grasp essential information. In general, the level of information received by the patients 
I met was poor. It is disturbing that on occasions patients felt confident they had had full 
and accurate information when in fact that had not been the case. 

A substantial number of patients praised the Hospital and its staff and many took the op
portunity of this Inquiry to make sure that I realised that Dr Green was a person who cared 
intensely about his patients. One patient (Code 3Wl) said: 
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"Dr Green was always available whenever I visited Auckland to see my par
ents. Dr Green's total honesty has always impressed me and I am convinced 
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that he would treat each and every patient with the same respect. He volun
teered information and never at any stage did I feel that he was keeping any
thing from me. He always remembered that medical terms are in many cases 
foreign to patients. Therefore he was anxious to ensure that such terms were 
translated so that lay persons could understand them." 

Others told me that in general, information proffered by medical staff has improved over 
the years and that the level of information they have received in recent times has been 
vastly better than in earlier years. This of course reflects changing attitudes towards pa
tients and improved communication techniques. 

Dr Collison, who had read the majority of patient interviews before giving evidence, was 
obviously concerned at the level of information received by patient5 and immediately be
gan making inquiries to improve the communication of information to them. She told 
me for example that the consultation clinic staff had previously br·en instructed not to 
release information on smear reports by telephone and said: 

"I am told that they will release the information if it is a normal smear and if 
it is notthey have been in the habit of getting a doctor to ring the patient. Now 
1 have said that 1 don't think this is satisfactory. I think the patients must be 
given their results." 

Professor Bonham suggested that 
"the resources at our disposal simply prohibit us from providing the level of 
individual care and attention which we would like. It is a problem that is not 
unique in New Zealand health services at the moment, and the casualties of 
the inadequacies of the system will invariably be some patients who will not 
get the care and attention we would like. Thankfully such cases are rare and 
I would strongly suspect that most who do have grievances have expressed 
them to this Commission." 

In fact, only a minority of women or relations of patients who spoke to me had grievances 
to express about their treatment, about National Women's Hospital or about any mem
ber of the medical staff. After reading their files and listening to their experiences I could 
only conclude that the vast majority of the people I talked to had so little knowledge of 
the nature of the condition for which they or their relatives were being monitored, that 
they had no basis from which to formulate a complaint. Moreover, communication of 
information to patients will not always be improved by the application of more money. 

RIGHTS IN TREATMENT 

Written consent 

Any treatment or procedure, be it surgical, diagnostic or teaching, which takes place un
der anaesthetic must have the prior written consent of the woman concerned. It should 
be obvious from the consent form precise! y what the patient has been told and to what 
she has consented. In light of the evidence I have heard, the Hospital should consider 
providing the patient with a written summary of possible risks. I consider it is insuffi
cient to state, as one example does: 

"We have discussed the nature, effects and possible risks of the chosen proce
dure/treatment. I agree that it is in my interests to have this proce
dure/treatment." 

The consent form must also include the name of the doctor who will conduct the opera
tion or procedure. Only in emergency situations should one doctor be substituted for 
another after the woman has been anaesthetised. 

Some doctors may consider that telling a patient of the risks associated with any treat-
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mentor procedure is not appropriate 'patient psychology'. In my view it is paternalistic 
and unnecessary to withhold this information. 

If the woman is consenting to a surgical procedure then no other procedure ought to be 
substituted or added once she is anaesthetised. Obviously there will be times when ex
ceptions to this rule are necessary. These ought to be specified and explained to the wom
an before she consents to them. 

There are other occasions when a patient's consent in writing should be sought. Once 
treatment protocols are established, then the patient should give written consent to any 
significant departure from that protocol. The reasons fort he change in treatment must 
be explained to her. I fully appreciate that it is difficult to explain every procedure in de
tail to the patient in a large hospital. However, if a broad description of generally accept
ed treatments or procedures is available, the time spent with each patient obtaining her 
consent might be reduced. 

Written consent to treatment or procedures must be based on certain criteria. The per
son seeking the patient's consent must be satisfied that she can read and understand the 
form. If understanding is reliant on translation into another language, then appropri
ate arrangements must be made before the consent form is signed. It is inappropriate for 
relatives or members of the Hospital staff who are not in a confidential relationship with 
the patient to undertake this task. Staff should also keep in mind the significant degree 
of illiteracy in the community. It should never be assumed that the patient who appears 
to read and understand a form has in fact read and understood it. 

It is also a fundamental criterion that the consent of any patient, be it written or verbal, 
should be sought with maximum privacy for the patient. 

Too many of the consent forms for surgical or medical treatment which I have seen tend 
to offer protection to the doctor rather than information for the patient. This is an empha
sis which must be redressed. 

Verbal consent 

There are a multitude of minor treatment options, procedures and diagnostic tests which 
are conducted as an ordinary part of routine patient care. It wou Id be unnecessary to de
mand that each of these have the patient's written consent. Not only would the patients 
become irritable, but the work of the Hospital would grind to a halt. 

If the patient knows in general terms the nature of her condition, and the treatment, 
procedure or diagnostic tests which she is likely to be offered, she needs less explana
tion as each procedure is undertaken. If she is conscious, then on most occasions the 
nurse or doctor conducting the procedure can, with a brief exchange, ensure that she un
derstands why she is being offered that drug or injection, or why a particular examina
tion is necessary, and obtain her verbal consent. 

This method has a number of merits. It ensures dialogue between the patient and nurse 
or doctor, and it is an opportunity for the patient to seek further information or to decline 
a certain part of her treatment. It also allows the patient to give her family or whanau a 
fuller explanation and to seek their help in making decisions about health care. This is 
important for many patients. 

Some of the patients I met during the course of this Inquiry have become deeply suspi
cious of the medical care they have been offered at National Women's Hospital. Good 
communication between doctor and patient will remove much of that mistrust and give 
the patient greater confidence in the care she is being offered. Although decisions about 
treatment can never be transferred totally to the patient, the responsibility is shared if 
the doctor knows that the patient understands the nature of her condition and the treat-
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ment available and is a willing participant. I have talked about consent to treatment, 
procedures or diagnostic tests. Decisions not to treat a patient, or ::o monitor a patient's 
condition without any definitive treatment should naturally be included. 

Code of Rights 

The Auckland Hospital Board has a written statement, 'Code of Rights and Obligations 
of Patients and Staff. The Code is available in Maori and a variety of Pacific Island lan
guages. If it is followed by staff it would redress many of the concerns I have about ade
quate information, patients' rights in treatment or when included in trials, and theirright 
to privacy, confidentiality and dignity. 

Its distribution, however, is a matter of concern. I was informed by Dr Collison that this 
Code of Rights could be handed to each patient as she was admitted to hospital. I believe 
it ought to be freely available to out-patients as well. At present, the Code of Rights is sup
posed to be found in the patient's wardrobe. This is clearly inadequate, particularly when 
a patient is not mobile or has not been told that that is where she can find the Code. 

It is of passing interest that on a private visit to a patient in an obstetrical ward at Nation
al Women's Hospital in February 1988, I found no copy of the patient's rights document 
in a four-bed room. The patient herself had never heard of the Code. It may well be that 
the staff place little emphasis or importance on the provision of this document. 

Interpreters 

National Women's Hospital serves a large community containing a variety of cultures and 
languages. There are significant groups who do not speak or read English, with ease. 
Many Maori women, although proficient in English would prefer to discuss their per
sonal health problems in their own language. All groups are entitled to have their cul
tural values and language respected. This is particularly so when the patient is nervous, 
feels ill, or is embarrassed by the procedures she is offered. 

The Auckland Hospital Board should urgently consider employing and training inter
preters who would be bound by the rules of patient confidentiality. They would be avail
able to help explain treatment or procedures and ensure that the woman's consent is freely 
given. The Board will need to evaluate which languages most need interpreting services. 
These services should be publicised throughout the Hospital and a woman should have 
easy access to an interpreter's help. 

Health professionals proficient in the patient's language may often be the most appropri
ate person to manage that case. Other hospital workers, relatives and friends should not 
be relied on as interpreters. 

TREATING THE PATIENT WITH DIGNITY 

/\!though many of the following comments will strike health professionals as obvious, 
after listening to the evidence given by patients I feel it is necessary to reiterate some basic 
rules. These are rules which should be observed in any hospital but particularly so at Na
tional Women's where, of necessity, most patients will need a genital examination on 
almost every visit. 

Privacy and modesty 

The patient is entitled to meet her consultant while she is fully dressed and to change in 
privacy for an examination. While some consultants may see this as a waste of time, the 
patient's dignity must be the first consideration. The gowns provided ought to offer ade
quate coverage for all sizes of women. 
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Consultations should take place in circumstances which ensure privacy. It is unforgiv
able if a patient's personal information can be heard in the next cubicle or in the next bed. 
All physical examinations should be carried out in total privacy. 

All health professionals must be aware of the taboos which society generally places on 
the public display of genital areas. This is particularly so in the Maori community. A pa
tient must be treated with the utmost courtesy and respect. Examination for gynaeco
logical malignancy is very different from examining a fractured limb in an orthopaedic 
ward, for example. No matter how used the doctors are to examining the genital area, they 
must remember that the patients themselves often find the experience embarrassing, and 
sometimes humiliating and threatening. 

If students not involved in her immediate care are to take part in the examination, her per
mission must be sought before they enter her cubicle or room. No pressure should be put 
on her to permit the presence of students or other health professionals. 

Colposcopy 

The colposcopic examination, which is essential if positive smears or suspected invasive 
cancer are to be carefully evaluated and diagnosed, can be no less disturbing to the 
patient. 

The chair in which the patient reclines has been designed to allow the gynaecologist to 
view the cervix through an instrument not dissimilar to a microscope. This means th at 
the woman will often be lying in an elevated and what to her must seem a most undigni
fied position. Nursing staff and gynaecologists who have discussed this procedure with 
me are all, to their credit, conscious of the difficulties that colposcopic examination 
presents. Administrators must be prepared to allocate resources to ensure: 

1. The room in which colposcopy is undertaken is completely private. 

2. A female staff member is always present or immediately available for the patient's 
reassurance. 

3. The examination room is pleasantly decorated and furnished. 

4. Where possible, she is examined at the same level at which the gynaecologist is 
sitting. 

5. If possible an extra eyepiece should be available for her to watch the examination tak
ing place. This has the additional benefit of allowing the gynaecologist to explain 
and demonstrate what he or she is observing. 

6. The room should be large enough for the woman to have a friend or relation present 
if she wishes. 

Out-patient clinics 
A system must be devised to reduce waiting periods for patients at out-patient clinics. 
The principle should be that hospital care is for the patient, and not for the convenience 
of the doctors and other staff. There are very few patients who have sufficient time at their 
disposal to spend hours waiting for an examination or for treatment. 

Women who have young children to care for, who work outside the home, who travel 
long distances to get to NWH and who have transport timetables to observe are all placed 
under great strain if they are kept waiting for inordinate periods. Added to this is the stress 
caused by concern about their health. Consideration should be given to decentralising 
out-patient clinics, so that doctors and support staff take their clinics to the people, rather 
than always requiring the people to come to the clinics. While it may not be possible to 
staff a clinic in the far North on a regular basis, serious thought should be given to staff
ing out-patients clinics in South Auckland and other distant suburbs. 

160 



ETHICS AND PATIENT RIGHTS 

Not all women are as assertive as the patient who had her pay docked each time she went 
to the Hospital over a period of many years. On one occasion she simply got up and left 
the clinic after being kept waiting for an inordinately long time. A more recent experience 
was recorded in a letter from another woman. She had an appointment at 2pm on a day 
in late December 1987. She wrote: 

''And at 4.30pm, after about five people who had anived after me had been 
before me, a nurse came up to myself and anotherladywaiting with me. They 
had Josi our files and had to call a doctor back to see us. Everybody had packed 
up and the cleaners were cleaning. Both my husband and myself were ner
vous, not having had an experience like this before. So anyway, they called 
us in and told us to get changed into a nightshirt and wait for the doctor. 

"When he came in, he was a horrid old man, obviously disgruntled at hav
ing to see us, he didn't look at my file, quickly asked what the problem was, 
then gave me an examination. The nurse was very nice, after the examination 
l was in tears a she was rough and the examination was painful. He then told 
me that my periods can't be like what I had told him and started lecturing me. 
He said it was all in my mind and that I was obviously emotionally disturbed 
and he would write to my doctor and tell her that." 

After this patient had left the clinic the nurse followed her out to the car, apologised and 
gave her the name of a specialist whom she recommended. The nurse suggested that the 
woman go and see him. 

This type of experience has been described on several occasions during patient inter
views.Twas concerned, however, that even while the Inquiry was still sitting, patients 
were being treated in this manner. 

Case history forms 

National Women's Hospital had a form, 'Special Cervix Case History', for women admit
ted to Ward 9, the ward in which invasive cancers are treated. The form contained two 
questions: 

C.(age): ......... . 
No.P: ........................ . 

The information sought was the age at which intercourse first took place and the num
ber of sexual partners a woman had had. Although Dr Green said there were strict in
structions that the questions were to be asked by him or by the experienced and respected 
ward sister, that was not 'Ruth's' experience. 'Ruth' was in fact interviewed by a house su r
geon. After her admission to National Women's Hospital in 1985 for tests prior to caesi
um treatment, 'Ruth' was 

''. .. asked general questions about my health and medical history. He also 
asked: a)at what age I had first had sexual intercourse, and b)how many sex
ual partners I had had in my lifetime. 

"I was given no reason as to why these questions were asked. After my 
Wertheim's hysterectomy, the elderly lady in the room next door to mine in 
Ward 9 raised the matter in discussion. She had been asked the same ques
tion so we assumed that all patients who had been diagnosed as having cer
vical cancer were asked these questions. We did not understand their 
relevance. Such questions appear to me to be a total invasion ofprivacy. The 
questions were not justified by the doctor in that he gave no explanation or 
reasons as to why they were asked." 

Several other patients told me of their concern at the implication that they had been in
volved in multiple sexual relationships. Anumberof them were made to feel somehow 
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to blame for the disease they had contracted. One woman put it colourfully when she 
wrote: 

''. .. andiwonderhowmanywomenlikemearewalkingaroundthinkingtheiT 
sex life must be rather outrageous." 

At the age of 19 she had been told she had atypical cervical cells by a doctoroutside Auck
land. She wrote: 

''. . . but in the next breath tole/ they were absolutely nothing to worry about. 
Once I was even tole/ that they could have been caused by having overly ener
getic sex!" 

Professor Skegg's evidence satisfied me that the information sought in these forms about 
sexual behaviour will frequently be unreliable unless the questions are asked in a care
fully controlled interview. Nor could the information obtained be interpreted accurate
ly without measuring it against a comparative group. Towards the end of the Inquiry it 
was conceded that these questions should no longer be asked. First, because the ques
tions could not add to knowledge about the disease, and secondly because of the likeli
hood that women would feel embarrassed. 

There is also an unanswered question about the use to which these case history forms 
were put. I consider that any patient who is asked to provide information which is not 
directly relevant to her treatment or the management of her condition, has a right to know 
for what purpose the information is being used. If it isforproperlyconductedresearch, 
she is entitled to know that. The person asking the questions also has a responsibility to 
ensure that the information is put to some use, and thatultimatelythe results will be dis
seminated for the information of the medical profession and therefore the public. 

The patient with invasive cancer 

When a woman is told she has cancer of the genital tract, she will experience many emo
tions. Fear, need for reassurance and shock would not be uncommon. Generally the nurs
ing staff have been highly praised for their caring attitude to the women they nurse. 
Doctors have not always received such praise. Some have been described as uncom
municative, others as lacking in compassion. 

One woman (Patient Code 6F) said: 
''A.boutmytreatment, .I must say th at I didn'tfindmuch compassion at all. Cer
tainly not among the majority of the doctors. On the other hand the nurses 
were all very nice. They were just like angels in Ward Nine. I feel that when 
you have cancer, the whole person should be treated. For instance nobody has 
ever asked me if I was happily married or talked to meaboutdietorasked me 
whether I was in debt or was .I taking drugs. I believe that diet as a feature of 
health is of vital importance. When I go back to the Hospital I tell them that 
I have put myself on a diet and I have the feeling that they don't attribute my 
success to my diet at all." 

She also said that on one occasion two doctors had shown her great kindness. 

Another young woman (Patient Code lE) who had symptoms of abdominal pain and 
bleeding after intercourse was referred in 1984 to a gynaecologist with no connection to 
National Women's Hospital. She was examined both under anaesthetic and while she 
was conscious. She was tested for various conditions such as chlamydia and for a num
ber of months she was told repeatedly by th is gynaecologist that she did not have cancer. 
Her smear tests were relied on to confirm this view. When she was finally referred to Na
tional Women's Hospital she was told by a gynaecologist there: 
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'"Mrs A, you have invasive cancer of the cervix.' That was just looking at me 
without even having anything, and I just felt that the whole world was crash
ing around me. I couldn't believe it after all those months of it being denied 
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and being looked at that he could say that to me. I don't remember that day 
even getting home. He just - I just felt that he was daring me to show any kind 
of emotion and he just said he wanted me in National Women'.s Hospital, I 
think, the following Wednesday. 

''Anyway I was pretty shocked by all of this and I suppose that shocked state 
lasted for some weeks. I just sort of felt that I was going through emotions real
ly. But I didn't seem to be able to have anybody to explain anything to me and 
I, really thinking back, I did try. I did try." 

Question: You tried to get cxplanations 7 

Answer: Yes, but nothing, you know what I mean. I know that particular day 
when he delivered that news to me I was probably shocked and I remember 
asking him to tell it to me again so I got it right. So I had to put up with that 
for a few days and then I had to go into National Women's Hospital, then I was 
told. I went in on a Wednesday. I was told that it would be by no means cer
tain that I had invasive cervical cancer until they looked at me under an 
anaesthetic. 

God, I had just been under an anaesthetic. And then truly I began to cling to 
hope that I didn't have it at all, you know, that it was just a big mistake .... There 
were three of us went through that system together and I thought surely I will 
be the one that doesn't. I know it is probably pretty normal denial kind of 
thing. 

Later: 
"We were prepared for caesium rod treatment before going to theatre, very 
very briefly prepared. It was made to sound as if it was just apicccofcake but 
ofcourse the possibility was explained to us that after caesium implants, six 
weeks later would follow hysterectomy .... Waking up after that to discover 
nothing had been done to me after anaesthetic to be told it was too far ad
vanced and that I would need another treatment, that it would not be a hys
terectomy then. 

''. . . I had to wait several weeks .... They were having a problem at Auckland 
Hospital with their machine ... and I was told at that time [ my chances] were 
probably sort of 50/50, and ... that the radiation treatment that I would receive 
would be notfong to worry about. I certainly wouldn't have any side effects .... 
Most women just carry on a normal life and it doesn't affect them in any par
ticular way. 

"That wasn't the case for me. It affected my bowel dreadfully. It just seemed 
to me all the way through that it was a lack of information given to me. When 
I was discharged from NWH I had - my back was completely out, my bowel 
was in a shocking state. This was even prior to having any radiation at all .... 
I saw my GP who, when she examined me rectally, she was shocked too. 

''A.t no point did anybody think to tell me that I had been examined rectally 
under anaesthetic and that things were not wonderful .... The tumour obvi
ously was pushing into the bowel which was making it difbrnlt for me to have 
a bowel motion .... They hadn't bothered to tell me that .... 

"When I was admitted back into NWH to have the caesium after
Joaders ... we ... were given a brief explanation as to what it would be like and 
it was described to me as being just slightly uncomfortable, nothing to wor
ry about, no problems. 

"The other time that I had been in NWH and I had been prepared for the caesi
um after-loaders, it was described in the same way. ... There was a lady there 
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who was being treated with the after-loaders and she was in a very upset state 
and we were told not to speak to her because she would give us the wrong im
pression of what it was really like .... Another lady was produced who had a 
better attitude to her disease and everything and she was chosen as being a 
more suitable sort of person for three newcomers to the ward to speak to. 

"So we were told to keep away from this other lady who was in her bed cry
ing and upset, you know, not a good example. Well unfortunately I wasn't a 
good example either. We were prepared for theatre and eve1ything. T woke 
up from that anaesthetic screaming, absolutely screaming. I was out of con
trol because I was in so much pain. It was like waking up to torture and ... 1 
musthavebeenin the recovery room. T don'trememberwherel was .... In the 
end 1 think they gave me some Pethidine or something like that and I was told 
that Twas not doing myself any service, that I was just making things worse 
formyselfif I didn't stop. But the pain was so awful. 

"It wasn't until I read my notes at the Inquiry, my own records, that there was 
reference to the fact that one of the rods had pierced the cervical canal wall, 
so possibly that did add greatly to my discomfort. Nobody told me that at the 
time and during the three days that followed .... [They] weretheworstl think 
I have ever spent in my life. I felt like a leper. 1 was just so uncomfortable, T 
couldn't do things for myself. 

"I felt sorry for the nursing staff because obviously with the radiation present 
they weren't able to spend time. I needed people. I think we all do but the sit
uation there was just dreadful because, .... I would wish that there was a way 
they could re-organise things that you could actuallyhavecontact with peo
ple without fear. I just felt ... upset, angry, in pain the whole time and 1 was 
made to feel that everybody else was coping. 

''. .. At no point did they say to me that actually, yes, we do understand or give 
me a little bit of sympathy. It wasn't until 1 read that ... they had made that mis
take and it had been righted in the end .... But the fact that it had perforated 
that area surely must have added to my discomfort. So I was pretty distressed 
and they asked me if I would like to speak to somebody which I did. So they 
called in a lady from Cornwall House and T spoke toherand she thought! was 
quite sane afterwards ... and once the rods were removed T felt hugely better. 

"Now the only advice given to me when I was discharged the next day was 
'resume your sex life as quickly as possible'. I could not believe that. And that 
was the only form any of the advice ever took. Resume your sex life. When 
your body has just been mucked about, that was the last thing, the absolute 
last thing that I would want to be advised to do. There was no other help avail
able, just that, resume your sex fife." 

During her period of follow-up, this woman suffered various side-effech. She still con
sidered that her feelings and symptoms were not being taken seriously. 
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"T just felt that there was a patronising kind of attitude and they would look 
at me and say, 'Oh yes, well this is to be expected' or 'Yes that is to be expect
ed .... Any complaint I made was never looked at. It was heard but nothing 
was ever done . .. . they felt that my attitude to sex was not a good one. I think 
they felt perhaps] wasn't making any effort. They could not appreciate that 
it was physically uncomfortable for me and that was the part that I resented 
the most. Eve1ything seemed to come back to that. That we are all sexual 
animals and once you start doing those things, you know .. .you will be better. 
"But it has never improved for me. I still have problems with that area and that 
sort of saddens me. I wish things were differently. ... Okay, I was listened to 
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but never was anything done, and when I was examined it was always a smear 
test, always a very very brief, quick pelvic examination .... Eve1ything I said, 
I sort of read on things, were dismissed. Anything I had read in the press or 
in books was always ... 'Oh that's old hat' and 'Things are out of date'. Nothing 
I said was given any sort of credence reaily." 

She was not happy with the check-ups she was receiving and asked for a scan which was 
refused. She said: 

"I would get the feeling that ... they were just dreading my check-ups because 
I alwaysfcnmd something to moan about or ask about, and it occurred tome 
at the time, my God theremustbealotofwomen who sit there and say noth
ing .... I thought that perhaps! should just become passive and sit there and 
say nothing because ... 1 am not getting anywhere, my beh1g vocal or asking. 
1 am getting nods and sympathetic looks and nothing else, nothing else. Any
thing I complained about or was worried about, there was always a sortofcx
planation: 'Oh probably scarring'; 'Oh probably radiation'; 'Oh probably this; 
probably that'. Never anything. 1 didn't everfeel that it was dealt with, you 
know." 

The side pain that she had suffered prior to the initial diagnosis began to return. She was 
worried about it and mentioned it "again and again" at the Hospital. 

"They told me that that pain I was experiencing had nothing at aIJ to do with 
mycancet; but it just did notletupanditwentfromstrength to strength. I was 
given I'anadeine by the nursing staff on Ward Nine but it was just not ac
knowledged in anyshapeorform .... Halfway through the radiation treatment 
in Hamilton, the pain began to lessen and it stopped. Sol was pain-free from 
that time until Christmas that has just passed. 

"When I returned from my radiation treatment in Hamilton, T did mention 
the fact that 1 had had relief from pain and they said to me then that quite pos
sibly it was connected, but they refused to acknowledge that there was any 
such connenction at the time." · 

In March of 1987, this woman was referred by her general practitioner to a bowe 1 specialist. 
While his tests were being conducted she was due to return to National Women's Hospital 
for a six monthly check. She said: 

"I had at that stage seen Mr N [ the bowel specialist]. 

1 think by that point he had given me a barium enema and he was further in
vestigating the pain. When !had described the pain to Mrfamieson at my ap
pointment in March [ at NWH] and said that Twas being seen by Mr N, he said, 
'Oh, its probably a bit of colic.' He said, 'Quite common after radiation, you 
get a bit of colic.' And T said, 'What dues colic feel like?'; and he described it 
tu me as being 'sort of wind pain'. 

"I said, 'No it's not like that.' With that he seemed to be perfectly happy with 
the rest of me. 1 got an extremely briefer than brief pelvic examination that day 
and a smear and he said, 'I don't th ink we need to see you for a year; and that 
was that .... Of course it was only a matter of two weeks later that the C ATscan 
revealed my recurrence. " 

"SoMrN felt that he had to then refer me back toNWH with this discovc1y. 
Obviously I was pretty upset by it all, so he asked me who 1 wanted to see 
there. So 1 said I felt that 1 had had more to do with Mr Jamieson and would 
prefer to see him. T took mysisterwith meandhe was very nice to begin with 
until my sister asked him what would have happened had I not come back to 
NWH for a year. 
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"He ignoredherand said tome, 'A.ndwhatdidtake you toMrN anyway?'He 
seemed to sort of be quite miffed about the whole thing and obviously indi
cated to me that he felt that it was sort of, the kind of symptoms I was having 
didn't waJTant any further treatment anyway. 

"Then he went on to say that two years ago they had suspected lymph node 
involvement. They had suspected it; and I opened my mouth to sort of pro
test and he said, 'And I suppose now you are going to ask me why you couldn't 
have had a scan?' I said, 'Yes, you got it in one' and he again said what Mr W 
said, that there is just no way that they could possibly scan anybody If they 
scan one, they have to scan the lot and wecan'tofferthatfacility here because 
we haven't got the facilities ~ as simple as that. 

"So the whole thing. .. I ... couldn't believe that that was the attitude .... I felt 
surely there must be certain cases ... where these things might be looked at in 
a little more depth .... He was obviously annoyed that somebody else had dis
covered the recuJTence and NW H hadn't. Quite frankly the kinds of exami
nation that I was given at NWH anyway wouldn't have discovered 
anything .... I would hardly call them thorough." 

This woman then started on a course of chemotherapy at Auckland Hospital. She found 
the contrast in attitude very helpful. 

"I have monthly visits to the doctors there and I find them terrific actually. 
They are very caring people and they don't clockwatch. ... They seem to recog
nise a need to talk about thingsandl have found them absolutely helpful and 
the attitude is so different, so different .... All I know now is that I did not 
respond to the chemotherapy, that the disease in fact progressed during that 
three months, and there is nothing, absolutely nothing available for me .... 
It was explained to me when the chemotherapy treatment was started 
that ... they could not cure the cancer but they hoped for a remission by 
chemotherapy ... 

"I was perfectly happy with that. I was hopeful .... But then to be told three 
months later that it was in fact progressing, that was a bit of a blow .... I sort 
of think back now [to] all those months and the diagnosis .... No-one is treat
ed as an individual; like there is a method, 'Oh yes, forGrade3B'.s wedo this.' 

"The friend 1 was talking about before, who had also had the pain, the year 
after her radiation she had a seconda1y discovered on the bone. She, at the 
moment, is still alive. She won't be for much longer. The other one died, so 
I am left now. Ofthethreeofus, I am still here. I hope I'll be here fora wee while 
yet, but I don't know .... 

"In my checkups after the treatment, never was I looked at once above the 
waist [ at NWH j. I was never examined rectally at my checkups at NWH eve1'. 
Never looked at above the waist although in the clinic the nurses used to say, 
Tut on a gown, you will get a breast examination today' But 1 never did. I used 
to say 'Well I think I am supposed to be having a breast examination.' 'Oh no, 
I th ink you can do that for yourself' and then there would be a piece of paper 
thrown at me with a little diagram of how to do it. No, it was never above the 
vvaist. 11 

This woman considers she has had supportive treatment from the bowel specialist, the 
nursing staff at National Womens Hospital, the specialist staff at Auckland Hospital and 
also at Waikato Hospital. She also said: 
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"My GP has been very supportive and she has given me authority to say on 
her behalf how she feels that I got a bad deal ... with the attitudes to pain .... 
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She did all she couldlor me but unfortunately she was not kept in touch. 11iey 
didn't report to her after each visit of mine .... She said to me that unfortunately 
it was a problem always, the communication between the hospital and the GP 
The GP is kept in the dark about things. All through this thing I learned the 
results a lot sooner than my GP. ... I was always telling her." 

I have quoted from this woman's interview ( with her permission) in some detail. Many 
of the matters she touched on were mentioned by other patients and her experience is 
not exceptional. It is possible that her illness would still have developed to this serious 
degree. However, I have been left with a number of questions after hearing of her ex
perience and from many others who have had similar experiences. 

1. If there had been an effective screening programme for cervical cancer precursors, 
this woman's disease may have been diagnosed before it reached the invasive stage. 

2. If her report of pain had been taken more seriously, perhaps other treatment could 
have been offered or a scan done sooner than it was. 

3. If her first gynaecologist had understood that her symptoms were consistent with 
invasive cancer, and not relied just on smear test results, perhaps this woman's dis
ease could have been averted. 

4. Above all, if she had been treated in a caring sensitive manner and given the infor
mation she needed, perhaps her distress, anger and resentment would have been 
a greatdealless. To be made to feel a nagger, a nuisance and a person with a poor at
titude is extraordinarily insensitive. If the staff at National Women's Hospital can
not cope with women who are seriously ill, then other health professionals such as 
social workers must be introduced to the system urgently, to assist with communi
cation, reassurance and support, both for the patient and for her family. 

I am acutely conscious that those who treat women with serious disease at National Wom
en's Hospital can themselves be distressed by the fact that women in their care are seri
ously ill. It needs a special person to manage these patients; one who can combine the 
skills of the gynaecologist with the qualities of humanity. Some advice and training from 
a discipline skilled in working with the seriously ill and their relations could well be of 
great benefit. 

CONSENT TO INCLUSION IN 
CLINICAL TRIALS 

There are two fundamental rules (already discussed earlier in this chapter) which must 
be observed if patients are to be included in clinical trials. 

1. The patient must be given information which allows her to understand what is in
volved in the trial, including its potential risks and benefits. She must know that refus
ing to enter a trial or leaving it at any time is her choice and will not compromise future 
care. 

2. She must give her consent freely. She must not be in a dependent relationship to the 
person seeking the consent, must not feel vulnerable or under any obligation and 
must have a good grasp of English or have satisfactory interpreting services. She must 
be given time to decide and to consult whanau, family or friends. 

These rules have seldom been observed in clinical trials at National Women's Hospital. 
However, they are standards which can and must be attained. 

I have found it useful to compare the way in which the Auckland Hospital Ethical Com
mittee performs its duties. The Auckland Hospital is one of the institutions, like National 
Women's Hospital, which comes under the control of the Auckland Hospital Board. It 
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established its Ethical Committee just a few years before National Women's Hospital. It, 
too, has a close relationship with the University of Auckland School of Medicine. 
However, it has developed quite different and detailed procedures for the approval of 
research and the dissemination of information to patients who are to be included in 
trials. For example, Professor Probert, Associate Professor of Oncology at the Universi
ty of Auckland and Head of the Department of Clinical Oncology at Auckland Hospi
tal, produced an informed consent form which: 

a) provides for the nature and extent of the patient's disease to be set out clearly; 

b) explains that the patient is being invited to be included in the trial of "an experimen
tal drug which has been extensively tested in the laboratory and in animals but not 
yet in patients"; 

c) explains that the drug is not generally accepted treatment, how it will be administered 
and under what conditions the patient will be removed from the trial; 

d) confirms that the patient has the right to enter or leave the trial without jeopardy to 
his or her usual care and treatment; and 

e) explains the side effects that might occur and that compensation would not be 
available. 

It is frank and clear information which sets out the risks of the trial. It is the type of infor
mation to which any patient entering a trial is entitled. 

I was also given a copy of a booklet produced by the United States Department of Health 
and Human Services in December 1984, 'What are Clinical Trials all about? A Booklet for 
Patients with Cancer'. It also explains procedures, defines terms (and tells how to 
pronounce them), and raises and discusses scientific and ethical issues in an exemplary 
manner. Both these leaflets address the patient's fears and potential questions with ap
parently accurate and straight-forward information. No attempt has been made to gloss 
over problems or to patronise. 

Inclusion in more than one trial 

During the course of this Inquiry, I became aware of an additional matterwhich caused 
me concern. On more than one occasion, when hearing the evidence of a patient or read
ing her notes, I found that she had been included in two or more clinical trials obviously 
without her knowledge and therefore without her consent. 

One of these women (Patient Code 9Z), was included in the punch biopsy series and is 
one of the patients who were referred to as 'Group 2' in the Mdndoe et al 1984 paper. 

She was first examined at the consultation clinic of National Women's Hospital in 1967 
with symptoms of intermenstrual and post-coital bleeding, both possible indications of 
invasive cancer. Carcinoma in situ of the cervix was diagnosed following a wedge biop
sy. Almost eight years later, after repeated examinations, colposcopic examinations, and 
punch and wedge biopsies, she was admitted for a cone biopsy of the cervix which dis
closed invasive mature squamous carcinoma of the cervix. The notes say: 

"She is suitable for surgery and is therefore included in the R-series. The in
dicated treatment is radium plus external x-ray." 

l have met this patient. She had no knowledge of the trial and her consent was not sought, 
either formally or informally. She did discuss the type of treatment with Dr Green but 
her understanding of some procedures included some extraordinary misconceptions. 
The information was quite inadequate as a precondition to giving her consent to inclu
sion in the R-series trial. When she was asked what treatment she received for her inva
sive cancer, she said: 

"Radiation, but I remember discussing that with Professor Green because at 
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that stage I was a barmaid and I used to get, I used to feel terrible for some of 
the women that used to come in and they used to brag about having a hysterec
tomy. And they were quite loose women and I used to think, 'Gosh, what's 
a hysterectomy?' You know, I didn't know and I thought if it makes women 
go like that ... I wouldn't have a hysterectomy. 

"I remember telling Professor Green that.... I didn't really know much about 
radiation but I didn't want a hysterectomy because I didn't want to go like other 
women .... I know I wouldn't have radiation again either .... It was dreadful 
and l had a lot of pain while the rods were inside me and I remember telling 
Professor Green and he said, 'It's nothing.' and I said to him, Tm not one to 
complain about nothing.' 

"It was real pain in my groin, you know. I just couldn't stand it. Then I knew 
something was wrong because the other women who had radiation the same 
time as me, they went home for weekends and they were okay. ... " 

This woman still returns to the Hospital for treatment and monitoring. About two years 
ago the following comment appeared in her consultation clinic notes: 

"Mrs .. is having irregular two-monthly withdrawal bleed on oestrogen 
replacement. Her discharge is not a problem at present. Vaginal and pelvic 
exam normal, she has agreed to participate in the trans-dermal oestrogen trial. 
Review in one year'.s time." 

Over the course of 19 years this woman has been involved in three clinical trials. She has 
apparently consented to inclusion in the most recent, but I could find no indication that 
she had signed a formal consent form, or any indication that she received a full explana
tion of the risks and benefits of taking part in the oestrogen trial. 

The R-series trial was approved by the Hospital Medical Committee on 18 May 1972. Dr 
Green's memorandum to the Medical Superintendent said: 

"Despite the large number of radical hysterectomies done in this Hospital for 
carcinoma of the cervix, the place of radical surgery in the treatment of this 
disease in comparison with that ofradiation alone is still uncertain. This is so 
because, as elsewhere, factors used to select patients for surgery are just those 
factors that might be favourable for treatment with radiation alone. 

"To answer the question once and for all, it was decided at a meeting of D-team 
in February that an attempt would be made to solve the problem in a way that 
has never been attempted before in medical literature for this problem - that 
of a randomised prospective trial. This will be achieved as follows: 

a) Patients will be selected with factors favourable to surgery as they 
have been selected in the past. These factors are - comparative 
youth; extent of disease (not more than early stage IIB); absence of 
general medical and surgical disease including obesity; and 
presence of any factors making the patient a suitable candidate for 
radical surgery. 

b) This group of patients is then randomised into two subgroups: 1) 
this group will be treated by radium and radical surgery as in the 
past; 2) this group will be treated by radium and external radiation. 

"It is estimated that there will be enough information available from this tri
al in six years time to decide whether surgery contributes anything or not to 
the therapy of cervix cancer. 

'Approval and comments of the staff are sought." 

The Hospital Medical Committee's only comment on approving the proposal was: 
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"The Committee would like to see the final programme forth is trial when this 
has been prepared:' 

There was no further comment to be found in the HMC Minutes in response to this re
quest, although at Senior Medical Staff meetings the method of randomising the patients 
into the two groups was discussed and tossing a coin was apparently accepted as the 
method. 

Dr Pasupati, the Radiotherapist who worked in co-operation with Dr Green to grade the 
level of invasive disease, told me that the method of treatment was decided while the pa
tient was still unconscious. Dr Wright summarised the procedure: 

''. .. diagnosis was made or confirmed, the appropriate investigations per
formed, the patient then taken to theatre and examined under anaesthesia, 
when the final staging [grading] ofthedisease was made .... Now that exami
nation was conducted by the gynaecologists concerned (Professor Green and 
myself usually but sometimes only one of us) and the Radiotherapist ... The 
three of us then agreed as to whether or not the patient and the extent of the 
disease were such that surgical treatment was feasible. 

"Having reached that agreement, she was then allocated randomly to one or 
other of the two arms olthe trial. The question ofinformingthe patient about 
the trial as a routine was considered and discussed and we agreed not to do 
so. Dr Green and myself and others discussed this question of informing 
women in the trial about it when it was initiated in 1972. We decided in the 
end not to tell patients about the trial. We told them thr_ywould be examined 
under anaesthetic when the most appropriate mode of treatment would be 
decided and then that we would proceed accordingly. 
"If any patient were unhappy with this procedure, we would not start treat
ment until there had been a further opportunity to discuss it with the patient. 
T appreciate that the topicofinformed consent is important and agree now that 
in 79871 cannot defend the decision not to inform patients about the R-series 
trial .... " 

However, Dr Hodge said: 
"I wish to clarify one point on the procedure for seeking consent from patients 
in randomised controlled studies of different treatments. This is to emphasise 
that it is not permissible to offer a choice between the two procedures for sub
jects participating in such research. The consent sought after full explanation 
must be that of consent to participate in the study as a whole, and to be ran
domised into one or another procedure - this requirement must be fulfilled 
before the process of randomisation." 

That procedure was not followed at all. Tn fact Dr Green told me that the patient would 
be told, "We think that this other treatment is better", without of course telling her that 
the treatment decision had been reached randomly. 

The names and details of those women included in the R-series cannot readily be estab
lished although I am informed the trial has now been concluded .1 have not been able to 
obtain information which might assist me in deciding whether any of these women need 
further advice or treatment, or both. 

Summary: Inclusion in a clinical trial does not necessarily imply that women have not 
been adequately treated. Howeve1; they were entitled to take part in this sort of decision 
which so obviously concerns their treatment. Clinical research is a critical part of the de
velopment of medical and scientific knowledge. If women feel that they have been used 
as 'guinea pigs', as so many told me, then their consent will not be readily forthcoming 
in the future. They need to be reassured that properly planned and well monitored 
trials may on occasion benefit them and may well benefit future patients. 
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HOW FAR SHOULD ETHICAL MATTERS AND 
PATIENTS' RIGHTS BE REGULATED? 

There are a number of themes that run through the events examined during this Inquiry. 
Briefly, they are: 

a) a failure to offer generally accepted treatment to certain classes of patient 

b) a failure on the part of colleagues to ensure that generally accepted treatment was 
offered 

c) failure on the part of other health professionals to provide protection for the patients 

d) acquiescence in poorly evaluated and monitored research even when the dangers 
for patients became apparent 

e) inadequate scientific and ethical assessment of research projects 

f) failure to ensure that patients were informed of the nature of their condition and that 
the treatment offered was not generally accepted treatment 

g) Patients, neonates and fetuses were included in research trials with almost no attempt 
to seek appropriate consent 

h) Some teaching and clinical practices were outmoded, disrespectful to women pa
tients or unmindful of their feelings or desire for privacy 

i) preventive health measures were discouraged by failing to give women or their gener
al practitioners accurate information about their condition and by the active down
grading of the value of screening for cervical cancer 

k) the doctrine of clinical freedom was observed to a dangerous degree. 

While some of these themes began to appear many years ago, the following factors have 
led me to believe that fundamental corrective work is needed: 

• laissez-faire administration at Board level 
• failure of peer review and the consequential dominance of clinical freedom 
• what one submission described as the "collective abdication by National Women's 

Hospital medical staff [ and members of the profession outside NWH who knew what 
was going on in the 1966 programme] of their ethical and professional responsibili
ties in respect of CIS patients". 

Not all these problems have remained in the past. There are still signs that some (albeit 
few) patients are not being managed adequate! y by currently accepted standards. There 
is a basic lack of understanding of the ethical importance of providing information to pa
tients, be it about the nature of her condition and its management, or inclusion in a clin
ical trial. Communication with patients can still be poor and occasionally attitudes are 
punitive. 

I had fully expected that most doctors, and other health workers or administrators, who 
have been the focus of attention during this Inquiry would have demonstrated changed 
attitudes and updated their knowledge of the scientific and ethical issues that have been 
discussed. Some obviously have done this. But there has been a pervading atmosphere 
of defensiveness and even arrogance which, while understandable at a human level, does 
not bode well for the future care of patients at National Women's Hospital. The follow
ing points illustrate just some of the reasons for my concern. 

1. With one exception, no administrator or gynaecologist (who was entitled to be 
present) listened to the evidence of a number of patients heard 'in camera' on the ninth 
and tenth days of the Inquiry. Dr Collison is apparently the only staff member who has 
read most of the patient interviews. 

2. Professor Bonham, who is Head of the Postgraduate School of Obstetrics and 
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Gynaecology, and Chairman of the Ethical Committee and, until the last few years, 
responsible for the clinical work of members of his department, accepts overall respon
sibility for research at National Women's Hospital. However, he did not intervene to en
sure that the 1966 trial was formally terminated and the patients involved were treated. 

3. Nurses who most appropriately should be the advocates for the patient, feel suffi
ciently intimidated by the medical staff (who do not hire or fire them) that even today they 
fail or refuse to confront openly the issues arising from the 1966 trial. 

4. Professor Mantell publicly and incorrectly stated that vaginal smears on neonates 
were a routine part of the care of the newborn. Dr Baird, a former Acting Superintendent 
of National Women's Hospital and Chairman of the New Zealand Medical Association, 
was reported publicly as saying that the vaginal smears had been taken to check for in
fection and that, at the most, 150 smear tests would have been taken. Dr Baird's statements 
were incorrect. Therefore, Professor Mantell and Dr Baird both gave incorrect informa
tion to the public outside of the Inquiry. 

5. Dr Baird, Professor Bonham, the Auckland Hospital Board and Dr Collison at vari
ous times have all known that intra-uterine devices were being inserted in women for 
teaching purposes without their consent, and vaginal examinations on unconscious non
consenting women were being performed. However, there is evidence to suggest that 
these practices may have continued up until the time of the Inquiry. 

Quite obviously old habits and attitudes provide a sense of security for many who have 
been buffeted by the cold winds of this Inquiry. Gynaecologists, administrators and 
health professionals need to listen to their patients, communicate with them, protect 
them, offer them the best health care within their resources, and bravely confront col
leagues if standards slip. If this does not happen, then the kind of events disclosed dur
ing this Inquiry may well occur again. 

With some regret I have concluded that I cannot leave the encouragement of new habits 
and practices to the medical profession alone. In Auckland, in many other parts of New 
Zealand and even overseas, the problems arising out of the 1966 trial were known but not 
confronted and resolved. Peer review failed and patients suffered. Moreover, some teach
ing practices revealed mediocre standards. Yet doctors, nurses and administrators would 
agree that their role is to protectthe patient and offer the best and most ethical health serv
ices possible. 

Past practices are not easily relinquished but there are ways of encouraging change by 
establishing new rules or stating existing ones in legislative form. New Zealanders have 
done this on many occasions in the past. The Human Rights Commission Act 1977, Sta
tus of Children Act 1969 and Race Relations Act 1971 are all examples. Although I do not 
believe that legislation will right all wrongs, it will codify principles and be a rule against 
which ethical and medical standards can be measured. 

In the absence of a Bill of Rights, and in a jurisdiction where the financial accountability 
of the medical profession has been distorted by no-fault Accident Compensation legis
lation, there needs to be a procedure which patients or their relations can follow if they 
want more information about their health problems; if they need someone to negotiate 
or mediate on their behalf; or they want some form of sanction to be considered. 

I believe that most patients would not want a return to the days when doctors could be 
sued for negligence. Not one patient told me she wanted financial redress. The vast 
majority want information, a chance to take part in a treatment decision, the opportu
nity to decline inclusion in a trial, and the right to ensure that a negligent, rude or in
competent doctor's reputation is known so that other patients can choose alternative 
health care. 

There are several courses of action which I recommend. 

172 



In National Women's Hospital 

1. The patient advocate 

ETHICS AND PATIENT RIGHTS 

I accept that individual doctors, nurses as a group, and the medical superintendent all 
believe that they put the patient first. But I also have ample evidence that this is not al
ways the case. 

The Medical Superintendent, with all her administrative duties, cannot be an effective 
full-time patient advocate. Nurses have been conditioned to protect patients by stealth. 
They cannot therefore be effective advocates who will act bravely and independently. 
There is among all groups a feeling of institutionalisation. The patient, her needs, her 
pain, her views and herwhanauorfamilyresponsibilities sometimes take second place. 

Several witnesses and submissions addressed the notion of a patient advocate. I consider 
that the appointment of a patient advocate to National Women's Hospital would have 
several advantages. 

a) Attention would be focused on the patient and attitudes would, of necessity, change. 

b) Patients' needs for better information in their chosen hmguage would be recognised 
and new systems developed. 

c) Patients would have one person to whom their immediate grievances could be ad
dressed. 

d) The advocate would have a voice at ethical committee level and in the development 
and dissemination of information about treatment protocols. 

e) The advocate would heighten awareness of patients' emotional, cultural and social 
needs when teaching or patient examination techniques were implemented. 

There are disadvantages. The first is that such a person should not be necessary. However, 
it is clear that there is a need to provide a human link between the medical and adminis
trative services and the patient. The role of the patient advocate should be reviewed at 
regular intervals to ensure that her duties are still appropriate. 

Secondly, the nature of the role demands that the advocate must be independent of the 
University of Auckland and the Auckland Hospital Board. At the same time she will re
main bound by the principles of patient welfare upon which the Board builds all its ac
tivities, and will need to keep Board and University fully informed of her work and 
consult with them when appropriate. 

The role will be a difficult one to fill and discharge. Some of the qualities that will be need
ed are: 

• the independence and confidence to maintain status in the Hospital. She must have 
the power to work side-by-side with administrators, researchers, nurses and doctors; 

• an awareness of the barriers to goodhealthcareforwomen and familiarity with the 
Maori culture and language; 

• excellent communication skills. 

2. Audit 

Peer review and internal or external regulation of research and treatment has not al ways 
operated in the interests of patients. Although National Women's Hospital has now 
reviewed its management of patients diagnosed with CIS between 1955 and the end of 
1986, this initiative did not occur until the magazine article provoked public comment and 
debate. 

Formal audit must be independent, objective, but also supportive of treatment and 
management procedures at the Hospital. The New Zealand College of Community Medi
cine in consultation with the Royal NZ College of Obstetrics and Gynaecology, may well 
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be an appropriate body to consult in planning and implementing an audit that ensures 
generally accepted treatment is offered, that reviews teaching and research practices as 
they affect patients, and makes certain that an acceptable level of competence is main
tained. 

In 1986 the then President of the Royal College of Physicians, Sir Raymond Hoffenberg, 
wrote, 

"Some scrutiny of our competence to bear such great responsibility should 
not be construed as an encroachment on our authority. We should welcome 
it, indeed insist on it, for on! y by such scrutiny can we lay claim to the preser
vation of the clinical freedom we so fortunately enjoy:' 11 

l see formal, external medical audit not so much as a means of preserving clinical free
dom but as a means of ensuring that the patient knows that her treatment is up to the 
highest possible standard. Such reassurance is necessary at present, bu twill also demon
strate to the public that the Hospital can and does achieve excellence in many areas of its 
work. 

Outside National Women's Hospital -
A system for grievances and information 

Most of the patients I met lacked the most basic information about the nature of their con
dition and its management. Many feel aggrieved, and I predict the rise of a more asser
tive patient who will ask and expect to receive adequate information. However, there will 
always be occasions when the patient or her relatives still are not satisfied, or wish to have 
incompetence, insensitivity or rudeness addressed. There is a need for an independent 
body which will help negotiate and mediate disputes if the patient advocate cannot 
resolve them in the Hospital. 

1. A Health Commissioner, attached to the Human Rights Commission, is an appropri-
ate person to whom these grievances could be addressed. 

During the last decade the implementation of the Human Rights Commission Act and 
the way in which successive Commissioners have seen theirrole has resulted in the sig
nificant development of procedures for negotiation, mediation and education. It is not 
appropriate to allow all grievances concerning the medical profession to be resolved in 
the Courts where the only real resolution available is measured in financial terms. 

A Health Service Commissioner was created in the United Kingdom in 1973 and his or 
her powers and the limitations on them are set outin the National Health Service Act 1977. 
In her book, 'Medicine, Patients and the Law', Margaret Brazier analyses the role, its 
procedures, and the scope of the Commissioner's work. Among her comments, these 
stood out: 
• "Successive Commissioners pride themselves on good relations with health service 

staff, rendering resort to powers of compulsion unnecessary" and 

• "The most common remedy is an apology from the authority and the staff member 
involved. Increasingly [the Commissionerj recommends [that there be] changes in 
practice to avoid a recurrance of similar complaints" and 

• " .. .in 1984-5 on the initiative of the Commissioner steps were taken to review proce
dures forwritingto GPs on the patient's discharge, to improve communication with 
relatives, and to improve monitoring of complaints procedures" and 

• "The reports of the Commissioner from 1974 onwards make interesting if somewhat 
depressing reading. Certain sorts of complaints recur. Waiting lists, lack of commu
nication by medical staff, inadequate liaison with GPs, delay in attendance by doc
tors and unsatisfactory supervision of the elderly and vulnerable appear again and 
again. 
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"Maternity and geriatric care seem to generate a disproportionate number of com
plaints. Rudeness, lack of sympathy and even in extreme cases, allegations of as
sault by staff cause the Commissioner much concern." 

These statements reflect some of the issues which have been raised as a consequence of 
the current Inquiry. Existing structures with in the Hos pita! and the Auckland Hospital 
Board and the present system for disciplinary procedures have not responded adequate
ly. The appointment of a Health Commissioner who could negotiate or mediate a solu
tion to disputes is preferable to a return to the Court system. 

2. Medical disciplinary procedures need urgent revision so that the public can con
fidently take action against an incompetent or negligent doctor. It is unacceptable 
that, in the past, successful disciplinary procedures have left some patients out of 
pocket. Consultation with community health groups and those representing 
different cultural views is vital. The following structure is one possible alternative 
to the present methods ofresolving disputes. It is a system which would focus on 
the protection of patients and would be independent of National Women's 
Hospital. 

(i) The patient or her near relative should have access to 

(a) an advocate in the hospital whose only duty is to protect her and to ensure 
that she receives full information and the opportunity to consent to all 
procedures 

(b) a Committee of the elected representatives of the Auckland Hospital 
Board (or Area Health Board) and to the administration when she is con
cerned about a lack of information or has other concerns or grievances 

(c) the Medical Superintendent as at present. 
(d) the disciplinary procedures, currently under review, which are provided 

in the Medical Practitioners Act 1968 
(e) a Health Commissioner of the Human Rights Commission office. 

(ii) A patient advocate responsible to the Director-General of Health should be em
ployed at National Women's Hospital to ensure that patients who are involved in 
research, teaching or treatment are protected, to help develop material for the in
formation or, where appropriate, the education of patients and to provide the pa
tient with a means of obtaining more information. The patient advocate need not 
be employed full-time at National Women's Hospital. 

She should be an independent and powerful advocate for the patient. The patient 
advocate should report to the Director-General of Health and provide copies to the 
Health Commissioner and to the Auckland Hospital Board. She should have the 
power to use the complaint procedures pursuant to the Medical Practitioners Act 
1968, and access to a Health Commissioner or to the Board on behalf of a particu
lar patient or class of patients. Before research which involves patients is under
taken, she must be informed of those who are to be included and given the 
opportunity to comment. Where possible, she should bea member of the ethical 
committee. 

(iii) The Board. Elected representatives to the Auckland Hospital Board or Area Health 
Board should take greaterresponsibility for the patients' welfare, and should en
sure that the administration and the academic unit make the patients'health their 
primary consideration. The administrative and elected branches of the Board 
should receive reports from time to time from the patient advocate and from the 
ethical committee assessing research at National Women's I Iospital. 

A sub-committee of elected representatives should have the power to seek further 
information from the ethical committee where appropriate. 
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(iv) The Human Rights Commission Act should be amended to provide for a state
ment of patients' rights and to provide for the appointment of a Health Commis
sioner. The Commissioner's role would include 

• negotiation and mediation of complaints and grievances by patients; 
• heightening health professionals' understanding of patients' rights; 
• and taking up cases to put before the Equal Opportunities Tribunal on behalf 

of a patient or class of patient. 

The Commissioner should have the power to accept complaints from or refer com
plaints to the patient advocate, or to the Hospital Board. He or she should have 
access to the disciplinary procedures provided by the Medical Practitioners Act 
1968. Adequate resources to service the increased work of the Human Rights Com
mission should be provided. 

(v) The Director-General of Health should continue to give urgent consideration to 
the improvement of ethical standards at National Women's Hospital and should 
monitor progress and improvements. The Director-General should also ensure 
that the role of the patient advocate is reviewed and developed and that her in
dependence from the administrative structures of the Hospital is maintained at 
all times. The Director-General should ensure that lay representation on the ethical 
committee responsible approximates one half of the membership, and should en
courage the development of better procedures within that committee. 

(vi) The University should improve the teaching of ethical principles and communi
cation skills at all levels of the medical degree and should take some responsibil
ity for encouraging community debate on medico-ethical topics. It should ensure 
that academic staff members are encouraged to take part in ethical or scientific as
sessment committees, so that well-planned research can be carried out at National 
Women's Hospital. 

In summary, I prefer to advocate a system which will encourage better communication 
between patient and doctor, allow for structured negotiation and mediation, and raise 
awareness of patients' medical, cultural and family needs. The focus of attention must 
shift from the doctor to the patient. 
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Chapters 

THE RELATIONSHIP BETWEEN THE 
ACADEMIC AND CLINICAL UNITS 

AT NATIONAL WOMEN'S HOSPITAL 

The Chair of Obstetrics and Gynaecology was established in January 1946 and coincid
ed with the opening of National Women's Hospital at premises in Cornwall Park. From 
the outset it was clearly intended that National Women's Hospital be the teaching hospital 
for the Postgraduate School. This tradition continued after the new Hospital was com
pleted at Epsom in 1964. Originally, the Postgraduate School in Auckland was associat
ed with the UniversityofOtago School of Medicine. The University of Auckland School 
of Medicine opened in 1968 and began teaching undergraduates in 1970. 

In the mid-seventies the Postgraduate School was incorporated into the University of 
Auckland Department of Obstetrics and Gynaecology, by which timeafullcourseinob
stetrics and gynaecology was offered to undergraduates at the Auckland School of Medi
cine. Today, members of the Department of Obstetrics and Gynaecology spend up to 50 
percent of their time in clinical work at National Women's Hospital. Their academic work 
includes teaching and research. 

ADMINISTRATION 

When the Postgraduate School was first established, the Professor of the School also acted 
as Director ( or Medical Superintendent) of National Women's Hospital. This arrange
ment continued until the Hospitals Act 1957 provided for the separation of the two roles 
on the retirement of the then Head of Department. From that time !:here has been a Head 
of Department of the Postgraduate School of Obstetrics and Gynaecology and a Medi
cal Superintendent of the Hospital. 

The duties of the Hospital clinicians and the academics sometimes overlap. Some clini
cians are part-time teachers of undergraduate or postgraduate students of the Auckland 
School of Medicine. Similarly, academics must devote a substantial portion of their time 
to clinical duties. Lines ofresponsibility have on occasions become confused. When there 
is a question, as in the present Inquiry, of where responsibility lies for research or clini
cal decisions, then there is a need for considerable clarity in defining roles and respon
sibilities. 

The Auckland Hospital Board and the University of Aucklandhan met from time to time 
over the years to discuss and record procedures and responsibilities. The present arrange
ments were clearly set out by Professor Cole. When a member of the Postgraduate School 
of Obstetrics and Gynaecology is carrying outwork in association with National Wom
en's Hospital, be it clinical work or research work involving patient care, then he or she 
is ultimately responsible to the Auckland Hospital Board. 

When the matter is a purely academic one, then he or she is responsible ultimately to the 
University Council. The clinician who is not appointed by the University is responsible 
ultimately to the Hospital Board but if engaged in part-time tutoring or teaching respon
sibilities, then to the University Council. These lines of responsibility are clear and log
ical but contain one curiosity which Professor Cole said had been introduced three or four 
years ago. 
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The academic in his or her clinical role is responsible first to the Professor or Head of 
Department, then to the Dean of the School of Medicine, to the Medical Superintendent, 
and finally through the Medical Superintendent-in-Chief to the Board. When it comes 
to the administrative :,ide of his or her work, however, the Dean of the School of Medi
cine is omitted. 

The arrangement whereby the Dean of the School of Medicine is part of the chain of 
responsibility in clinical matters is unusual. The School of Medicine at Otago University, 
for example, does not have a similar requirement. It does, however, ensure that the Dean 
will be aware of matte rs of clinical concern affecting members of the Postgraduate School. 
With that one small reservation, I accept the submission of counsel for the University of 
Auckland that "relationships between the academic and clinical units are not flawed in 
their structural sense, having evolved over the years and proved themselves in practice". 
He went on to say: 

''. .. but this is not to suggest that there is no room for improvement 'on the 
ground'. In anyiarge hospital, there is always room for exploring better means 
of communication in day to day operations. The current <:m the ground' rela
tionships, however, between the clinical and academic units of NWH are, to 
the University's knowledge, relatively good, despite the traumas for some in 
Jiving through the current Inquiry." 

It is reassuring to learn that from the University's point of view at least, relations appear 
good. That has not always been the case and I believe that the sometimes fiery nature of 
the relationships between the Postgraduate School and the clinical staff, including the 
Medical Superintendent, has caused grave difficulties in administration. It is for this rea
son that I interpret Term of Reference 8 to include not only the structure of the relation
ships between the University and the Hospital Board, but also the quality of those 
relationships. 

THE NATURE OF THE RELATIONSHIPS 

Although the Auckla:1d Hospital Board and University have resolved and established 
principles fort he clinical organisation of the Hospital, there have been many occasions 
over the years when members of the Postgraduate School and clinicians have clashed on 
matters of interpretation. 

The Hospital Medical Committee 

In other Auckland H,:,spital Board institutions in the sixties and seventies the Hospital 
Medical Committee (HMC) was chaired by the Medical Superintendent of that institu
tion. At National We men's, the Professor of Obstetrics and Gynaecology chaired the 
HMC. The Schedule lo the Joint Relations Agreement of 20 August 1962 acknowledges 
the need for this to b,0 the case: 

"6. The Profrssor, as this is mainly a teaching hospital, shall be Chairman 
of the Hospital Medical Committee to be established at the Hospital, 
which shall be responsible, subject to the control of the Board, for the 
clinical organisation of the Hospital, in order that the professional and 
scientific work shall be properly carried out therein:' 

The Chair of that Committee, however, was a matter of dispute and in July 1976 a move 
to put the Medical Superintendent in that position resulted in an even vote. Five clini
cians subsequently vi rote to the Medical Superintendent supporting the move. 

These difficulties ovei- who should best take the Chair were echoed in anxieties about the 
composition of the Committee which appear to have been resolved to some degree by 
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the establishment of an Ethical Committee in 1977. In recent years the HMC has been 
chaired by a member elected by the Committee itself. 

The Medical Superintendent 

When the Hospitals Act 1957 was enacted, it contained among its special provisions, a 
summary of the functions and duties of the Medical Directorof National Women's Hospi
tal. The Medical Director at thattime was the person who occupied the Chair of Obstetrics 
and Gynaecology at the University of Auckland. His duties were to include: 

"The control and supervision of the work of all medical practitioners, nurses, 
midwives and other professional and technical officers who are members or 
honorary members of the staff of the said hospital and who are concerned 
with-
a) the treatment and care of patients in the said hospital; 
b) postgraduate instruction of medical practitioners; 
c) the teaching of students of obstetrics and gynaecology; 
d) the training or instruction of nurses; 
e) the carrying out of medical research relating to obstetrics and gynae-

cology." 

It appears that, over the years, the role of Superintendent has also been the subject of dis
pute. When a Medical Superintendent was appointed in place o; the previous Profes
sor/Medical Director in 1960, there was already disagreement between the academic and 
Hospital Board factions. In a detailed analysis of the history of the matter, Professor Bon
ham wrote: 

"Thus in the end, the fundamental question of the status of the University in 
the direction of medical education in the Auckland Hos pita! complex was set
tled on personalities."' 

These very real difficulties continued for some years. The Head of Department in 1975 
urged a return to the previous regime whereby he become the Medical Director. Hear
gued that this would result in improved clinical standards. 

"It is self-evident that the unit training most general practitioner obstetricians, 
specialist gynaecologist and academic specialists in the country should have 
the highest clinical standards. Here the aims of the School arie identical with 
those of the Hospital Board but are not always identical with some of the in
terests of part-time specialists. This is the reason why the Board should wel
come a firm but not overwhelming influence on the clinic.I service of the 
hospital, mediated through the Hospital Medical Committee. The special ar
rangements at the National Women's Hospital in the past, have produced a 
clinical service to outpatients and inpatients of a higher standard than else
where in New Zealand and of a higher standard than in other specialist fields 
such as medicine, surgery, paediatrics or psychiatry. Our ;.teady drive for 
higher standards of service now meets resistance all along th:· line. Reversion 
to the 1947 arrangements l Professor/Medical Director] would permit a more 
rapid development of clinical services:' 

Had this suggestion been adopted, the Head of the Department of Obstetrics and Gy
naecology would have been both Medical Superintendent and Chairperson of the Hospi
tal Medical Committee. The possible dangers of this were envisaged by Professor Bonham 
when, in the same memorandum, he opposes the wish of the Medical Superintendent 
to become Chairperson of the Committee and says: 

"When the Head of the Postgraduate School is Chairman of the HMC a suit
able balance of power exists in the Hospital since the HMC ii; merely adviso
ry to the Superintendent who has the final authority as is appropriate to his 
position as administrative head of the hospital. It also preserves a reasonable 
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balance in the inevitable clash of interests of the (more numerous) part-time 
staff and the (less numerous) full-time academic staff. If the Superintendent 
is Chairman, he has a large say in the advice he gives to himself as Superin
tendent and the opportunity to exploit the voting power of the part-time staff. 
The Head of the Postgraduate School is helpless against the combined weight 
of the Superintendent, the Chairman of the HMC (the Superintendent) and 
the part-time staff:' 

Somewhat anomalously he not only recommended that the Head of Department be 
Medical Superintend,,·nt, but also that he retain the Chair of the Hospital Medical Com
mittee with a "ratherwiderrepresentation of other staff, possibly including the Matron 
and the Manager". This bid to resume the role of Medical Superintendent did not suc
ceed but is indicative of the factional nature of relationships between clinical staff and 
professorial staff. 

On occasions, tensions between the Medical Superintendent and part-time specialist 
staff on one hand, and the members of the Professorial Unit on the other, have reached 
crisis proportions. For instance, in October 1976 the Medical Superintendent wrote a 
lengthy and anguished letter to the ChiefExecutive of the Hospital Board about the recon
stitution and chairing of the National Women's Hospital Medical Committee: 
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"For some years now there has been a rift developing between the University 
and the Obstetrkal and Gynaecological staff of this Hospital. Lately this rift 
has widened, and is now giving me cause for great concern. 

"I would be deluding myself and you if I said that this was normal friend! y 
rivalry between sections of the Hospital. It has gone far beyond that. Until re
cently, I did not realise that the feeling - indeed antipathy - which is being 
generated was so high. 

"The cause, I think, of the division between the two sections of the staff has 
been the somewhat overbearing attitude of the University staff, particularly 
the outspoken, hectoring manner of the Head of the University Department. 
This unfortunate attitude has been tolerated for a number of years but I can 
now see that the obstetrical and gynaecological staff are not prepared to en
dure it any longer .... 

"The antipathy olf the part-time obstetrical and gynaecological staff is directed 
mainly at the Head of the Department whose manner and conduct has not 
won their respect. ... Quite frankly they have lost confidence in him and do 
not want him in any position of influence in this Hospital which will affect 
them. This is why they do not want the Professor to continue as Chairman of 
the Hospital Medical Committee. The part-time staff can see continual trouble 
ahead with the Professor pushing the University side at their expense, and 
I would agree with this view. 

"It is obvious and natural that the Professor must favour the University side, 
but this is not always in the Hospital's interests. The Chairman of the Hospi
tal Medical Committee must be impartial, and this position should be filled 
only by the one person who is neitherofthe part-time staff, norofthe Univer
sity staff. The Chairmanship should be held by the Official Head of the Hospi
tal, the Medical Superintendent, who must neither favour one side nor the 
other but base hi.s decisions on what is good for the Hospital as a whole .... 

"An interesting point is that the Senior Medical Staff have not yet resolved offi
cially who they think should be Chairman of the Hospital Medical Commit
tee, and I am wondering whether a further meeting should not be held to settle 
this point. It most certainly cannot be taken for granted that the Professor is 
the choice of the Senior Medical Staff. In fact, I am sure he is not the choice of 
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the majority. I firmly believe that the majority want an impartial Medical Su
perintendent as Chairman of the Hospital Medical Committee. This will be 
the only way to obtain a happy Hospital free from the animosity which now 
plagues it. Otherwise there will be the continuing troubles which have 
festered over the years. 

"As a compromise it may be suggested to you that the Chairman of the Hospi
tal Medical Committee should be neither the Medical Superintendent nor the 
Professor but rather a rotating Chairman taken from members of the Senior 
Medical Staff in turn. But this would be begging the question .... 

"The main concern, however, is that this compromise would solve nothing 
but must inevitably continue the widening oft he rift .... Therefore unless the 
Board and the University grasp the nettle boldly I can see considerable trou
ble ahead for this hospital, and for the Board and the University. It is time the 
University were brought completely into the picture, accepted theirrespon
sibilities and acted accordingly. 

"I have been exactly sixteen years Medical Superintendent of National Wom
en's Hospital and! retire at the end of next year. Myreasonforwritingas I have 
is because I want to leave this hospital a happier place for my successor than 
it has been for me over the years, and I trust the Board and the University see 
their duty as I have tried to point out .... 

'The mood of my staff is very angry. I am amazed at the amount of feeling that 
has been generated. They will take nothing less than the Senior Medical Staff 
being reconstituted as the Hospital Medical Committee with the Medical Su
perintendent as Chairman of this Committee. 

"The University have no actual or moral right to insist on the Professor being 
Chairman of the Hospital Medical Committee. This does not happen at either 
Auckland or Middle more Hospitals where the Medical Superintendents are 
the Chairmen of their respective Hospital Medical Committees. To ensure a 
happy National Women's Hospital, the Medical Superintendent must be 
Chairman of his Hospital Medical Committee:' 

THE EFFECT OF THE DISPUTES 

The records demonstrate that a great deal of energy has been diverted into discussion, 
argument, resentment and anger between the two staff factions at National Women's 
Hospital. Atthe very time when Dr Warren was writing his letter to the ChiefExecutive 
of the Auckland Hospital Board, the Hospital Medical Committee was attempting to 
grapple with the major issues which arose out of the Working Party's Report. In this at
mosphere of distrust between the academic and clinical branches of the Hospital, it is 
not surprising that questions about the treatment of some patients from non-academic 
staff such as Ors Mdndoe and McLean were seen by Dr Green as an attack on him per
sonally. This atmosphere also explains to some degree why the Chairman of the Hospi
tal Medical Committee and Head of Department chose not to intervene and ensure that 
the 1966 trial was terminated. In Professor Cole's view, when clinical research is to be un
dertaken at NWH, then the Head of the Obstetrics and Gynaecology Department 

"must be satisfied that there is ethical approval, that there are resources to do 
it and that, indeed, it is scientifically justifiable." 

Summary and conclusions: I have no evidence to suggest that relationships between the 
clinical and academic branches at National Women's Hospital are as seriously flawed as 
they were in the 1970s. I am aware that several witnesses spoke of their desire not to 
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further damage relationships by voicing unnecessary criticism during the course of their 
evidence. But from time to time there was also an unfortunate tendency to blame Dr Mcln
doe for sins of commission and omission. Whether true or not, the fact that this sugges
tion was made leaves me with the impression that there are still rivalries which must be 
confronted and resolved in the interests of patients' welfare and the future reputation of 
the Hospital itself. Effective peer review cannot operate in this atmosphere. 

1. Confidential memorandum 'The Postgraduate School of Obstetrics and Gynaecology and its Relationships 
with the Auckland Hospital Board and the Auckland School of Medicine' prepared for the University, March 
1975. 
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TEACHING 

The School of Medicine at the University of Auckland was established in 1968, but the 
Postgraduate School of Obstetrics and Gynaecology had been teaching undergraduate 
medical students and graduates since its establishment at National Women's Hospital 
in 1946. Therefore, it has taught many general practitioners, diplomates and specialists. 
In addition, the School has run refresher courses for general practitioners and nurses. 
It has occupied an important role in teaching on gynaecological malignancy. 

The detection and treatment of cervical cancer and precancerous conditions of the gen
ital tract was Dr Green's subject for most of the time he was a member of the academic 
staff at National Women's Hospital. On his retirement in 1982, the responsibility for teach
ing this subject was taken over by Dr Murray Jamieson. 

TEACHING NOTES 

As one of the academic staff and Associate Professor at the Hospital, Dr Green had teach
ing responsibilities at undergraduate and postgraduate diploma and specialist levels. 
Notes for class and study purposes, usually written or collated from existing material by 
the course lecturer, are disseminated regularly to the students. Various copies of Dr 
Green's teaching notes were produced at the Inquiry. One set, 'The early diagnosis of gy
naecological malignancy', was dated February 1967. Two other copies of almost identi
cal papers were produced, one dated November 1980 and the other June 1984. The 1980 
paper had been altered in only two major respects. 

First, the references had been updated to 1970 to include one of Dr Green's early papers 
published in the Australian and New Zealand Journal of Obstetrics and Gynaecology; 
and a whole new section had been added on the importance of early diagnosis in gy
naecological cancer. Most of that section argued that as it was doubtful that every ad
vanced cancer had passed through a less advanced stage, the case for screening in the 
early diagnosis of cancer was not proven. I consider that the last two versions of the paper 
originated in 1970, as none of the information contained in them has been updated since 
that time. Even in the 1970s the statement: 

"I think we must conclude that the case for screening in the early diagnosis 
of cancer is not proven - owing to insufficient evidence, evidence that can
not be obtained" (Dr Green's emphasis) 

was inaccurate according to Professor Skegg. If the information was inaccurate in the 
1970s, then it ought not to have been included in papers distributed in 1980 and 1984. 

Another paper dated February 1967, 'Cervical, Endometrial and Ovarian Cancer: Syn
opsis of Diagnosis and Treatment', was written by Dr Green. I have seen four versions 
of this paper, the second dated November 1970, the third, 1972 and the fourth March 1984. 
Once again they are almost identical to the original. Apart from a change in emphasis in 
the 1970 version of this second paper which modified comment concerning punch bi
opsy, its content remained virtually unaltered for a period of 17 years, except in minor 
matters not relevant to this Inquiry. This paper also should have been revised and brought 
up to date if it was to be distributed to students at the Postgraduate School. Both of the 
1984 papers were distributed as part of the diploma material, according to the evidence 
of one general practitioner who had taken the course that year. 
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In his evidence Dr Jamieson assumed that these two papers would have been distribut
ed in 1984 when he was absent from his teaching duties. It was not until 1987, therefore, 
that the papers were finally withdrawn from circulation. While I accept that written notes 
on one topic should not be given too much emphasis, they are not so insignificant in the 
hands of either undergraduate or postgraduate students as to require only occasional 
review. At least one postgraduate student in the diploma course in 1984 retained his notes 
for future reference. The practice of allowing this material to be distributed with minor 
modification only, over a period of 17 to 20 years, displays intellectual impoverishment. 

TEXTBOOK MATERIAL 

In 1962 Dr Green published a textbook which was revised from time to time until 1983. 
According to the preface to the 1983 edition, by its Fifth Edition published in 1975, it had 
"evolved into an exposition of those basic principles which should be familiar to anyone, 
students of obstetrics or otherwise, concerned with the care of pregnant women". The 
1983 edition was edited by Dr Green and titled 'Introduction to Obstetrics, A Concise Text 
for Students by the Staff of the Postgraduate School of Obstetrics and Gynaecology, 
University of Auckland and National Women's Hospital'. In chapter 5, 'Cervical Cytol
ogy Test', the following statement can be found: 

"This can be quickly and easily performed when the obstetrician does his first 
vaginal examination. About one or two unsuspected 'pre-invasive' cancers 
of the cervix will be detected in every 1,000 antenatal patients by this test. Fur
ther investigations ( colposcopy, biopsy) are not urgently necessary unless true 
or invasive cancer is suspected:' 

And in chapter 8, 'Uterine Retroversion and Cervical "Erosion"': 
"A cervical smear test is taken at the post-natal examination if one has not been 
taken during pregnancy. Very rarely this may reveal a true invasive cervical 
cancer, but more often (about two per thousand) it leads to the diagnosis of 
carcinoma in situ; the importance of this in the development of invasive cancer 
is somewhat disputed at present:' 

Although both chapters were said to have been written by other gynaecologists, these 
statements reflect Dr Green's views. To suggest that further investigations are not urgently 
necessary unless actual or true invasive cancer is suspected, reiterates Dr Green's belief 
that the only true disease is invasive cancer. Little emphasis is placed on CIS and other 
abnormalities, presumably because of Dr Green's opinion that they rarely if ever progress 
to invasive cancer. 

Any student reading that text would be lulled by the suggestion that there is no urgent 
need for further investigation. He or she may well place very little significance on a posi
tive smear, notwithstanding the fact that many authors have published evidence which 
points to the conclusion that CIS will develop into invasive cancer in a proportion of cases. 
Its significance as a cancer precursor has been underrated in a student's text. Although 
Professor Bonham said that undergraduates had always been taught that carcinoma in 
situ was a cancer precursor, the message in parts of this student textbook undermines 
that teaching. 

THE NWH MESSAGE TO OTHER PRACTITIONERS 

One general practitioner who spoke to me privately mentioned the out of date notes on 
gynaecological malignancy distributed as part of his 1984 diploma course. His experience 
no doubt was shared by other diploma students. There have been other occasions, such 
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as in correspondence, when Dr Green's view on the nature of CIS has been passed on 
to general practitioners. 

In 1965 Dr Green wrote to a general practitioner: 
"I must admit that the longer I go on the bolder I get and we have now reached 
the stage where we are not even doing a cone biopsy in the younger age groups 
and merely basing diagnosis and follow-up on cytology and punch biopsy 
as indicated by colposcopic appearances." 

Not only does this comment corroborate the evidence that Dr Green was choosing to di
agnose rather than treat CIS even before 1966, but it also indicates to a practitioner a course 
of action which was not acceptable by general medical standards. In 1966 he wrote again: 

"The more I see of Ca in situ, the less I think of it but I thought we'd better check 
once again." 

And in 1967: 
"I might say that not one of my nearly 500 cases (of carcinoma in situ) deve
loped invasive cancer after [indecipherable] biopsy in 1958. On going back to 
the original slides, both the pathologists here and myself had to downgrade 
the original diagnosis to nothing more than mild dysplasia. 

"What this means is notthat mild dysplasia might progress to invasive cancer, 
but that invasive cancer is a totally different diagnosis to all these epithelial 
dysplasias we have been diagnosing as the result of cytology. 

"In other words, if you follow enough dysplasias or carcinomas in situ, sooner 
or later one will develop invasive cancer in much the same way as will hap
pen in any large group of women followed because they had a broken leg." 

This general practitioner was known to Dr Green, had done a Diploma in Obstetrics and 
Gynaecology and had a substantial obstetrical practice. Later, after receiving a report on 
post-coital bleeding from this sarite GP, he wrote: 

"I would not be specially concerned about the appearance of PC [post-coital] 
bleeding under the circumstances you mention, particularly as the cervix ap
pears normal as usual and the smear is negative as usual and particularly as 
it didn't occur in any other stage in the cycle. 

"I don't know whether I have told you this, but we have now reached the stage 
where we are quite happy to diagnose Ca in situ on cytology, colposcopy (in
cluding punch biopsy) and clinical features only, and to sit and watch the pa
tients have positive smears year after year. In other words, if ... appeared now, 
I would not even do a cone biopsy." 

Professor Bonham was asked about this letter which he described as "an unusual letter 
I must say". 

Question: Would that Jetter have alarmed you if you had been aware of it at 
the time it was written? 

Professor Bonham: Yes. 

From time to time when reading patients' files, I have come across similar correspondence 
with other general practitioners who had referred patients. Dr Green was quick to reas
sure any who were anxious, stressing the insignificance of positive cytology and coun
selling against hysterectomy. On no occasion could I find any suggestion that the general 
practitioners had been told that his views were minority views. 

Dr Green was the Associate Professor of the Postgraduate School of Obstetrics and Gy
naecology. He was known as a leading authority on the topic of gynaecological malig
nancy. He had published on many occasions and taught many students during the course 
of his career. The message he gave to general practitioners repeatedly over the years was 
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couched in confident authoritative terms. It must have created dangers for many of their 
patients. 

THE VALUE OF CYTOLOGY 
In Dr Green's scientific papers there were repeated doubts about the efficacy of a 
population-based screening programme and his public comments similarly expressed 
his scepticism. He was not alone in voicing these doubts. Other members of the teach
ing staff at National Women's Hospital have also voiced their antipathy to the introduc
tion of such a programme. There are good reasons for addressing their views and showing 
that much of their criticism can be repudiated by data collated from around the world over 
the past decade. 

The views of the Postgraduate School in Obstetrics and Gynaecology have been influen
tial right up until the present day. I suspect they are one reason why the Health Depart
ment has sidestepped the allocating of funds to a nationwide screening programme on 
the grounds that the profession in New Zealand is not united on the need for one. 

It is of great concern thatthe members of the Department have failed to analyse accurate! y 
the available material and publicly continue to attempt to influence the profession and 
undergraduates with their unorthodox views. There has been a tendency to make inac
curate use of recent information on CIS, its incidence and its causes. 

One example is a letter to the New Zealand Medical Journal, August 1985, co-authored 
by Petr Skrabanek, in which Dr Jamieson wrote: 
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"Sir - We are told in The Acts of the Apostles, that Herod Agrippa, being a 
bad man, was 'eaten of worms'. His grandfather, Herod the Great (Slaugh
terer of the Innocents), was not only eaten to death by worms but, as the Jewish 
historian Josephus reported, his privy member first rotted off. 

"The infamous Roman dictator, Sulla, was also a salacious profligate and ex
ceedingly fond of a gay transvestite Metro bi us. According to Plutarch, 'by this 
mode oflife he aggravated a disease which ... corrupted his whole flesh ... and 
converted it into worms ... : 

"We still believe that sinners meet their just ends, though maggots rarely hatch 
in their cancer sores nowadays. Persecution of innocents or Christians is no 
longer listed in the aetiology of cancer, although Sulla's leanings certainly are. 

"Sex has always been suspect. In the past, innumerable vices caused blind
ness (see James Joyce), epilepsy, dementia and paralysis. Nowcervicalcancer 
has become 'rampant' and some southern authorities have promised New 
Zealand an epidemic of that disease (NZ Herald, 21 May, 1984). Every wom
an should be screened. We are told cervical cancer is a sexually transmitted 
disease. 

"Our young people are 'becoming more permissive and promiscuous'. An 
epidemic of cervical cancer, especially among our younger women, follows 
inexorably from these premises. True, the victims are not eaten of worms, but 
gnawed away by cancer (orfearof it) they are. The wages of sex is a positive 
smear. 

"There is a snag. In many countries renowned for their permissiveness, mor
tality from cervical cancer has been declining, regardless of the intensity of 
screening. In New Zealand, despite our increased permissiveness and hor
rendous extra-marital pregnancy rates, mortality from this cancer has 
decreased slowly from 7. 9 per 100,000 women in 1953 to 6.9 in 1982 - but so 
far nobody has claimed that this is due to improved standards of chastity. 
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"In the same 30 years no more than an average of 90 women a year have died 
of cervical cance1~ compared with almost 2000 persons who died in 1982 from 
accidents, poisoning, and drowning, or to the 364 suicides and 41 homocides 
in that year. Cervical cancer formed a tiny 0. 9% of all female deaths and 4% 
of all cancer deaths in women in 1982. Even if half these deaths were prevented 
by screening (and we know this is impossible, even in theory), the effect of 
removing such a small proportion of deaths from the overall cancer toll would 
not be statistically detectable. But what about the young women cut off in their 
prime? In the years 1973-82, an annual average of eight women under 35 years 
old died of cervical cancer. Even if all young women were screened regularly 
( and according to some 1981 figures for screening in New Zealand, at least 35% 
of all women20years and older are screened every year) we still could not be 
certain of preventing these eight deaths, since we know that in young wom
en cervical cancer often develops despite regular screening. 

"Why then, do we fuss so much about cervical cancer? Every woman should 
have a smear, correct? Every woman should be reminded that there is a 
danger?Why? Is it because the fearofbeing eaten of worms is a healthy fear? 
Should one million New Zealand women over the age of 19, live in daily fear, 
though only 0.009% of them will enter the final statistics? Listening to and ask
ing leading questions of a patient is far, far better than screening in the con
trol of cervical cancer." 

While the letter was published in a medical journal, it was couched in terms that were 
somewhat less than scientific and likely to upset and confuse the general practitioner and 
lay reader. 

1. The authors discuss the disease in the same breath as historical and biblical figures 
whose sexual appetites brought them to a horrible death. The analogies drawn are 
not likely to provoke debate on the central issue of screening. 

2. The authors diminish the importance of cervical cancer by com paring the numbers 
of deaths from that disease with those from accidents or from other cancers. The 
argument appears to be that because there are far more deaths from road accidents 
each year, no attempt should be made to reduce deaths from this disease. 

3. The statement, "since we know that in young women cervicalcancer often develops 
despite regular screening", may or may not be accurate. If other institutions have 
also been in the habit of monitoring women who have demonstrated positive cy
tology without treating them, then the statement is almost certainly correct and 
down-plays the real risk. In New Zealand about one woman in 80 will develop in
vasive cancer by the age of 70. If present trends continue and effective controls are 
not introduced, Professor Skegg believes that about one woman in 28, born in the 
late 1950s, may develop invasive cancer. 
Screening does notin itself treat the disease. It merely provides data which the com
petent gynaecologist will use as the basis for seeking further diagnostic tests and 
then offering treatment. 

4. When the authors state that "only 0.009% of New Zealand women will enter the fi
nal statistics", the inference is that the risk of developing invasive disease is very low. 
In fact 0.009 per cent of New Zealand women over the age of 19 develop invasive cer
vical cancer each year. The suggestion that the risk is spread over a woman's life
time is quite misleading. 

5. The letter also shows a touching faith in the ability of the clinician alone to control 
the disease. The authors' closing statement, "Listening to and asking leading ques
tions of a patient is far, far better than screening in the control of cervical cancer" 
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suggests that all precancerous lesions should be allowed to progress to invasion be
cause at that point they can be clinically diagnosed. 

The same message, questioning the value of screening, appeared in an editorial entitled, 
'Cervical Human Papilloma Virus Infection and Colposcopy'. 1 According to Professor 
Bonham, this editorial, co-authored with him by Dr Green and Professor Liggins, was 
written at the request of the editor of the Australian and New Zealand Journal of Obstetrics 
and Gynaecology "with an editorial flair for a neutralising element". In part, the editorial 
says: 

"Finally, it takes a recent finding (Bethwaite Jet al NZ MedicalJ 1986; 747-751) 
that annual cytology screening for cervical cancer is uneconomic unless an 
individual woman's life is valued at $NZ420,000 or more, to make us ask 
whether or not the huge capital investment involved in screening for the de
tection of a cancer which still causes only 0.4 - 0.5% of all deaths in Australia 
and New Zealand makes economic sense. Against a possible gain to society 
must be placed only a minute chance of personal good accruing to the in
dividual woman - at the expense of appreciable anxiety and physical mor
bidity resulting from protracted diagnostic and therapeutic procedures. We 
suspect that it is conscious or subconscious realisation of this disparity in re
ward which keeps patients away from screening or follow-up clinics. There
fore, before we accept for universal application the recommendations of 
Pagano and colleagues, would it not be wise perhaps to review more critical
ly the conflicting data on current screening programmes, discrepancies in 
epidemiological data and cohort trends, the role of tobacco and viruses 
(whatever happened to Koch's postulates?) and, above all, to seek more ob
jectively the natural history of cervical cancer?" 

This editorial quotes from Bethwaite's paper in a misleading way and perpetuates the type 
of confused information which has been published by the academic unit for a number 
of years. 
1. Bethwaite's study 2 valued an individual woman's life at $NZ420,000, calculated on 
the basis of annual smear tests, and at between $NZ86,000 and $NZ191,000 when smear 
tests were undertaken every three years (1984 prices). The economic evaluation supports 
smear tests every three years. The editorial incorrectly implies that annual smear tests 
were recommended. 
The Skegg Report 3 recommends routine screening every three years, adopting the es
timate that the risk of cervical cancer could thereby be reduced by 90 percent. The editorial 
places an exaggerated emphasis on the cost of routine screening. 
2. Although Professor Bonham told me that "we should go for total screening", that is 
not the impression that I gained from reading the editorial. Dr Jamieson also appears to 
have changed his views about the value of screening, possibly during the course of the 
Inquiry. He was asked if this was the case: 

"No, I don't feel T have. The information that made me reconsider the situa
tion was the !ARC [International Agency for Research on Cancer] report in 
late 1986 and my view is that we must attempt to arrange and organise as rapid
ly as possible a programme which will be effective and acceptable." 

This debate and the views of some members of the academic unit at National Women's 
Hospital have demonstrated an apparent unwillingness to accept up-to-date informa
tion and incorporate it in teaching both students and general practitioners. But it is ob
vious that most other authorities, both inside and outside the Hospital, now accept the 
need for the introduction of a cervical screening programme in New Zealand. 

SEXUAL TRANSMISSION OF CIS 
Professor Kolstad was highly critical of the Skrabanek/Jamieson letter to the NZ Medi
cal Journal. He said: 

188 



TEACHING 

"I have been seeing thousands of patients with invasivecenical cancer and 
the absolute majority of the patients are housewives and of course not 
prostitutes." 

He confirmed that cervical cancer is a 'sexually dependent diseai,e' but noted that cur
rent evidence suggesting it is transmittable is now: 

''. .. First marriage under age 20 or 21, two or more marriages, first coitus be
fore age 20, two or more sexual partners, divorces, separations and unstable 
sexual relationships are found more frequently in patients with cervical 
cancer. The correlation with age and sexual initiation is even higher if the di
vision is taken before and after age 17 

"Most investigators within this field today relate carcinoma of the cervix to a 
virus infection .... Today genital infection by human papilloma virus is info
cus. Howeve1; from all these data it is absolutely incorrect to believe that pa
tients with cervical cancer belong to a group of females whzch are sexually 
more active than females which do not acquire cervical cancer. 

"I find the comments by [Petr Skrabanek] and Dr Jamieson in this matter most 
improper. The male factor has not been mentioned by [Skrabanek) and Jamie
son. There are indications which seem to point to the fact that the so-called 
male factor is of greatest importance in the development of this disease." 

The last point is the kind of educational message which the authorities at National Wom
en's Hospital should have been disseminating to general practitioners and to the com
munity. At the same time they could have been encouraging sexually active women to 
have regular smear tests; and working more positively with those authorities who have 
the evidence that supports the need for a population-based screening programme for 
cervical cancer in New Zealand. 

It is of critical importance, if a woman is to co-operate in a screening programme, that she 
does not gain the impression that the risk of contracting this disease is somehow linked 
to promiscuity on her part. If she gains this impression and is monogamous, she will not 
accept the need for screening readily. If she contracts the disease she will be humiliat
ed. New Zealanders need to know that the risk arises from both the male's and the fe
male's sexual partners, as Professor Richart made clear during the hearings. 

"The risk of a patient developing cervical cancer requires that she be exposed 
to the human papilloma virus. This she can do by having sexual intercourse 
with a man who has papilloma virus .... The difficulty is that very few wom
en know the sexual history of their sextrnl partners. There are very few men 
who come home and tell their wives, 'I had an affair last night and I just in
creased your risk.' 
"Because of that, it is virtually impossible for any woman to know what her 
risk is. Unless she is in a unique relationship of which few exist." 

V✓on1en are entitled to knovv that they are at risk of developing squan1ous cell cervical 
cancer if they are sexua11y active and that the risk is related to the number of partners they 
and their male partners have had. This information must be available so they can make 
decisions about their sexual activity. 
The academic unit at National Women's Hospital has a responsibility not only to its stu
dents but also to general practitioners and the women of New Zealand to present accurate 
unbiased information which will encourage the profession and women to work together 
to reduce the incidence of invasive cervical cancer. 
lt should not need saying that it is preferable for the precancerous disease to be detect
ed at an early stage when it can be dealt with by local out-patient procedures, rather than 
waiting until a woman develops invasive cancer with all the social, economic, emotion
al and medical dangers that she will then face. 
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TEACHING STANDARDS AND TECHNIQUES 

Dr Duncan, President of the Royal New Zealand College of Obstetricians and Gynaecol
ogists, spoke highly of the part played by National Women's Hospital in the tuition of 
general practitioner obstetricians. In his view the Auckland and Otago Universities have 
both helped raise standards in this field. Furthermore, he confirmed that in 1980, follow
ing assessment by the Royal College, National Women's Hospital was given "recogni
tion". The Hospital was acknowledged, along with the other obstetrical and 
gynaecological units in the Auckland group, "as offering a broad experience and diver
gence of views appropriate with specialist training". He added: 

"The pass rate of New Zealand specialist candidates (including those trained 
at National Women's Hospital) is excellent." 

It was clearly Dr Duncan's view that undergraduate, postgraduate and specialist teach
ing at National Women's Hospital is largely orthodox. While I have reservations about 
the teaching and dissemination of inaccurate information on the nature and treatment 
of cancer precursors, I would not disagree with that view given his comment about the 
pass rates for specialists. However, it would be preferable if the review of the Auckland 
group planned by the Royal College in the next few years was brought forward. It would 
reassure the public and the medical profession that any mediocrity in the teaching 
programme is confronted and that written, clinical and other teaching in this area is 
rigorously reviewed to ensure it is up to world standard. 

Recertification 

The Royal NZ College has had a requirement for the recertification of all Fellows 10 years 
after their admission to the College. Although an appropriate programme is still being 
developed, I would endorse this method as one means of ensuring that specialists who 
are Fellows of the Royal NZ College maintain up-to-date information. 

Clinical teaching 

Formal lectures are only part of the undergraduate and postgraduate teaching 
programme offered by the Postgraduate School of Obstetrics and Gynaecology. There 
is practical training and in the latter years of a medical degree students are introduced 
to clinical work. 

The fact that National Women's is a teaching hospital escapes many of the patients who 
enter it. Even if they were aware of that role, it might not mean as much to a person who 
is not associated with the academic world as it does to someone who is. In fact very few 
patients who have been admitted to National Women's Hospitalforexaminationortreat
ment of carcinoma in situ of the genital tract have had any real choice about which hospital 
they enter. Their admission to NWH cannot be taken as acquiescing to teaching 
procedures. 

Therefore, there is a special obligation on the academic and other teaching staff of the 
Hospital to ensure that their patients are fully aware of the Hospital's teaching respon
sibilities and that they are happy to co-operate as teaching subjects. I have anecdotal evi
dence from patients to suggest that, provided they are asked and accorded as much 
privacy and dignity as possible, they have no objection to being teaching subjects. 

Professor Bonham spoke of the difficulties involved in teaching students how to examine 
patients. He referred to the patient's right to privacy which conflicted on occasions with 
the need to train practitioners in examination techniques. It appears that a variety of teach
ing methods have been used at the Hospital over the years. They include teaching un
dergraduates by examining anaesthetised patients and the use of surrogate or conscious 
volunteer patients. 
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Professor Bonham believes that to teach a student with a conscious patient will create ten
sions for the patient, hence the decision to examine under anaesthetic. He conceded that 
vaginal examinations under anaesthetic were still undertaken, but cnly on those patients 
for w horn a vaginal examination was required in the normal cour-:e of treatment. 

However, a nurse who gave evidence anonymously told me that while she was a theatre 
charge nurse from 1983 to 1986, unconscious patients were examined vaginally by up to 
four students. She was not told whether the vaginal examination wa,, part of that patient's 
treatment or not. Her concern centred on the possible discomfort the woman might ex
perience later, and her anxiety that the patient's permission had not been sought. When 
she voiced her concerns, they were dismissed by her supervisor. 

Professor Bonham said that student examinations were limited to those involved in the 
patient's clinical management. A maximum of two students would examine the patient 
while she was anaesthetised. I accept that this is the practice atpres"nt. He did confirm, 
however, that a patient's consent to this procedure was not sought. He was asked: 

"Is it not thought appropriate to do that?" (seek her consent) 

His answers were: 
"I think it could be. We keep adding to the logistics of staff problems .... 
"We may; however, be producing undue concern among patients, but it is hard 
tosay ... 
"Because to get informed consent would take ... about a 10 minute expla
nation .... 
"If the Commission believes that this is necessary; we would be happy to make 
the necessary arrangements, given the appropriate logistical funding." 

Teaching examination techniques on anaesthetised patients without their consent is not 
a new issue at National Women's Hospital. In 1978 the Nurses Society of New Zealand 
made representations to the Auckland Hospital Board condemning the practice. Their 
allegations concerned teaching sessions involving the insertion and removal of intra
uterine contraceptive devices on patients under general anaesthetic for other purposes, 
without patient consent or knowledge. According to their evidence, no public comment 
was made by the Hospital Board as a result of the representations. The Nurses Society, 
however, publicised the matter and a newspaper article commented on the issue. 
Although a television interview was taped, it was never transmitted, apparently because 
of adverse reaction from a member of the Postgraduate School. 

When asked if students were ever involved in inserting intra-uterine devices on anaesthe
tised patients, Professor Bonham said that this was not the case. Students practised on 
a uterus that had been removed. However, I have been left with the uneasy impression 
that non-consenting anaesthetised patients have been used as subjects for teaching this 
technique. There are times when existing practices continue because no-one has reas
sessed the need for them. It is totally unacceptable that the Hospital Board and the School 
of Obstetrics and Gynaecology continued this practice with no real attempt to evaluate 
it after 1978, though I have been told that it has ceased since the matter was raised once 
more before this Inquiry. 

The implications for patients who, without their prior consent, are teaching subjects 
while anaesthetised extends beyond National Women's Hospital. It may well be that the 
time has come for professional ethics to prohibit such a practice, and for legislation to be 
clarified to ensure that this does not recur. I regret to say that I cannot rely on the assur
ances that have been given to me. 

Clinical teaching in the future 
It is obvious that the patient has not always been adequately protected. In teaching situ
ations, especially those involving physical examinations or procedures, where additional 
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health professionals are attached to the clinical or therapeutic team, the patient's permis
sion should be sought. A clear distinction should be made between teaching vaginal ex
amination or insertion of intra-uterine devices where the patient has been admitted for 
either of those purposes, and subjecting her to these procedures when they are not part 
of the reason for her hospital care. For example, it is untenable for a woman to have an 
IUD fitted and removed by a student or students without her permission if she has been 
admitted to hospital for a hysterectomy. 

Great care should be exercised in asking a woman to take part in an unnecessary proce
dure. Herconsentwill not overcome the problem of the vulnerability of a patient wish
ing to co-operate with the staff who are responsible for her care. 

One patient, who had worked in the medical records section of the Hospital, obviously 
felt uncomfortable at being asked to be examined when other students or doctors came 
to the Hospital. No person who is an employee of a hospital, or who might be known to 
the teaching staff or students, should be invited to take part in any teaching programme. 

Special care must be taken in seeking the consent of a patient to her inclusion in teach
ing practices if she is to be anaesthetised. No more than two students, be they nursing, 
medical or other health professionals, should undertake the procedure. The woman's 
written consent to the precise procedure and names of those actively participating must 
be sought well before she is prepared for her anaesthetic so she has time to consider her 
response. Vaginal examinations involving conscious patients also demand thatthe wom
an's consent be obtained in the same way. Normal courtesies, including the introduction 
of the students, maximum privacy and respect for the patient must be observed. 

Some patients who gave evidence before me, spoke of invitations to take part in clinical 
teaching sessions. On the whole they agreed to participate and at least one patient seems 
to have actively enjoyed her role. Others have been embarrassed by examinations of the 
genital area in the general ward and in front of students. Others considered the offer of 
a cloth to cover the patient's face so that she would not be embarrassed as absurd. As one 
said, "It was not my face that I was worried about:' These practices seem to be largely 
abandoned now, never it is hoped, to be reinstated. 

This is an appropriate time for the School of Obstetrics and Gynaecology and nurses' as
sociations to consult representatives of their consumers, in particular women's health 
groups, the Ministry of Women's Affairs and other interested bodies, to establish a 
scheme for teaching examination techniques which will be acceptable to patients. Sur
rogate patients have been suggested as teaching subjects. If women are prepared to offer 
themselves in this role, secure in the knowledge that they will be treated sensitively. they 
will be doing a real service for actual patients who may prefer not to take part in a teach
ing programme. The acquisition of sound clinical skills through well run teaching 
programmes is important for the future care of all patients. 

ARCHIVAL MATERIAL HELD AT NWH 

The 1966 trial and possibly some of the supplementary trials (vaginal smears of neonates, 
study of fetal cervices) have resulted in the accumulation of a large and probably unique 
amount of histological and sociological information on precancerous and cancerous con
ditions of the genital tract. The material should be retained and made available for review, 
properly conducted research and teaching purposes. Some suggested areas are: 

Cytology 

1. Studies of women with histories of negative smears in the three years preceding 
presentation with invasive disease. 
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2. Studies on the significance of persistent mildly abnormal cervical smears. This may 
have advantages in deciding at what point on a cost-benefit basis a woman should 
receive colposcopic examination. 

Histology 

1. The study of the epidemiology of papilloma virus infection and its association with 
CIN ( cervical intraepithelial neoplasia) orCIS and invasive disease. The large num
ber of women with records of serial biopsies over many years is unique. Modern 
DNA hybridisation techniques allow the presence of viruses to be identified in 
material stored as paraffin blocks. This material may prove to be of vital importance 
in the search for information to help prevent, detect or treat the disease. 

2. The study of the outcome for patients with a histological diagnosis of microinvasive 
disease which has not been managed by hysterectomy. 

3. A study of the his to logy of vaginal and vu lval cancers in order to identify the histo
logical sub-types such as verrucous carcinoma which responds poorly to radi
otherapy. 

Teaching 

1. A study of the patient interviews and evidence presented by consumer groups and 
the Ministry of Women's Affairs to help understand the views of women towards 
disease of the genital tract and its detection and management. 

2. A study of the accumulated comment of all the authorities in gynaecological disease, 
its diagnosis and management, in research and in ethics. 

CONCLUSIONS 

While the opinions of the NWH Department of Obstetrics and Gynaecology on the value 
of cytology are less likely to be quite so influential after the close examination of the is
sue during this Inquiry. itis important that present and future members of the Postgradu
ate School try to avoid undermining a cervical screening programme in the future. They 
might direct their efforts instead towards some of thl' administrative and practical detail 
which will need to be resolved. 

Many undergraduate and postgraduate students ofobstetrics and gynaecology received 
their initial information about gynaecological malignancy from this teaching source. It 
is critically important, therefore, that future teaching take account of more up-to-date in
formation and analyses the international and New Zealand data more accurately. It 
should avoid undermining the importance of taking a cervical smear if the disease is to 
be detected, diagnosed and treated at the early stage, when it is thought to be almost 100 
per cent curable, rather than at the later invasive stage. 

Teaching standards 

l. There is a need to reassess teaching on precancerous conditions, gynaecological 
malignancies and diagnostic techniques to ensure that formal and clinical teaching 
is consistent with those of world authorities and the concessions madl' during this 
Inquiry. A special effort must be made to achieve excellence in teaching at all levels. 

The Head of Department is due to retire shortly. A replacement of world class would 
do much to invigorate the Department's image and morale. 
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2. There would be much better communication and dissemination of current views if 
academic staff were actively encouraged to participate in programmes orresearch 
relevant to their specialities. 

Disseminating information to 
previous trainees 

As various witnesses remarked, the current Inquiry has served to inform both the medical 
profession and the public about the treatment and management of CIS and about ethi
cal issues. There is a wealth of written opinion from medical experts, ethicists, women 
and patients, from which much vital social and scientific information could be gleaned. 
The Royal NZ College has offered to disseminate those findings which relate to current 
opinion on the aetiology, pathology and management of CIS and invasive cancer. That 
suggestion would reinforce the more ephemeral messages received from media reports 
and I would endorse it. 

However, the College should not exclude information of a broader nature arising from 
this Inquiry. Its members need to know of the ethical implications of clinical freedom and 
peer review and research which have been discussed in such detail over the last year. The 
scientific lessons are not the only ones to be learnt. Dissemination would be most effec
tive if a variety of techniques were used. These might include articles and comment in 
medical and nursing journals, regional seminars to discuss particular scientific or ethi
cal issues or the organisation of a population-based screening programme, television and 
radio debates and comment, as well as special attention to these issues in undergradu
ate and postgraduate lectures during the next two or three years. 

Students 

It is important to stimulate student thinking on ethical issues. There is little or no formal 
teaching on ethics at the Auckland School of Medicine although this subject has been 
widely discussed publicly over the past few years. The Otago School of Medicine is de
veloping and implementing a programme which introduces medical ethics from year two 
of the medical degree in a framework which allows a wide range of topics to be discussed. 
The Auckland School should consider a similar course, stimulated perhaps by the in
volvement of members of the public (including patients ),recognised ethicists and health 
consumer groups. 

The public does not see medicine purely as a scientific pursuit. Increasingly, it is demand
ing evidence that doctors think through the many dilemmas which surround its prac
tice and that they involve the public in ethical decisions. 

Research 

The Royal NZ College may be prepared to encourage study or teaching using the detailed 
information upon which my findings are based. There is also a huge quantity of patho
logical data available forresearch at National Women's Hospital. It should not be lost to 
the profession and the patients it serves. Social scientists and ethicists will discover a large 
amount of raw material on patients' attitudes and the social consequences of treatment 
which should not be overlooked. 

Patients 

Any patient who is to be examined or to undergo any procedure related to teaching, must 
be informed of the nature of the procedure, the number of students to be present as ob
servers and the names of those who are to participate actively. 
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If the examination or procedure is not part of the patient's planned treatment, if it is to 
be undertaken by more than one person, or if the patient is to be unconscious, her writ
ten consent must be sought, after she has been provided with all relevant information. 

1. Aust NZ) Obstet Gvnaecol 1987; 27:131 
2. NZ Medical J 8 Oct~iber 1987:747 
3. NZ Medical j 14August 1985:636 

195 



Chapter 10 

CERVICAL SCREENING 

A screening testis a test given to pick up unrecognised disease in a person who does not 
complain of any symptoms. A cervical smear is used in this way. However, a cervical 
smear may also be taken when a woman with certain symptoms consults a doctor. In this 
case it is used as a diagnostic test, not as a screening test. This chapter deals only with 
the cervical smear as a screening test. 

Screening was first introduced as one of the routine tests done when women entered 
hospital for a gynaecological condition. Later on, interested general practitioners offered 
the test to their women patients. This way of carrying out screening - when an oppor
tunity arose - has been called 'opportunistic screening'. 

The first population-based screening programmes were started in New Zealand in the 
early 1960s. The paper by Dr Mclndoe, 'A Cervical Cytology Screening Programme in the 
Thames Area', published in 1964 1, reviewed a screening programme launched at the be
ginning of April 1962 with assistance from the Auckland Division of the Cancer Society. 
Forty-one per cent of the target patient group in the area were examined, and of those the 
'pick-up rate' was 6.4 cases of carcinoma in situ or invasive cancer per thousand women 
screened. This was comparable with the rates from similar programmes in other 
countries. 

During those early years the Papanicolaou smear was highly valued as a means of de
tecting cancer precursors. In the early 1960s, the Auckland division of the Cancer Society 
also financially supported a national screening register introduced by the Research Coun
cil of the Royal College of General Practitioners. The register contained the names of 377 
doctors throughout New Zealand who did screening and held the national results of 
smear tests. But this initial enthusiasm and co-operation in a nationwide screening project 
waned rapidly. The register stopped around 1965. 

Since 1965 cervical screening has been offered to patients by general practitioners and 
gynaecologists as the opportunity arises. In 1977 guidelines for the frequency of cervi
cal screening were circulated by the Department of Health. These guidelines followed 
the recommendations of the Walton Report from Canada. More recently, a working group 
chaired by Professor Skegg made fresh recommendations for cervical screening in New 
Zealand.' 

The group reviewed the evidence for the value of screening. They made recommenda
tions on the optimal frequency of screening, on ways to encourage women to enter the 
screening programme and on the technique for taking a smear. In referring to ways of en
couraging women to enter the screening programme, the authors stated: 

"It is now widely held that the full potential of cervical screening will be rea
lised only with effective systems to invite all women for screening, and to 
check that action has been taken on positive results. These systems (whether 
manual or computerised) might be based in general practices, laboratories or 
whole communities." 

This way of carrying out cervical screening has been called 'population-based screening' 
or' mass screening'. lt differs from 'opportunistic screening' in that it is more organised. 
It should result in a wider coverage of women at risk, fewer women whose abnormal 
smears are not properly followed up, and easy evaluation of the programme's effec
tiveness. 

196 



CERVICAL SCREENING 

National Women's Hospital has been one of the leading New Zealand exponents of the 
use of cytology in the detection of CIS and other abnormalities. Paradoxically, in recent 
years, the published and publicly stated views of a section of the Hospital's gynaecolo
gists have opposed the value of cervical screening. Those attitudes came under intense 
scrutiny during the hearings. Because of the central role of cervical screening in this In
quiry, it is important to review some of the debate. 

THE ETHICAL PROBLEMS OF SCREENING 

McKeown, in 'Validation of Screening Procedures' (Screening and Medical Care OUP 
1968), speaks of the obligations in screening. In his view they are to ensure: 

a) that a screening procedure is effective, and if it is 

b) that it makes better use of limited resources than the available alternatives. 

There are two additional problems: 

a) reaching the entire at-risk population, and 

b) how to manage the cases when they have been identified. 

McKeown distinguishes between issues raised by screening and issues raised by ordi
nary medical measures which pose questions about effectiveness and priorities. He iso
lates the difference between a patient who seeks help from a doctor for conventional 
diagnosis and treatment, and those other patients whom the doctor undertakes to iden
tify as requiring his assistance. He says: 

"The position is quite different in screening, when a doctor or public medi
cal authority takes the initiative in investigating the possibility of illness or dis
ability in persons who have not complained of signs or symptoms. There is 
then a presumptive undertaking, not merely that abnormality will be iden
tified if it is present, but that those affected will derive benefit from subsequent 
treatment or care .... No-one should be expected to submit to the incon
venience of investigation or the anxieties of case finding without the prospect 
of medical benefit:' 

For this reason the general practitioners who referred patients with abnormal smears to 
National Women's Hospital, must have done so in the belief and with the intention that 
their patients would be treated. 

IS CERVICAL SCREENING EFFECTIVE? 

In theory, cervical screening should be of value if it is true that a significant proportion 
of the abnormalities found will progress to invasive cancer if left untreated; and secondly, 
if the treatment of these abnormalities is very effective in preventing this progression. 
In addition, its value will be greater if most cases of invasive cancer start with a precan
cerous phase which lasts long enough to be detected by screening. Even if screening is 
theoretically effective, it won't be shown to be effective in practice unless many uf the 
women at risk have the test, the results are read correctly and the abnormalities are treated 
properly. 

In his 1966 paper, 'Cervical Cytology: A Scrutiny of the Evidence' 1966, 3 E G Knox 
reviewed current evidence for the effectiveness of cervical screening and suggested that 
the information needed to determine whether it was truly effective was not available. 
Professor Skegg said in his evidence that failure in the 1950s to use the optimum method 
of evaluation of new procedures - the randomised controlled trial, was partly respon
sible for this lack of proof. Knox had rejected the idea of a randomised controlled trial of 
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screening in the 1960s on the grounds that it would be impracticable and unethical. 

It has been obvious from listening to Dr Green's evidence and reading his papers and pub
lic comments on cervical screening, that he shared similar doubts to those expressed by 
Knox in that 1966 paper. His scepticism might have been justified in the 1960s. However, 
the emerging evidence of progression from CIS to invasion, not only in his own work at 
National Women's Hospital but also from studies undertaken in other parts of the world, 
appears to have been disregarded by him or not fully understood. 

Since the 1960s a far clearer picture has emerged. Centres with well organised screen
ing programmes have shown substantial falls in the incidence and mortality rates from 
cervical cancer. Evidence of this sort was regarded by expert witnesses as demonstrat
ing the value ofcervical screening. Professor Skegg considered that a consensus on the 
positive effectiveness of population-based screening started to emerge in 1977. In New 
Zealand, however, the importance of these findings has been consistently undermined 
by the confused statements from Dr Green and some of his colleagues at National 
Women's Hospital. 

It is difficult to understand the logic of those gynaecologists who warmly advocate the 
virtues ofopportunistic screening (taking smear tests from women who attend Nation
al Women's Hospital as in- or out-patients as the opportunity occurs) but oppose the 
benefits of mass screening. As one submission said: 

"In essence a mass screening programme of the relevant female population 
is simply putting the opportunistic screening already carried out by practi
tioners onto an organised basis." 

Opportunistic screening results in under-screening large sections of the female popu
lation who have no apparent need to seek treatment at a hospital specialising in obstetrics 
and gynaecology. It may well over-screen the women who are obliged to attend hospi
tal. It is not a rational use of scarce resources in the pursuit of preventive health care. 

In 1986 a workshop on screening for cancer of the cervix, arranged by the World Health 
Organisation International Agency for Research on Cancer, attracted participants from 
a wide range of countries. They were described by Dr Jordan as leading authorities in the 
world. It was their view that: 

"Research into screening for cancer of the cervix has moved from the neces
sity of establishing its effectiveness, which is now generally recognised as hav
ing been confirmed, to operational and applied research issues, both in 
technically advanced as well as in developing countries." 

The workshop's report spoke of the sharp falls in incidence and mortality from cancer 
of the cervix in Iceland, Finland and Sweden, as well as in parts of Denmark, when or
ganised programmes achieved nearly complete coverage of the population. Professor 
Richart described the evidence in support of a cervical screening programme as irrefut
able: 

"While most of the world is trying to reach every segment of their population 
for cytological screening there is a continuing debate in New Zealand as to 
whether screening is effective .... Maybe all the nations are out of step with 
New Zealand, but the evidence is dead against it." 

Dr Jordan also considered the medical debate about the value of a national programme 
had largely been resolved and said: 

"I think the debate is not whether it should be set up but how." 

By the 1980s, therefore, few authorities doubted the value of screening. Most countries 
were turning their attention instead to the administrative problems of establishing a 
nation wide screening programme, ensuring that diagnostic and treatment facilities were 
available and that there were high standards in taking smears and reporting. 
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That these organisational matters are of critical importance to any programme is in
disputable. In the United Kingdom, for example, although screening for cervical cancer 
has become widespread, there is still no nationwide programme fully organised and 
operative. In 1984, in spite of the general practice of screening, the overall time trends in 
mortality were not substantially affected. Detailed analyses of trends, however, suggested 
that without screening, an increase in mortality would have occurred. In effect, in the 
United Kingdom, screening has probably resulted in about a20 - 30 per cent reduction 
in the risk of and mortality from cervical cancer (Hakama, Chamberlain, Day, Miller, 
Prorok, 'Evaluation of Screening Programmes for Gynaecological Cancer', WHO meeting 
report). 

This failure to achieve a net reduction in mortality is probably due to two factors: 

1. The programme had not been fully organised to achieve optimal results through
out the country. 

2. Increases in incidence in younger women have been reported in the United King-
dom and in several other countries including New Zealand. 

The situation is probably similar in New Zealand. In the past Dr Green argued that the 
failure of cervical screening to lead to a dramatic reduction in cases or deaths from inva
sive cancer in New Zealand implied that: 

"the concept of progression from epithelial change through a spectrum to in
vasion is doubtful:' (Paper presented at the 1973 MRC Epidemiology Sym
posium, Green Lane Hospital, Auckland.) 

This can no longer be argued because of the success of overseas programmes. Indeed 
Professor Kolstad suggested that the failure of cervical screening in New Zealand 

"possibly reflected the conservative attitude to treatment of such lesions as 
Tecommended by the National Women's Hospital. One cannot think that 
there shall be a decrease in invasive cancer, if the in situ lesions aTe not proper-
ly treated." 

In spite of world authorities' broad agreement on the value of a screening programme, 
key gynaecologists in the Postgraduate School of Obstetrics and Gynaecology still dis
pute the evidence. In an editorial, 'Cervical Human Papilloma Virus Infection and Col
poscopy'4 Professor Bonham, Dr Green and Professor Liggins criticised a paper by 
Pagano and colleagues from the Royal Women's Hospital, Melbourne. It had recom
mended the mandatory use of colposcopy in the management and follow-up of all pa
tients whose smears suggest HPV infection. The authors say: 

"Therefore, before we accept for universal application the recommendations 
of Pagano and colleagues, would it not be wise perhaps to review more criti
cally the conflicting data on current screening programmes, discrepancies in 
epidemiological data and cohort trends, the role of tobacco and viruses 
(whatever happened to Koch's postulates?) and, above all, to seek more ob
jectively the natural history of cervical cancer?" 

Professor Bonham described this editorial as having been written with 'flair', implying 
'provocatively'. I did not draw that inference. 

Even in 1987 these authors believed that they were right and the rest of the world was 
wrong in its assessment of the benefits of a mass screening programme. The editorial 
quoted Bethwaite's Study,' which fixed the value of a woman's life at$NZ420,000, based 
on annual screening. The authors questioned this level of expenditure on a disease which 
causes 0.4 - 0.5 per cent of all deaths in Australia and in New Zealand. 

This was not the only time that Bethwaite's study was quoted in support of a poor 
cost:benefit result. In fact Bethwaite did not recommend annual screening. The current 
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New Zealand recommendations and those of Bethwaite were based on three-yearly 
screening at a cost of $86,000 per life saved. It is disturbing to see this selective use of pub
lished data. 

Views deprecating the value of cervical screening have also been published by Dr Skraba
nek and Dr Jamieson in a letter to the NZ Medical Journal 1985. ln his evidence Dr Jamie
son said that he had finally been persuaded of the value of a cervical screening 
programme towards the end of 1986. Petr Skrabanek, from the Department of Commu
nity Health at Trinity College, Dublin, continues to criticise screening for cervical cancer. 
In a letter to the Lancet, May 1987, he analysed a paper by Laara, Day and Hakama on the 
mortality trends from cervical cancer in Sweden and Norway. In a letter in response, pub
lished in the Lancet in July 1987, Drs Day and Hakama refute the inferences drawn from 
the paper by Dr Skrabanek, saying: 

"His idiosyncratic use of other people's data, however, suggests that he does 
not expect Lancet readers to study the articles he cites in his support." 

PRESENT SCREENING PROCEDURES 
IN NEW ZEALAND 

Although family planning clinics and many general practitioners offer cervical screen
ing to their patients and although obstetrical and gynaecological units such as National 
Women's Hospital offer smear tests to all women who attend them, local mortality rates 
are not reducing as they are in countries such as British Columbia and Iceland which have 
well organised programmes. Professor Skegg commented on the success of cervical 
screening in New Zealand. 

"It hasn't been as successful as we would like but ... the mere fact that there has 
not been a more rapid decline in cervical cancer in older women and that there 
has indeed been an increase in younger women, is not inconsistent with a con
siderable prevention of cervical cancer within this country. Because people 
often forget that we are really dealing with a moving target asit were, and that 
there are hardly any diseases I can think of for which the incidence remains 
constant all the time .... Cervical cancer is certainly a disease which has varied 
quite dramatically at different times in history, according to factors like pat
terns of sexual behaviour. 

"In the last 20 years or so there has been a profound change in sexual mores 
in New Zealand. There has also been increasing use of oral contraceptives, 
which may play a part in the aetiology of cervical cancer. There has also been 
increasing cigarette smoking in young women which also may play some 
part .... It would be entirely predictable, and indeed was predicted by many 
people, that there would be a major increase in the incidence ofcervical cancer 
in countries like New Zealand. 

"My colleague, Dr Cox, has been able to estimate the proportion of invasive 
cancers that were being prevented by screening as practiced in New Zealand 
up to about 1980; and he estimated that about one quarter of the invasive 
cancers that would have occurred were being prevented by screening at that 
time. That is very similar to the proportion in England and Wales 
which ... also ... at that time did not have an organised screening programme." 

The only means of evaluating the effectiveness of the opportunistic screening for cervi
cal cancer in New Zealand is by reference to National Health Statistics Centre publica
tions and the National Cancer Registry. As there is no centralised or regional register 
which records who is being screened for disease and how often each individual wom
an is being screened, and as few attempts have been made to establish a follow-up system 
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to monitor those women who have received treatment or who require further regular 
tests, there is little information available about the national pattern of cervical screening 
in New Zealand. 

It is entirely possible for instance, that the same group of women are receiving smear tests 
more often than is necessary, while many others have received no smear tests at all or are 
unable to be located for diagnosis and treatment when a positive smear is reported. If the 
experience in Britain is applicable here, the women most likely to be developing invasive 
cancer are those who have received no recent smear tests. The few women patients I met 
who had an initial diagnosis of invasive cancer, certainly fell into this category. 

In my view, the debate has established the usefulness of a population-based screening 
programme. The report prepared for the Department of Health and the Cancer Society 
by Skegg, Paul, Seddon, Fitzgerald Barham and Clements' confirms the need for the im
plementation of a programme in New Zealand. 

The report's summarised recommendations for routine screening are: 
"1. A woman should have her first smear as soon as possible after commenc
ing sexual activity, or when first presenting for contraceptive advice, antenatal 
care, or treatment of a sexually transmitted disease. 

2. If the first smear is negative, it should be repeated within one year (be
cause of the possibility of a false-negative result). 

3. Screening should thereafter be repeated regularly at least every three 
years. 

4. Screening may be stopped at age 65 provided that the woman has had two 
recent negative smears and that no previous smears have been abnormal or 
doubtful. But any woman who has never had a smear should be screened, 
even if she is over 65. 

"This programme is only for women who continue to have negative smears. 
If a cytological abnormality is found, the subsequent investigations and 
follow-up will depend on the circumstances of the individual case .... Our 
recommendations also do not apply to women who present with gynaeco
logical symptoms, for whom the cervical smear may be an important part of 
the investigation. Nevertheless, a negative smear in a woman with clinicalfea
tures suggestive of cervical cancer does not rule out the presence of a 
malignancy." 

I accept the recommendations of the Skegg Report. Further study is not required to evalu
ate the need for such a programme. However, there are problems in implementing an 
effective nationwide programme. Its implementation should establish a system which 
will: 
• aim to screen all sexually active women until the age of 65 

• repeat the first smear to avoid the possibility of a false negative result 

• repeat it at least every three years thereafter 

• develop follow-up procedures for those women in whom disease is detected 

• provide adequate facilities for diagnosis and treatment 

• ensure that women are monitored so recurrent or persistent disease can be treated. 

The Ministry of Women's Affairs, in its consultation with New Zealand women, has iden
tified a population-based cervical screening programme as one of the most pressing 
women's health issues. The Ministry recommends establishing a "national, centrally 
coordinated screening programme which is based on the needs of women land which] 
must be acceptable, culturally appropriate, and affordable". In its evidence, the Minis
try stressed the number of women dying of cervical cancer each year in New Zealand. 

201 



CERVICAL CANCER REPORT 

At present 100 women die annually, and with current incidence rates, one in 80 women 
can expect to develop invasive cancer of the cervix before the age of 70. 

Present trends demonstrate a marked rise in the incidence amongst young women. The 
estimate is that as many as one in 28 women born around 1957 may develop invasive cer
vical cancer before the age of 70 if their disease is not detected, diagnosed and treated at 
an early stage. The Ministry said: 

"Statistics cannot convey the shocking reality of this information for women 
themselves or the effect on their families, husbands or partners. With or
ganised screening, many women's lives would be saved." 

It is important to emphasise that although the economic evaluation of a cervical screen
ing programme estimates that it will cost about $86,000 (in 1984 prices) for each life saved, 
there is a far greater but unquantifiable cost to the community. Each woman who is di
agnosed with invasive cancer, even if she does not die prematurely, costs a great deal more 
to treat than her sister whose precancerous lesion is discovered at an early stage and that 
lesion excised. 

The social costs include the intense stress suffered by the woman, her family and her work 
associates. All of their lives are changed. If she dies prematurely that is not just a tragedy 
for her immediate family. It is felt by all her friends and associates, many of whom will 
take on extra burdens as the result of this death. 

PROBLEMS IN IMPLEMENTING SCREENING 

In a comment in the British Medical Journal, 6 October 1984, Jocelyn Chamberlain stated: 
"Two recent studies, in Manchester and South London, have looked at the 
reasons why women developing invasivecancerof the cervix have not been 
detected at a preinvasive stage by screening. By far the most common reason 
was that they had never been screened at all; this applied to two-thirds of the 
total sample and four-fifths of those over 40, among whom the great majori
ty of cases occw;" 

From the evidence I have heard, including the study by Victoria Grace, 6 this is likely to 
be the situation in New Zealand. 

1. Universal coverage of the population 

The Ministry of Women's Affairs isolated three groups it considers most at risk in develop
ing disease of the genital tract and who are seldom reached by existing screening efforts. 

(a) Maori Women are nearly three times as likely to develop cervical cancer as Pakeha 
women. Victoria Grace's survey found that Maori women reported more frequently they 
had not been screened than either the Pake ha women or those women who identified 
as both Maori and Pakeha. The Ministry's submission said: 
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"Information on cervical screening among Maori women has been gathered 
this year by Te Ohu Whakatupu (the Maori Women's Secretariat in the Minis
try of Women's Affairs) so that the view of those women can be presented at 
meetings of the Cervical Screening Working Party 
"The barriers to Maori women being screened are financial, cultural, and 
questions of accessibility Cost is a major barrier to Maori women attending 
a general practitione1; with many attending a doctor only when they or their 
children are ill and in need of treatment (and this is hardly a time for oppor
tunistic screening). 

"Maori women are also saying that they would prefer to have primary health 
care based on concepts of Maori health, provided in a more accessible and 
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culturally appropriate site, ... a screening programme which does not offer this 
choice to Maori women will continue to alienate and exclude many Maori 
women. Any screening programme needs to be created in consultation with 
Maori women at all levels. Differentials within communities which could pre
vent a programme from being successful can only be recognised by women 
from these communities. Maori women also need to be the educators, liaison 
people and preferably the providers of the service." 

(b) Pacific Island Women have been shown to have similar needs. Reports on the atti
tudes of Pacific Island women to screening mention the difficulties of cost, reluctance to 
use existing general practice services, and a lack of information about what facilities Pa
cific Island women themselves consider are appropriate. I believe further information 
needs to be obtained on this group and their particular needs if they are to be adequate
ly screened. 

( c) Low Paid Women according to the Ministry of Women's Affairs are also at risk. The 
cost factor in obtaining a smear test is obvious and particularly true for rural Maori women 
who predominate in the lower socio-economic groups. Two studies have indicated that 
low paid women are less likely to be offered a smear than other groups. The Ministry of 
Women's Affairs' submission said: 

''A.n unpublished study. although comprising a small sample, gives alarm
ing evidence that women of low socio-economic status in New Zealand are 
not being reached by existing services. 

"Maslowski, Mal press, Maxwell and Watson (Preventive Health Care in the 
Wo1*ing Woman'.) document a screening project in Woolworths Stores in 1981 
in the Christchurch area. 38%ofthe women had neverhadacancersmearand 
a further 14. 14% received a smear at least 5 years prior to the study. 79% of 
those women had attended their general practitioner during 1981. 

"In a 1987 survey on women'., health conducted by the Hotel and Hospital 
Workers' Federation, 14% of the women surveyed had neverhad a smear; and 
afurther29%had not had one in the last 3 years. 44%ofthe women had never 
been asked by their general practitioner to have a smear." (Ministry of Wom
en's Affairs' emphasis) 

( d) Older Women were not mentioned specifically by the Ministry of Women's Affairs 
but also warrant special consideration. Dr Jamieson reported that 60 percent of women 
over45 years of age presenting with invasivecervicalcanccr at National Women's Hospital 
had never had a cervical smear. As cervical cancer is commoner in older women, and as 
screening seems to be less frequent, improvements for screening women over40 are im
portant. Opportunistic screening is probably less effective in this group as they are less 
likely to visit the doctor for antenatal care or contraception. 

This information persuades me that there is a significant group in this community which 
will fall through the large holes in the opportunistic screening net. It is of great concern 
that cost deters most of these women and that a significant number have not been offered 
the simple preventative health measure of a smear by their general practitioners, who 
at present should be a major provider of the screening service. If this group has not been 
reached, then there is a real need to establish a screening procedure which will systemat
ically attempt to locate and screen the entire female at-risk population. 

2. False negative smear reports 

The problem of false negatives is one that has been raised repeatedly, particularly by 
members of the Postgraduate School. A false negative cytology report might result in a 
woman's disease being overlooked; but, if read in context with her other cytology reports, 
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false negatives can usually be detected. Therefore, when first screening a woman, it is 
important to ensure that she has a second test a year later to overcome this possibility. 

Dr Jamieson, Professor Mantell and Professor Bonham described how in recent years 60 
per cent of younger women with invasive cervical cancer at National Women's Hospital 
had a negative smear test within three years of the diagnosis of invasive disease. Profes
sor Skeggcmphasised thatthisresultwasapparently based on patient recollection; the 
fact that some patients may have had positive as well as negative smears; and that there 
was no independent pathological review of the quality of the smears taken and their in
terpretation. 

Although Professor Skegg also agreed that a high rate of apparent 'false negatives' could 
arise when the screening rate was high, it would be appropriate for the staff at National 
Women's Hospital to look into this problem more carefully. The entire screening histo
ry of their recent patients might be assessed and an independent pathological review un
dertaken. Earlier reports from the Hospital by Dr Mcindoe (his personal papers) for 
1974-75, showed that at least 32 of 134 patients diagnosed with invasive cervical cancer 
in those two years had pre-diagnosis cytology reports of Grade 2R or worse. It is possi
ble that more recent patients with pre-diagnosis normal smears also had pre-diagnosis 
abnormal smears which were not acted on. 

A similar study of 100 patients with invasive cancer was reported from Australia by Hol
man et al in 'Cervical Cytology Histories of 100 Women with Invasive Carcinoma of the 
Cervix'. 7 Holman found problems with lack of screening, false negative results and pre
diagnosis abnormal smears which were not acted on. 

The other problem of false negative cytology reports occurs when the smear test is used 
to diagnose a suspected invasive cancer in a woman with symptoms who attends her doc
tor. According to Professor Richart 

"the false negative rate is even higher in patients with invasive cervical cancer 
because the lesions tend to be necrotic and not to exfoliate well-preserved cells 
which can be diagnosed accurately" 

Although the Skegg Report recommendations state that: 
"a negative smear in a woman with clinical features suggestive of cervical 
cancer does not rule out the presence of a malignancy" 

there are cases where doctors have mistakenly relied on negative smear tests in patients 
with symptoms of bleeding. One such patient gave evidence to me (Patient Code lE). 

3. Laboratory workloads and standards 

Although it is impossible to calculate the numbers of women who are currently being 
screened, I can assume that the introduction of a New Zealand-wide cervical screening 
programme will result in a dramatic increase in the number of smear tests. It is unlikely 
that the present facilities will cope with such a sudden increase. Indeed, Dr Gray in his 
evidence said that as a result of the publicity arising from this Inquiry, the demand for 
cytology services had already increased. Many laboratories were working to capacity and, 
in his view, some possibly over safe limits. The two private laboratories in Wellington had 
increased theirthroughput on an average of 20 - 25 percent per month since the article 
on the 1%6 trial and treatment of women with CIS was published in the 'Metro' maga
zine. 

Although hospitals such as National Women's will carry part of the burden of cytology 
services, Dr Gray stressed that screening for cervical cancer is an example of well-patient 
screening. Itis a community-based exercise which should be carried out in the commu
nity and, therefore, by private as well as public laboratories. 
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4. Colposcopy facilities 

The report 'Screening for Cervical Cancer in New Zealand', 8 commented that: 

"2. There is an urgent need to expand colposcopy services in NZ, so that 
the increase in patients from a screening programme (between 2 - 4 
per cent of all smears) can receive appropriate treatment. 

a) At present there appears to be a need for J0-'12 more gynaecologists 
trained in colposcopy. 

b) The present training course provided by the NZ Society for Col
poscopy and Gynaecologic Pathology requires improved financial sup
port. Professional education could involve circulars, and visiting 
colposcopists [going] to smaller centres. 

c) There is a need for Hospital Boards to provide equipment ( colpo
scopes) and provide hospital sessions for this work. 

3. General practitioners should be informed of the referral process in their 
area following detection of an abnormal smear." 

J\t National Women's Hospital, Dr Jones, one of the specialists involved in cervical pathol
ogy and colposcopy, said that: 

"Until very recently colposcopy at National Women'., Hospital was regard
ed as a minor subspecialtyoflimited importance. There has been consider
able expansion of colposcopy services in the past two or three years. There 
is no shortage of colposcopy personnel with experience in National Women's 
Hospital but their skills are presently being under-utilised." 

He drew attention to two problems that would arise in the wake of an organised screen
ing programme: 

(a) There is a national shortage of skilled and cxperiencedcolposcopists. Smaller com
munities would not have adequate access to colposcopic services. This shortage 
would not be redressed for several years until those training at present gain suffi
cient expertise to be confident and reliable. 

(b) At National Women's Hospital, and probably other hospitals, increased demand 
for colposcopy services over the past few years has resulted in pressure on facili
ties such as office space. 

As there is likely to be an even greater need for these facilities, care must be taken to en
sure that there is adequate private space available and that all areas are geared to oper
ate efficiently, but with the patient's dignity and welfare at the forefront. 

Dr Richard Reid is "regarded as one of the leading authorities in the world at the present 
time, especially in the field of human papilloma virus and its relationship to the disease, 
in colposcopy and in the management by laser surgery" (Dr Coppleson). I fe suggested 

"that a system of regional colposcopy and laser clinics be established, to be 
staffed by designated and specifically accredited gynaecologists (rather than 
by general gynaecologists) also has merit and should be evaluated." 

5. Leadership 

The introduction of a centrally-organised but regionally-based cervical screening 
programme will need strong leadership to develop and maintain it. In most parts of the 
world a director is appointed to co-ordinate and provide the leadership for what in New 
Zealand will be an innovative programme. I believe that this is essential to the success 
of any such programme. 
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6. Combating NWH influence 

When witnesses spoke of the need to introduce a cervical screening programme in New 
Zealand, most spoke of the need to overcome the views which have been disseminated 
by members of the Postgraduate School of Obstetrics and Gynaecology at National Wom
en's Hospital. 

This problem has also been raised on other occasions. When the Cancer Society of New 
Zealand and Department of Health organised a symposium in 1986 to discuss the in
troduction of a screening programme, the difficulty of combating the influence of NWH 
opinion was mentioned on at least two occasions. 

Professor Skegg, in discussing the way in which the working group convened for the 
symposium had gone about its work, said: 

"In that exercise, we did two things: first, we reviewed the evidence for the 
effectiveness of screening. Now in many countries that would no longer be 
regarded as necessary but in New Zealand, there has been great confusion 
about cervical screening because National Women's Hospital, which is very 
influential, has over about 15 years contained some people who have been 
very anti-cervical screening, and I think it would be impossible to overesti
mate the effect that has had on medical training." 

When asked to comment on this statement Dr Duncan said: 
"Now l would agree with you that the writings from Professor Green and his 
colleagues had, not only in New Zealand but in many other parts of the world, 
a very significant influence on these [ screening] programmes." 

All too often I have read interviews with or material written by Dr Green, Professor Bon
ham and Dr Jamieson which belittle the value of screening for cervical cancer. On occa
sions the argument has been that other forms of cancer (for example breast cancer) are 
more dangerous to New Zealand women. The simple response is that 

"with the exception of stopping the population from smoking, cervical cyto
logical screening offers the only major proved public health measure for sig
nificantly reducing the burden of cancer today." 9 

If some significant impact can be made on the numbers of women contracting invasive 
cervical cancer then the effort must be made. After all, as Dr Reid wrote: 

"What consolation does a woman dying needlessly from cervical cancer der
ive from the knowledge that she was statistically more likely to have contracted 
breast cancer?" 

INTRODUCING AN EFFECTIVE PROGRAMME 

The consultations undertaken by the Ministry of Women's Affairs demonstrate that many 
women would prefer a choice of site for screening. In many instances, this implied no
tions of preventative health measures as opposed to treatment of an existing condition. 
Suggested sites, which would include the general practitioner's rooms, are mobile clin
ics, work-based clinics, well-women's clinics and clinics appropriate to the needs of Maori 
and Pacific Island women. 

Maori women prefer a screening programme where the impetus comes from within their 
comm unity and would prefer mobile clinics staffed by Maori women providing a range 
of health services for themselves and their children. The Ministry of Women's Affairs' 
submission said: 
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This view may well be true of clinics for Pake ha and other races in any rural area and needs 
serious consideration. Work-based clinics were favoured by low-paid women in partic
ular and in 1987 a Women's Health Survey conducted by the Hotel and Hospital Workers' 
Federation found that 94 per cent of women surveyed said they would use a mobile health 
clinic "if it was available at a convenient time in the workplace and had the support of 
management". The convenience and cost factors clearly demonstrate the needforwork
based clinics for low-paid working women. 

Many women would prefer a woman to take the cervical smear. There are those who find 
the smear test an embarrassing experience or beliPve that any discomfort would be 
reduced if a woman undertook the test. The cost of attending a general practitio1wr and 
the inconvenience if the woman has to care for young children or is working full-time, 
are significant factors which lead me to conclude that othPr alternative health-care givers 
should also offer this service. 

On the whole, the medical profession is dubious about a non-medical person undertak
ing a cervical smear test. Several gynaecologists stressed the need to take an adequate 
history and undertake a pelvic examination if important symptoms were not to be over
looked. There are two factors which require emphasis: 

1. At present general practitioners and hospitals are not reaching many women who 
therefore receive neither a smear test nor a pelvic examination. The ideal situation 
would be for a trained doctor to provide this service to all women. If the profession 
has not achieved this ideal, thpn alternatives must be considered. 

2. A significant number of women would prefer other women, particularly of their own 
culture, to offer this test. The most obvious way is to encourage more women gradu
ates to specialise in gynaecology. Nurses consider that with more training they can 
become skilled at performing cervical smear tests, taking an adequate history and 
recognising cases where a doctor's examination is appropriate. 

As many women are requesting this sPrvice, there needs to be urgent evaluation (for ex
ample, a pilot study) to establish whether or not trained nurses or other health workers 
can undertake this task for those women who cannot attend the general practitioner or 
would prefer not to. If more women were reached in this way, then there is a greater 
chance that precancerous conditions of the genital tract will be detected than are being 
identified at the present time. 

I accept that there is a risk thatnon-medicallytraincd personnel may not be as skilled at 
pelvic examination. I cannot accept, however, that a registered nurse or other health 
professional with training and experience cannot reach the same level of expertise as a 
doctor in this area of medical practice. 

What action is already underway? 

1. The Skegg Report recommends review of its recommendations in 1990. 

2. A Working Committee of representatives of the Department of Health, Cancer So
ciety and Ministry of Women's Affairs is shortly to report to the Minister with recom
mendations concerning implementation of screening. 

3. Some grants haw been made to a handful of groups who are to put in place pilot 
programmes for screening procedures. 

4. With the implementation of the Area Health Board scheme there is a real concern 
among women's health groups that the Health Department may leave the respon
sibility for screening to the regions. While this may mean that methods used to reach 
the population will be appropriate for the area, there arc several factors which lead 
me to favour a programme that is centrally organised: 
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a) A centralised programme based on regional organisation allows for develop
ment of programmes appropriate to the region while at the same time being co
ordinated at national level. Women moving from region to region could be 
traced more readily, avoiding the problem of under- or over-screening partic
ular individuals. 

b) The leadership necessary to co-ordinate a successful nationwide programme 
would be diluted by strict regionalisation. 

c) A national programme would allow for better co-ordination of educational 
material and publicity about screening generally. 

RECOMMENDATIONS 

1. The review of the recommendations planned for 1990 should proceed at that time 
so that developments in knowledge of the nature of the disease, the screening in
terval and procedural and administrative matters can be evaluated. 

2. Both the general public and the medical profession require clear information on the 
purpose for which a New Zealand-wide cervical screening programme is being in
troduced, its anticipated benefits and the state of world opinion on the value of 
screening. 

3. All GPs need to be encouraged to become skilled in smear-taking techniques and 
the role of the Family Planning Clinic should be reinforced in this area. More wom
en should be encouraged to specialise in gynaecology and a pilot study established 
to evaluate the training of nurses or other health workers to undertake this task. 

4. The inevitable increase in the workload oflaboratories means more trained cytolo
gists and cytology technicians will be needed. A high priority must be placed on 
quality control and surveillance screening programmes, and on a system where pa
tient recall can be linked to all laboratories undertaking this work in New Zealand. 

5. In order to operate with maximum efficiency, a centralised register based on a region
alised network is the ideal. If such a register could be set up it must be maintained 
under the strictest rules of confidentiality and privacy and therefore should be ad
ministered under the aegis of the Department of Health. It should be an offence to 
gain access to the register or to use information from it without the consent of the 
Minister of Health. 

Permission might be sought for purposes other than implementing the screening 
programme when research and evaluation of results was contemplated. There 
should be consultation with authorities in the field of privacy law to ensure that con
fidentiality will be guaranteed to all women whose names and identifying details 
are contained on the register. 

I do not have adequate information on which to base a specific recommendation, 
but the existing move amongst private laboratories to centralise records in one region 
is worth evaluating. A centralised register may well be based most appropriately on 
linking the records of all cytology laboratories throughout New Zealand. The register 
must be computer-based so that efficient recall systems can be established as part 
of the system. 

6. Any recall system must be acceptable to the women to whom it is addressed and 
there is an urgent need to evaluate various methods of achieving the maximum 
response. For example, it is already well documented that Maori women are less in
clined to respond to a letter than to a direct invitation to undergo a screening test, 
particularly if itis associated with other health checks for them and their children. 
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The system must also be efficient so that women have no objection to attending for 
their regular smear checks; so results are processed and communicated to women; 
and all contact between the health professional and women encourages their co
operation in an atmosphere that is supportive and unthreateni.ng. The general prac
titioner should develop his or her present practice so that a smear test becomes a nor
mal part of the at risk woman's health care. 

Where possible the recall system, when it involves personal contact, should be 
staffed by women, as must the smear-taking procedure itself. ff the screening service 
is intimidating, embarrassing or extremely uncomfortable, many women will not 
take advantage of it. Their disease will not be detected and invasive cancers will 
result. There is little to be gained in planning a system which is unacceptable to a sig
nificant number of women. 

7. The benefits of a well-planned New Zealand-wide cervical ,,creening programme 
are now indisputable. The Minister of Health should establish a group representa
tive of a wide range of women health consumers and appropriate health profession
als, including representatives of cytology, pathology, colposcopy and nursing 
personnel. Privacy and ethical considerations should also be given prominence. The 
objectives of the group should be to evaluate procedures, advise on resource allo
cations and implement within 'a reasonable period' a population-based cervical 
screening programme for New Zealand women. 

These are the challenges if screening is to be successfully implemented and the incidence 
of disease of the genital tract checked. Careful planning and wise ex1Jenditure at this stage 
will pay dividends in the future in both human and financial terms. 

During the course of the current Inquiry I met women who are themselves suffering from 
invasive disease, families of women who have died of the disease, and I have read the files 
of other women who have now died. If some of those deaths could have been avoided, 
then the tragedy is so much harder to bear. 
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Chapter 11 

A SUMMARY OF FINDINGS AND RECOMMENDATIONS 

TERM OF REFERENCE ONE 

Whether, as alli·ged in the 'Metrd article, there was a failure adequately to 
treat cervical carcinoma in situ (CIS) at the National Women's Hospital, and 
if so, the reasom, for that failure and the period for which that failure existed. 

1.a Adequate treatment of carcinoma in situ is that which is based on generally accepted 
treatment together with evidence of eradication of the disease. The aim of treatment 
from the mid-1950s to the present has always been to achieve this, and where there 
has been a recuIT"ence of the disease, to repeat the treatment. By this standard, there 
has been a failure adequately to treat a number of patients with cervical CIS at the 
National Women's Hospital. The outcome of treatment for the majority of women 
has been adequate, although a significant number were not managed by general
ly accepted standards over a period of years. For a minority of women, their manage
ment resulted in persisting disease, the development of invasive cancer and, in 
some cases, death. 

Follow-up. Any woman who has received a diagnosis of CIS must be treated with 
the aim of eradicating the disease and must have her condition monitored for life, 
initially by the hospital or gynaecologist who is responsible for her management 
and then, when appropriate, by the general practitionerofherchoice. These women 
must be advised of the nature of their condition and of their responsibility to en
sure that they have regular smear tests and examinations. 

Their general practitioners must be given the same information. Forms currently 
used for follow-11 p need redrafting so thatthe patient and/or her general practitioner 
receives and sends accurate information. 

1.b The reasons for this failure to treat adequately were: 

(i) The implementation of the procedures advocated in the 1966 trial. 

(ii) Failure to recognise the dangers for patients when procedures were adopted which 
did not comply with generally accepted standards of treatment at that time. 

(iii) Failure to evaluate adequately the risks to patients if the hypothesis on which the 
1966 trial was based (that carcinoma in situ is not a pre-malignant disease) was in
correct. 

(iv) Failure to note the rising incidence of invasive cancer among the patients included 
in the trial; and failure to stop the trial and treat the patients as soon as cogent evi
dence of this risk began to emerge. 

(v) Failure on the part of some colleagues and the administration to impinge on clini
cal freedom and act decisively in the interests of patients' safety. 

(vi) Failure to take account of the patients' cultural, social and emotional needs, as well 
as their physical symptoms of disease, in planning a trial that would lead in some 
cases to many years of monitoring without definitive treatment. 

(vii) Failure to ensure that specialist staff worked as a diagnostic and clinical team. 

(viii) Mediocrity of standards and care in some clinical areas and, in particular, in the stan
dard of information offered to patients. 
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1.c The period for which that failure existed began in the mid-1950s, rising to a peak 
in the late 1960s and early 1970s, and diminishing from that point. There are still 
cases to be found where there is inadequate treatment or management. 

TERM OF REFERENCE TWO 

Whether, as alleged in the 'Metrd article, a research programme into the 
natural history of CIS of the genital tract was conducted atthe National Wom
en's Hospital and, if so: 

a) Whether it was approved by any person or body before it was institut
ed or while it was underway; and 

b) Whether patients examined or treated in the course of the programme 
were aware that they were participants in a research programme? 

c) Whether any expressions of concern about the programme were con
sidered and investigated at the time, and if so, by whom? 

2.a There was one major research trial (known in this report as rhe 1966 trial) into the 
natural history of carcinoma in situ of the genital tract, and some supplementary 
trials, namely, vaginal swabs in neonatal (newborn) female infants and a study of 
the histology of fetal cervices from aborted and stillborn infants. 

The 1966 trial was discussed and informally approved by the Senior Medical Staff 
and then formally approved by the Hospital Medical Committee on 20 June 1966. 
The supplementary trial which involved vaginal swabs of newborn babies was ap
proved by a full staff meeting at National Women's Hospital on 21 October 1963. The 
other supplementary study on the histology of fetal cervices was not formally ap
proved. 

2. b The great majority of patients did not know, except intuitively, that they were par
ticipants in the 1966 trial. The formal consent of the parents of the 2244 newborn 
babies who were swabbed was not sought. No formal consent from parents, or 
scientific or ethical assessment, was sought for the study o:' fetal cervices. 

2.c From 1966 to 1987 there were many and varied expressions of concern aboutthe 1966 
trial, both within New Zealand and overseas. The trial was reviewed by the Hospital 
Medical Committee in 1975, but not formally ended. Some health professionals ex
pressed concern about the vaginal swabbing of newborn babies. That study was 
abandoned shortly after it began in 1963. However, the taking of vaginal swabs con
tinued until 1966. The study of fetal cervices began in 1964 and was abandoned 
around 1967. I have no evidence that any concern was expressed about this study. 

TERM OF REFERENCE THREE 

Whether there is a need to contact women who have beenreforred to or treat
ed for CIS at the National Women's Hospital with a view to providing fur
ther advice or treatment or both to them? 

3.a The names of 123 women have been reported to the Minister of Health starting in 
September 1987 and concluding in June 1988. This list included some women with 
microinvasive disease. Suggestions to assist follow-up treatment or advice have 
been made. They include recommendations concerning cultural, social, emotional 
and medical matters. I have reported that a special duty is cwed to these women 
who must be offered optimal management. 
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TERM OF REFERENCE FOUR 
Whether the procedures observed at the National Women's Hospital for the 
approval of research and/or treatment and for its surveillance are adequate, 
and, in particular, whether they ensure that the rights of patients are pro
tected? 

4.a Procedures observed at National Women's Hospital for the approval ofresearch. 
The Ethical Committee at National Women's Hospital has operated for over 10 
years. Most research conducted at the Hospital during that period would have been 
assessed by it. Many projects funded by independent groups will also have 
received ethical approval from that Committee. In the main, those projects will 
have been scientifically assessed independently of the Ethical Committee. Projects 
not so funded, appear not to have received adequate scientific assessment in all 
cases, and the Ethical Committee lacks proper procedures for ensuring that this 
is undertaken. 

The Committee has a poor record for ensuring that informed consent to inclusion 
in a trial is properly sought, and lacks the appearance of impartiality. Although it 
has recently increased its lay representation, it is heavily weighted with medical
ly trained personnel. The Committee appears to have a limited understanding of 
ethical principles and their application to research projects. 

4.b Procedures observed for the approval of treatment. 
New treatment procedures are not systematically reviewed by the Ethical Commit
tee but will be considered if put to it. Treatment protocols in gynaecological malig
nancy have not been developed systematically by the Hospital Medical Committee. 

4.c Procedures for surveillance of research or treatment. 
(i) Research: Few approved projects appear to be reviewed by the Ethical Committee. 

The publication of results is not encouraged or enforced. 

(ii) Treatment: PeE·r review is almost non-existent except at an informal level. The 
Tumour Panel discusses difficult or unusual cases, but there is little other systemat
ic, ongoing review of treatment. 

4.d The rights of patients. 
The lack of the systematic seeking of consent to inclusion in research or treatment 
(except for operative procedures) and the inadequate procedures for approval and 
surveillance of research and treatment, pose a serious risk to patients' rights. 

TERM OF REFEREJ\ CE FIVE 
What steps, if airty, need to be taken to improve the protection of patients in 
respect of whom research and/or treatment is conducted at the National 
Women's Hospital? 

5.a Treatment 

(i) Treatment protocols for gynaecological disease should be developed and main
tained. These protocols will provide the basis for communicating information to 
various health professionals and for verbal communication with patients. 

212 

Visual and writ I en material should be prepared using the protocol as the starting 
point. This makrial will help the patient understand the need for screening for dis
ease, the nature of her condition and the procedures she will be offered in manag
ing it. 



FINDINGS AND RECOMMENDATIONS 

(ii) Significant shifts in treatment or management of gynaecological malignancy 
should receive both ethical and scientific assessment and approval. 

(iii) In-hospital audit procedures should be encouraged and external audit of clinical 
standards seriously considered. Quality assurance programmes involving the pa
tient should be developed. 

5. b Research 
(i) Scientific assessment of in-hospital research projects and ethical assessment for 

all research projects must be developed to meet modern standards. National Wom
en's Hospital has not succeeded in developing and maintaining scientific and ethi
cal standards and in achieving impartiality. The Auckland Hospital Board (or Area 
Health Board), under the supervision of the Director-General of Health, should 
develop one or more ethical committees for assessment of all research projects in 
its institutions. The Ethical Committee at National Women's Hospital should be dis
banded. 

(ii) General information on therapeutic or non-therapeutic research should be offered 
to all patients whose permission is sought for inclusion in a trial. Their written con
sent must be sought on all occasions when interventionist clinical or non
therapeutic research is planned. The consent of the guardian or guardians of any 
child to be included in similar trials must be obtained. 

Information should be available in the first language of the person whose permis
sion is sought, and adequate time provided to allow consideration or consultation 
with whanau or family. The patient advocate must be advised of all patients whose 
consent is being sought for inclusion in a trial. 

5.c The system for protecting patients involved in research and/or treatment at National 
Women's Hospital has failed in significant areas. A system focused on the protec
tion of patients and independent of the Hospital should be set in place. 

(i) The patient or her near relatives should have access to: 
( a) an advocate in the Hospital whose only duty is to protect her and to ensure that 

she receives full information and the opportunity to consent to all procedures 
in which she will be involved; 

(b) the Medical Superintendent, as at present; 
( c) a Committee of the elected representatives of the Auckland Hospital Board 

( or Area Health Board) and to the Board administration when she is concerned 
about a lack of information or has other concerns or grievances; 

( d) the disciplinary body established pursuant to the Medical Practitioners Act 
1968; 

(e) a Health Commissioner appointed under the Human Rights Commission 
Act 1977. 

(ii) A patient advocate responsible to the Director-General of Health should be em
ployed at National Women's Hospital 
(a) to ensure that patients who are included in research or teaching, or undergo

ing treatment, are protected; 
(b) to help develop material for the information or, where appropriate, for the edu-

cation of patients; and 
(c) to provide the patient with a means of obtaining more information. 

The patient advocate need not be employed full-time at National Women's Hospital. 
She should be an independent and powerful advocate for the patient. Her reports 
to the Director-General of Health should also be given to the Health Commissioner 
and to the Auckland Hospital Board. She should have the power to refer complaints 
to the disciplinary body established pursuant to the Medical Practitioners Act 1968, 
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to a Health Commissioner, or to the Hospital Board on behalf of a particular patient 
or class of patients. Before research involving patients is undertaken she must be 
informed of those who are to be included and afforded the opportunity to comment. 
Where possible, she should be a member of the ethical committee which assesses 
projects involving patients of National Women's Hospital. 

(iii) The Board. Elected representatives to the Auckland Hospital Board ( or Area Health 
Board) should take greater responsibility for the patients' welfare. They should en
sure that the duty to safeguard the patients' health is the administration's para
mount consideration at all times. The administrative and elected representatives 
of the Board should receive reports from time to time from the patient advocate and 
from the ethical committee assessing research at National Women's Hospital. 
Where appropriate, a sub-committee of elected representatives should have the 
power to seek further information from the ethical committee. 

(iv) The Human Rights Commission Act 1977 should be amended to provide for a state
ment of patients' rights and to provide for the appointment of a Health Commis
sioner. The Commissioner's role would include 
(a) negotiation and mediation of complaints and grievances by patients; 
(b) heightening the professionals' understanding of patients' rights; 
(c) the entitlement to seek a ruling or sanctions from the Equal Opportunities 

Tribunal on behalf of a patient or class of patients. 

The Commissioner should have the power to accept complaints from, orrefer com
plaints to the patient advocate or the Board. The Commissioner should have access 
to the disciplinary procedures pursuant to the Medical Practitioners Act 1968. Ade
quate resources to service the increased work of the Human Rights Commission 
should be provided. 

(v) The Director-General of Health should 
( a) continue to give urgent consideration to the improvement of ethical standards 

in National Women's Hospital; 
(b) monitor progress and encourage improvements in ethical committees by 

heightening the awareness of the importance of strong ethical principles in 
research and new treatment or management; 

(c) ensure that the patient advocate role is reviewed and developed and that her 
independence from the administrative structures of the hospital is maintained 
at all times; 

( d) ensure that lay representation on the ethical committee approximates one half 
of the membership; and 

( e) encourage the development of better procedures for scientific and ethical as
sessment. 

(vi) The University of Auckland should 
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( a) improve the teaching of ethical principles and communication skills at all levels 
of the medical degree; 

(b) take some responsibility for encouraging community debate on medical ethical 
topics; 

( c) ensure that academic staff members are encouraged to take part in ethical or 
scientific assessment committees; 

(d) ensure that properly planned research is conducted at National Women's 
Hospital; 

( e) acknowledge that the paramount consideration in teaching or research which 
involves patients is the welfare of those patients. 
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TERM OF REFERENCE SIX 

Whether patients at the National Women's Hospital are properly informed 
ofthe treatment and options available to them and, if not, the steps that need 
to be taken to see that they are? 

6.a Patients have not always been properly informed of the treatment and options avail
able to them. 

6. b Steps that need to be taken: 
(i) There must be greatly improved communication with all patients and improved 

information available in the first language of those attending the Hospital for in
patient or out-patient treatment or management. Interpreters must be provided 
wherever possible. Development of visual formats to present information will 
greatly enhance communication with patients. 

(ii) Prior written consent must be sought from patients 

(a) for all procedures conducted under anaesthesic, be they for the benefit of that 
patient and/or for teaching purposes. No more than two students (present 
with the patient's consent) may participate in a vaginal examination on an in
dividual patient; 

(b) for significant departures from generally accepted treatment of gynaecolog-
ical malignancy. 

A written record should be maintained of a patient's refusal to undergo a recommend
ed procedure, or of her choice from among options for treatment (based on generally ac
cepted management procedures) and particularly where there are significant risks or 
benefits to her. Except in cases of serious emergency, the patient's autonomy and the right 
to participate in decisions concerning her treatment or management must be honoured. 

(iii) Except in an emergency, verbal consent for procedures or a management 
programme should be sought from conscious patients after adequate information 
has been provided. 

(iv) A statement of the patient's rights, including the right to have her consent sought 
to any vaginal examination or other invasive procedure under anaesthetic, should 
be enacted in an amendment to the Human Rights Commission Act 1977. 

(v) Full information on patients' rights and responsibilities should be freely available 
to all patients of National Women's Hospital. 

(vi) Sanctions including disciplinary measures should be set in place for failure on the 
part of a health professional to comply with these obligations to patients. 

TERM OF REFERENCE SEVEN 

7.a What training has been and is being given at the National Women's 
Hospital to medical students and medical practitioners in relation to the 
proper detection and treatment of cervical cancer and pre-cancerous condi
tions of the genital tract? 

Teaching on gynaecological malignancy has largely been orthodox except where it 
concerns: 
(i) The invasive potential of CIS. 
(ii) The value of cytology and the need for a population-based cervical screening 

programme. 

7. b Should steps be taken to improve this training, or to inform previous 
trainees about the proper detection and treatment of cervical cancer and 
precancerous conditions of the genital tract? 
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Teaching on these topics needs improvement, particularly: 

(i) The significance of carcinoma in situ, its invasive potential, its incidence and its 
treatment. 

(ii) The significance of microinvasive disease and its treatment. 

(iii) Teaching students the importance of informing women patients about smear tests 
as a preventive health measure. Teaching should include the international evidence 
on the value of organised screening for 'at risk' women. 

(iv) Practical teaching involving patients requires far higher standards, and should com
ply with standards which will protect the woman's dignity and treat her with hu
manity. Formal teaching throughout the undergraduate and postgraduate courses 
should include ethical concepts and improved communication skills. 

There should be dissemination of: 

(i) Information given to this Inquiry, including the views of patients on questions of 
consent, inclusion in teaching procedures or trials, their right to be involved in treat
ment or management decisions, and their right to be treated with dignity and hu
manity. 

(ii) Information, to general practitioners in particular, on generally accepted views of 
the significance of carcinoma in situ as a cancer precursor and the importance of 
offering smear tests to all at risk women and in particular Maori women. The Roy
al NZ College of Obstetricians and Gynaecologists has a responsibility in this area, 
as has the Royal NZ College of General Practitioners. 

(iii) The international and accurate New Zealand views of the value of population-based 
screening for cervical cancer and cancer precursors, so all medical practitioners have 
adequate information and will co-operate in a population-based programme. 

(iv) This report, and the material accumulated from expert medical, ethical, diagnos
tic and cultural authorities, should be accessible to all health professionals in 
training. 

TERM OF REFERENCE EIGHT 

The nature of the relationships between the academic and clinical units at 
the National Women's Hospital. 

8.a Relationships have been poor in the past and from time to time have contributed 
to the failure to put patients' health and welfare first. The structure for formal com
munication exists, but has not always been effective. More effective monitoring 
should be developed by the University of Auckland and by the Auckland Hospi
tal Board ( or Area Health Board) to ensure that the primacy of the principle of pa
tients' welfare is observed. 

TERM OF REFERENCE NINE 

Any other matter which in your opinion is relevant to the detection and treat
ment at the National Women's Hospital of cervical cancer and precancerous 
conditions of the genital tract, or to the foregoing terms of reference or to 
both. 

9.a A nationally planned population-based screening programme should be imple-
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mented urgently. There should be full consultation with consumer groups, includ
ing women's health groups, the Ministry of Women's Affairs, the Health Depart
ment and all relevant health professionals to ensure that: 

(i) Administrative problems are kept to a minimum. 

(ii) Optimum numbers of women who are or have been sexually active are reached by 
the programme. 

(iii) Cultural, privacy and financialconsiderations are taken into account, so that screen
ing is acceptable and available to all women. Given the difficulties in establishing 
an efficient programme and the likely marked increase in numbers of women 
suffering from disease of the genital tract, this is an urgent priority. 

9. b A specialist oncology unit with gynaecological oncology, radiotherapy and ap
propriate support staff and equipment should be developed at National Women's 
Hospital for the treatment of invasive cancer of the genital tract. Alternatively, all 
radiation therapy, both external and intra-cavitary, should be conducted at Auck
land Hospital where specialist services exist. A gynaecologist should be available 
to assist in that treatment. There is inadequate liaison over patients' care between 
the two hospitals and lack of some essential specialist services at National Wom
en's Hospital. Additional resources must be provided to the relevant hospital to de
velop or extend its oncology unit. 

9.c The histological and other material held at National Women's Hospital, particu
larly that which resulted from the "J 966 trial and its supplementary trials, should 
be available for properly planned and approved research and teaching. 

9.d Special duties are owed to: 
(i) All those women (123) whose names have been reported to the Ministerof Health 

pursuant to Term of Reference 3. 

(ii) Maori women who have a three times greater risk of contracting invasive cancer 
than other women in New Zealand. 

(iii) All women in New Zealand who are or have been sexually active. Each year 200 
women are diagnosed as having invasive cancer of the cervix and about 100 die of 
the disease. One in 80 women can expect to develop invasive disease before the age 
of 70. If present trends continue the incidence of this disease will rise and one in 28 
women born around 1957 may contract the disease before the age of 70. 

9.e These duties can be discharged by: 
(i) Providing optimal medical and support facilities for those 123 women who may 

need further treatment and advice. The facilities must be independent of 
National Women's Hospital, if that is what these women wish. Colposcopic 
examination should be provided where necessary as should culturally and 
emotionally appropriate contact and support services. 

(ii) Developing a programme in consultation with Maori women, which is sensitive 
to their needs, which will inform them of the nature of the disease and ensure that 
adequate screening, treatment and advice is readily accessible. 

(iii) Disseminating clear and accurate information to the public through the media, 
general practitioners, Family Planning Clinics, the Ministry of Women's Affairs and 
by any other appropriate means about 
a) the nature of CIS and the nature and symptoms of invasive cancer 
b) the need for regular smear tests 
c) the need to co-operate in a nationwide screening programme. 
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(iv) Establishing a population-based screening programme. 

(v) As a parallel measure, attention must be paid to ensuring that cytology, pathology 
and colposcopy facilities are able to meet an increased workload and that 

a) Cytology 
• a common nomenclature is developed for use by all New Zealand laboratories; 
• training for cytotechnologists is developed; 
• quality assurance programmes are developed; 
• continuing education is encouraged. 

b) Pathology 
• more pathologists with expertise in both cytology and histopathology will be 

needed; 
• more training positions for pathologists should be established to meet this 

demand and replace those retiring. 

c) Colposcopy 
• facilities for expert colposcopic examinations be expanded as a matter of urgency 

throughout New Zealand. 

(vi) Appropriate training for those health professionals who treat disease of the geni
tal tract to help them deal with seriously or terminally ill patients. 
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GLOSSARY OF MEDICAL DEFINITIONS 

for the assistance of lay people 

(To be read in the context of this report) 

ABNORMAL BLEEDING 

(a) Post-coital - after intercourse. 
(b) Intermenstrual - between menstrual periods. 
(c) Postmenopause - after menopause. 
(d) Haemorrhage 

ADENOCARCINOMA Cancer of glandular epithelium (lining tissue). 

AETIOLOGY (etiology) The cause of disease. 

ATYPIA Deviation from the normal or typical state. 

BENIGN Not harmful (or malignant) when applied to tumours or growths. 

BIOPSY Removal and examination of tissue from the body. 

CANCER (Ca.) A malignant cellular tumour. 

CANCER PRECURSOR Precancerous. 

CC Consultation ( or Cancer) Clinic. 

CERVIX (Cx.) The neck of the uterus. 

C.I.S. Carcinoma in situ is a lesioP located on the surface lining (epithelium). It is known 
as a cancer precursor or preinvasive disease which may invade or spread from the origi
nal surface location. 

CLINICAL Matters relating to the health and care of patients. 

COITUS Sexual intercourse. 

COLPOSCOPY The procedure of studying epithelial.surfaces by means of a magnify
ing instrument ( colposcope). 

CONE BIOPSY, CONIZATION The removal of a cone of tissue from the mouth of the 
cervix, designed to encompass the whole area of abnormality detected, in order to pro
vide tissue for examination. Also used for treatment. 

CONSERVATIVE TREATMENT (in gynaecology) Management of a patient which is 
designed to conserve as much of her genital tract as possible and/or to avoid more radi
cal surgical procedures. 

CRYOTHERAPY (CRYOSURGERY) Destruction of a lesion by the application of extreme 
cold. 

CYTOLOGY The study of cells. 
(a) positive cytology (smear) - an indicator of the presence of disease. 
(b) negative cytology (smear) - an indicator of the absence of disease. 

CYTOPATHOLOGY The science of the study of diseased cells. 

DIAGNOSIS Identification of disease. 

DIAGNOSTIC TEST A test used when a patient presents with symptoms, or following 
a positive screening test, to determine the exact nature of the disease. 

DIATHERMY High frequency electrical current used to destroy lesions. 
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DIFFERENTIATION The process by which abnormal or immature cells are distin
guished by individual characteristics which are attributes of normal cell types. 

DYSPAREUNIA Difficult or painful coitus (sexual intercourse) in women. 

DXR Deep x-ray therapy. 

EMBOLI Material, most commonly blood clots, obstructing the circulation .. but which 
may be other substances such as air or fragments of tumour. 

ENDOMETRIUM The specialised lining of the uterus which is shed at menstruation. 

EPIDEMIOLOGY The study of the distribution and causes of diseases and events in 
populations and the application of this study to the control of health problems. 

EPITHELIUM The cellular covering of internal and external surfaces of the body. 

EROSION A shallow or superficial ulceration. 

EVA Examination under anaesthetic. 

EXFOLIATION Shedding of surface epithelial cells. 

HISTOLOGY The study of the minute structure, composition and function of tissues. 

HISTOPATHOLOGY The science of the study of diseased tissues. 

HYPERTROPHY Increase in volume of a tissue or organ caused by enlargement of ex
isting cells. 

HYSTERECTOMY Surgical removal of the uterus. This may be through an abdominal 
incision - abdominal hysterectomy, or through the vagina - vaginal hysterectomy. 

INCIDENCE The number of new cases of a specified disease which are diagnosed or 
reported during a defined period of time in a given population. 

INCOMPLETE EXCISION 
(a) intentionally removing only part of a lesion by surgery or biopsy. 
(b) Unintentionally removing only part of a lesion that has been confirmed either by 

histological report or by positive cytology ( smear tests) following its removal. 

INTRACAVITARY RADIATION Radiation treatment provided by sources inside the 
uterus. 

LASER THERAPY A device used in localised surgery to destroy a lesion by application 
of an intense beam of light. 

LIBIDO Sexual drive. 

MALIGNANCY A condition which if unchecked usually develops into serious illness 
and may cause premature death. When applied to tumours, may be described as an un
controlled growth of cells. 

MANAGEMENT The complete care of a patient including advice, information, treat
ment and follow-up treatment or monitoring of a condition. 

MENORRHAGIA Excessive amount and/or duration of menstruation. 
MENSTRUATION Period, or regular monthly bleeding. 
METASTASIS Disease which has spread from one organ to another (often known as 
'secondaries' in cancer). 
METASTASIZE (verb of metastasis) 

MICROINVASIONCarcinoma(ofthecervix)whichhasinvadedunderlyingtissuefrom 
1-Smm. Known as preclinical invasive disease or Stage lA carcinoma. 

MYOMETRIUM The middle layer of the wall of the uterus, composed of smooth muscle. 
NATURAL HISTORY The stages of progression, remission and the final outcome of a 
disease which has not been treated. 
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NEONATE Newborn infant. 

OCCULT CANCER Hidden disease which is not obvious on examination of the patient. 

PAPANICOLAOU TEST (SMEAR) A simple painless test used tu detect CIS or cancer 
of the genital tract. Often called Pap smear or test. 

PATHOLOGY The study of the essential nature of disease, particularly changes in body 
tissues and organs which are caused by disease. 

'PILI'. CERVIX A microscopic change seen in the glands of the cervix in some women 
treated with oral contraceptives. 

PRECANCEROUS Disease which has not invaded tissue outside lhe original site. In the 
context of this Inquiry. it refers to changes confined to the epithelium or lining tissue. 

PRECLINICAL Before disease becomes recognisable by symptoms or appearance. 

PREMALIGNANT DISORDER Precancerous. 

PREVALENCE The numberof cases of a specified disease in a given population at a desig
nated time. 

PROGNOSIS Forecast of the probable course and outcome of a disease including 
prospects of recovery. 

RADICAL TREATMENT OR SURGERY Aims to eradicate the lesion or cure the dis
ease by a method which requires very extensive treatment. 

RADIOTHERAPY The use of x-rays or radiation from radioactive substances in the treat
ment of cancer 

RADIUM A highly radioactive material used in the treatment of malignant diseases. 

RECTUM The terminal portion of large intestine leading to the anus through which 
faeces are eliminated. 

RECURRENCE The return of symptoms after a period during which they have disap
peared or reduced in intensity, or the reappearance of overt disease. 

SCREENING The routine search for unsuspected disease (or medical investigation 
which does not arise from a patient's request for advice for a specific complaint). 

SCREENING TESTS Tests which sort apparently well women who probably have a dis
ease from those who probably do not. Screening is an initial examination only; those with 
a positive test require a more definitive diagnostic examination. 
SENSITIVITY OF A TEST The proportion of all people who have the disease who are 
correctly identified as such by the test. 

SMEAR TEST See Papanicolaou test 

SPECIFICITY OF A TEST The proportion of all people who do not have the disease who 
are correctly identified as such by the test. 

STAGING When invasive cancer of the genital tract is diagnosed the stage or the extent 
of the disease is established This enables a decision to be made as to the best method of 
treatment. There are international criteria for staging known as FICO classification (1976 
modification). Prior to 1976 Stage Ia included all cases not detectable clinically, ie, microin
vasive and occult invasive cancers. 
Pre-invasive carcinoma 
Stage O Carcinoma in situ, intraepithelial carcinoma. Cases of Stage 0 

should not be included in any therapeutic statistics for invasive 

Invasive carcinoma 
Stage I 

carcinoma. 

Carcinoma strictly confined to the cervix ( extension to the cor
pus should be disregarded). 
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Stage Ia Microinvasive carcinoma ( early stromal invasion) less than 5 mm. 
All other cases of Stage I occult cancer should be marked "occ". lb 

II The carcinoma extends beyond the cervix, but has not extended on 
to the pelvic wall. The carcinoma involves the vagina, but not the 
lower third. 

Ila No obvious parametrial involvement. 
IIb Obvious parametrial involvement. 

III The carcinoma has extended on to the pelvic wall. On rectal exami
nation there is no cancer-free space between the tumour and the 
pelvic wall. 
The tumour involves the lower third of the vagina. 
All cases with a hydronephrosis or non-functioning kidney should 
be included, unless they are known to be due to another cause. 

IIIa No extension to the pelvic wall. 
IIIb Extension on to the pelvic wall and/or hydronephrosis or non

functioning kidney. 

IV The carcinoma has extended beyond the true pelvis or has clinically 
involved the mucosa of the bladder or rectum. A bullous oedema 
as such does not permit a case to be allotted to Stage IV. 

IVa Spread of the growth to adjacent organs. 
IVb Spread to distant organs. 

STROMA The tissue beneath the surface layer ( epithelium) of an organ. 

SQUAMOCOLUMNAR JUNCTION The site at which the epithelium ( or skin) cov
ering the outside of the cervix meets the glandular lining of the cervical canal. 

SQUAMOUS CARCINOMA Cancer arising in the squamous epithelium identifiable 
microscopically by its scaly or plate-like appearance. 

TEACHING HOSPITAL A hospital which has attached to it, doctors or other health 
professionals whose duties include both treatment of patients and teaching students. 
Patients entering a teaching hospital may be invited to take part in teaching procedures. 

TREATMENT/THERAPY Management or care of a patient in combating a disease or 
disorder. 

UTERUS (WOMB) The hollow muscular organ in which the fertilized egg normally be
comes embedded and in which the developing embryo/fetus is nourished. The uterus 
is a pear-shaped organ consisting of the body of the uterus (or corpus) which narrows 
to form the cervix or neck of the womb. The uterine or Fallopian tubes enter the uterus 
at its upper outer aspect, and at its lower end the cervix opens into the vagina or front 
passage. 

URETER The tube through which urine passes from the kidney to the bladder. 

VAGINAL VAULT The upper part of the vaginal cavity into which the cervix projects. 

WEDGE BIOPSY A surgically-excised, wedge-shaped piece of tissue (larger than the 
punch biopsy) taken for examination by the pathologist. 

222 



APPENDIXl 

Coronal (transverse) section of the uterus, cervix and upper vagina 

Body 

lc;thmus 

Ovary 

Peritoneum 

- Anatom•cal 1nternd as 

supravag,nal f- ___ _ H1stoloyical 1ntcrnfl.l os 

Enclocerv1cal canal 

vagrnl t -------- Lateral forn1x 

Sagittal (longitudinal) section of the pelvis 

Rectovag1nal septum 

Rectovaginal pouch 
of Douglas 

223 



APPENDIX2 

PROCEDURE FOR THE INQUIRY 

Following publication of an article in the June 1987 issue of 'Metro' magazine, the then 
Ministerof Health, the Honourable Michael Bassett, appointed District Court Judge Sil
via Cartwright as a Committee oflnquiry to inquire into the treatment of cervical cancer 
at National Women's Hospital and into other related matters. 

Judge Cartwright was appointed by warrant dated 10 June 1987, and the various matters 
into which she was directed to inquire were extensively set forth in nine Terms of Refer
ence. The majority of those Terms of Reference contained multiple issues specific to Na
tional Women's Hospital in Auckland, but also having a wider application to the medical 
profession at large. In particular, the importance of patients' rights and their protection 
was emphasised in a number of the Terms of Reference. 

The Minister of Health, in his press release accompanying the Judge's warrant, had him
self stressed that "the rights of the patient must be fully upheld". 

In accordance with usual practice, legal counsel was appointed to assist Judge Cartwright 
in the running of the Inquiry. The tasks of such counsel included advising the Commis
sion on its powers, the scope of its Inquiry and generally as to the legal aspects of the Com
mission's work; assembling and briefing evidence and other material for presentation 
to the Commission; assisting individuals and organisations in the preparation and 
presentation of their statements; attending the hearings of the Commission and examin
ing and cross-examining witnesses. 

A preliminary hearing was held on 18 June 1987. Atthis, a numberoflawyers instructed 
by interested bodies or people attended and sought party status on behalf of their clients. 
Other individuals and groups also attended and sought party status for themselves or 
their organisations. Several important matters were raised and argued at this hearing, 
including the question of medical privilege and to what extent relevant patient files could 
be made available to the Inquiry. 

Other matters raised were amendments to some of the Terms of Reference already 
promulgated by the Minister, the identity of expert witnesses to be called before the In
quiry, the logistics of organising the hearings, the production of exhibits and the proce
dures to be adopted. 

Judge Cartwright indicated that, as far as possible, the Inquiry would be conducted in 
an inquisitorial manner, with counsel assisting the Commission calling the evidence and 
conducting the examination and cross-examination of witnesses, but that where ap
propriate, cross-examination by counsel or parties would be allowed on application. 
Briefs of evidence and submissions were asked to be submitted in writing at least 24 hours 
beforehand. 

Judge Cartwright also ruled that certain amendments to the Terms of Reference sought 
by rnunsel and parties would be recommended to the Minister by her, but that others 
would not. 

On the question of any medical privilege which may or may not have applied to patient 
files, and the patient confidentiality which must necessarily be preserved, Her Honour 
considered the various arguments presented and reserved her decision until 25 June 1987, 
when a second preliminary hearing was scheduled to take place. 

Atthe second hearing on 25 June 1987, Judge Cartwright announced that party status was 
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granted to all those who had sought it, that she was informed by the Minister that amend
ments to the Terms of Reference as recommended by her would be made by way of gazette 
notice and that, by way of further gazette notice, disclosure of medical information con
tained in the files of any present or former patient of National Women's Hospital would 
be made to her, counsel assisting or her medical adviser, Dr Paul, if thatinformation were 
required for all or any of the purposes of the Commission of Inquiry. 

The Judge further addressed the purpose for which she would need to have access to rele
vant patient files, viz that certain Terms of Reference required her to consider the ade
quacy or otherwise of patients' treatment at National Women's Hospital and whether 
there was a need to urgently contact any patient for follow-up treatment. 

The decision to seek access to patient files by Ministerial gazette notice was taken on the 
grounds of expediency, because of the urgent nature of Term of Reference Three. 
Nevertheless, every effort was also made to write to patients, former patients or their next 
of kin, where it was considered that those patients may be at risk under Terms of Refer
ence One and Three. 

Public notices were placed in the newspapers on three occasions to notify the public of 
hearing dates, to invite interested persons and organisations to make submissions in writ
ing and, where anybody so wished, to attend the hearings in support of those submis
sions and to give evidence. Most importantly, however, these public notices also stated 
that provision would be made for people to give evidence in private and that such evi
dence would be treated confidentially. These public notices also appeared in Maori and 
Samoan. 

Judge Cartwright herself, also announced at a preliminary stage of the hearings, that she 
was anxious to hear from patients and that contact with them was to be her province 
alone. 

As a result, the Commission received many letters from patients, former patients or their 
families. In addition, many of the patients listed by the late Dr Mdndoe as "Group 2" pa
tients were personally written to by Judge Cartwright. A mPmber of the Commission's 
staff who had specialist training in counselling skills, was appointed to deal with patient 
queries and to co-ordinate private interviews with Judge Cartwright. 

In all, nearly 1200 patient files were requested and received from National Women's 
Hospital, as well as a small numberfromAuckland Hospital, where patients had under
gone associated treatment there. 

At a further preliminary hearing, Judge Cartwright heard arguments from parties and 
counsel on whether access to patient files should be allowed them and their medical ad
visers for the purposes of examination and cross-examination of witnesses at the Inquiry. 
Although argument opposing this was presented by counsel for the Auckland Hospi
tal Board, Judge Cartwright placed a wide interpretation upon the phrase "for all or any 
of the purposes of the Inquiry" contained in the Ministerial gazette notice and ruled that 
patients, parties, their counsel and/or medical advisers should have access to informa
tion in the patient files for the purpose of preparing examination and cross-examination. 
The signing of an appropriate undertaking not to use the information obtained in this 
way for any purpose other than that of the Inquiry would be required in each case. No 
appeal was taken from this ruling. 

After the preliminary hearings and before the hearing of the evidence began, a research 
assistant was employed to put information retrieval systems into place, as it was dear that 
the Inquiry would receive a great deal of documentation in the form of exhibits, patient 
files, submissions and other. 

Three medical advisers were retained to assist and advise Judge Cartwright and coun
sel assisting. Their names were announced at a special press conference on 8 July 1987. 
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The three medical advisers were Professor EV MacKay, Professor of Obstetrics and Gy
naecology, University of Queensland, Dr Charlotte Paul, Epidemiologist, University of 
Otago Medical School, and Dr Linda Holloway, Pathologist, of the University of Otago 
Wellington School of Medicine. 

The public hearings of the Inquiry commenced on 3 August 1987 and were finally com
pleted on 27 January 1988. There were a total number of 68 sitting days. Evidence was 
heard from 59 witnesses, including medical experts from the USA, UK, Australia, Japan 
and Norway. Two further medical experts, who were familiar with Dr Green's writings 
and his work with CIS during the relevant period, were interviewed before) udge Cart
wright in Sydney and counsel and parties were afforded the prior opportunity of notify
ing matters which they wanted put to these experts. The evidence of one witness was 
submitted at the hearings in written form only, as no cross-examination of him was re
quired. In addition, twelve patients or former patients (including "Ruth" from the 'Metro' 
article) and two relations of patients gave evidence 'in camera', ie in the absence of the 
public and the media, at the hearings. 

In total, 5657 pages of transcript of evidence were recorded at the public hearings and were 
made available to counsel, parties and the media on a daily basis. At the conclusion of 
the evidence Judge Cartwright heard three days of closing submissions from counsel and 
parties. In addition, written submissions had been received from 31 individuals or or
ganisations and were available to counsel and parties for their perusal. 

The scope of the evidence and submissions was wide-ranging and included theoretical 
expert .opinion on treatment standards pertaining in the 1960s, the 1970s and at the 
present time; evidence in respect of the treatment actually given to patients and former 
patients of the National Women's Hospital during those periods of time; the develop
ment of the doctrine of informed consent during those periods of time; the efficacy of 
smear testing both as a diagnostic technique and as a national screening procedure; and 
the cultural implications of gynaecological treatment for different ethnic groups. 

During the course of the hearings, no application to cross-examine witnesses by parties 
or counsel for parties was refused, but the requirement that the right to cross-examine 
would only be granted upon application did avoid unnecessary or extraneous cross
examination being conducted by persons either not represented or not having party 
status. 

In addition to the evidence given at the public and 'in camera' hearings, Judge Cartwright 
heard evidence privately from a further 70 patients, four nurses, two general practitioners 
and the daughter of a former special duties sister. These private interviews were taken 
on oath and were recorded. All patients who gave evidence either privately or 'in camera' 
were afforded the opportunity to discuss their patient files with Professor MacKay, if they 
so wished. Transcripts of the private interviews were made available to counsel and par
ties but were edited so as to remove any identifying details. All patients were referred to 
throughout by their Hospital File number only and/or the initial of their surname. 

446 exhibits were formally produced during the course of the hearings, including 226 pa
tients' files. In addition, many other documents were submitted or referred to the Inquiry. 

During the course of the Inquiry, the Commission's medical advisers carried out an anal
ysis and review of patient files received by the Inquiry and as the results of this came to 
hand, Judge Cartwright reported on an interim basis to the Minister of Health pursuant 
to Term of Reference Three. 

There were six interim reports in total and they included the names of 123 patients 
deemed to require tracing and follow-up treatment. 

From the time of the first preliminary hearing on 18 June 1987, until the last day of public 
hearings on 27 January] 988, the news media maintained a constant and vigilant presence. 
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At times there were television and film cameras present as well as journalists. Because 
the forum was that of a public inquiry and not a court oflaw, the Commission had no pow
er to exclude the media, but Judge Cartwright set ground rules at an early stage which 
required members of the media to be as unobtrusive and as sensitive as possible. Her 
Honour warned the media about the necessity of preserving strict confidentiality in 
respect of both patients' names and also the names of doctors who were not already 
named in the 'Metro' article, were not parties to the Inquiry or were not appearing as wit
nesses before the Inquiry. 

However, on three later occasions during the course of the Inquiry Her Honour had oc
casion to warn all concerned that there should be no public comment made through the 
news media concerning any matter which was before the Inquiry, until such time as she 
had finally reported to the Minister of Health. 

In early 1988, it became necessary to recall two witnesses because of unforeseen issues 
which had been raised during the hearings. These concerned the taking of vaginal smears 
of neonates, the collection offetal cervices and clinical photography of anaethetised wom
en. One of these witnesses was recalled on the basis that he had commented outside the 
Inquiry on the neonatal smear issue. The other was recalled to give further necessary in
formation to the Inquiry. 

At the conclusion of the public hearings on 27 January 1988, Judge Cartwright thanked 
all those who had participated in what had proved to be a lengthy and difficult Inquiry. 
In particular, she paid tribute to the patients who had come forward to help the Inquiry 
and whose health, treatment and rights were central to the issues facing her. 
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MEDICAL REVIEW 

Introduction 

A review was undertaken by the medical advisers to the Commission, Professor Eric 
MacKay, Professor of Obstetrics and Gynaecology, University of Queensland, Dr 
Charlotte Paul, Epidemiologist, University of Otago Medical School and Dr Linda Hol
loway, Pathologist of the University of Otago Wellington School of Medicine. The prin
cipal purpose of the review was to determine whether any patients required further 
treatment or advice or both as specified under Term of Reference 3. 

The secondary reason for the review was to determine whether the conclusions of the 
paper by Mclndoe et al 'The Invasive Potential of Carcinoma in Situ of the Cervix" were 
soundly based. A criticism of that paper had been that the total number of cases includ
ed in the study were fewer than the total number of patients registered at the Hospital 
with CIS of the cervix over the period specified. 

This review also enabled us to provide further analyses of these data which may shed 
some light on the occurrence of "missed invasions", and on the subsequent diagnosis 
of invasion, during the time period that the "1966 policy" was in practice. 

CARCINOMA IN SITU OF THE CERVIX 1955-1976 

Methods 

The sources of information used to identify patients for this review were: 

1. The lists of Group 1 and Group 2 patients made available by the Mclndoe Estate. 
These lists include patients with microinvasive carcinoma ( called CIS with microin
vasion in this. review). 

2. The histology work cards used by Dr MR McLean at NWH: copies of these cards 
were made available to the Commission by the Hospital Board. 

3. The coding forms prepared for data entry on the Postgraduate School Computer: 
copies of these were not made available, but access was arranged for the medical 
advisers to view these at NWH. 

4. File cards from the Mcindoe Estate. 

5. Reports appended to the brief of evidence of Dr R Jones. 

The list of patients with a diagnosis of CIS of the cervix from the NWH Cancer Register 
was used as the master list. However, where names appeared on the Mclndoe lists which 
were not included in the Cancer Register lists, these cases were added to the final lists. 

NOTE: Microinvasive carcinoma has been classified as Stage O cervicalcancer at NWH, 
thus it is included in this review. The working principle has been to include as cases of 
CIS, those patients who were treated as CIS at the outset. 

All patients were allocated to a category depending on their inclusion in the Mcindoe 
paper, their reason for exclusion from that papei~ and a miscellaneous category of exclu
sions. The notes of patients missing from either the Cancer Register or the Mcindoe lists 
were examined to determine the reason for their exclusion. 
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All patients who had a subsequent diagnosis of invasion (not including microinvasion) 
were noted. Information about this diagnosis was taken from the Mclndoe paper, includ
ing extra tables where the cases were identified; from the information prepared by Dr R 
Jones on cases of CIS with microinvasionand on cases with continuing positive cytolo
gy; and from Dr Mclndoe's card file. 

The review presented by Dr Jamieson and Dr Mackintosh was scrutinized for any fur
ther cases. The diagnoses of Dr McLean which formed the basis of pathological diagnosis 
for cases included in the 1984 paper were accepted. There were a few cases which seemed 
to have had a histological diagnosis of invasion which was disregarded clinically and have 
not subsequently been treated as invasion. These cases have not been included as hav
ing a subsequent diagnosis of invasive cancer. 

A review was undertaken of the CC case notes of the following categories of patients to 
determine if they required further clinical review: 

1. Patients with positive follow-up cytology at two years (Group 2 of the Mdndoe 
paper). 

2. All patients with punch or wedge biopsy only not included in (1) above (from Group 
1 of the Mclndoe paper). 

3. All other Group 1 patients with a histological report of incomplete excision at the 
final operative procedure. 

4. Patients excluded from the Mdndoe paper because of evidence of continuing dis
ease and no final histological diagnosis. 

5. Patients excluded from the Mdndoe paper because they had been followed for less 
than 5 years after diagnosis. 

6. Patients excluded from the Mclndoe paper because they had a diagnosis of CIS with 
microinvasion. 

7. All other excluded patients. In addition the case notes of a few patients who gave 
evidence to the Commission who were diagnosed outside the time period 1956-1976 
have been reviewed. 

The criteria used to determine whether patients required further clinical review and 
follow-up were based on Dr Jordan's recommendations: 

1. Patients with persistent or recurrent abnormal cytology following treatment. 
"Any patient with persistent abnormal cytology following treatment should be 
reviewed by colposcopy and cytology and this to include an endocervical cytolo
gy specimen and endocervical curettage, with a view to intervention if persistent 
abnormality is suspected. .. .. These cases should be reviewed as a matter of 
urgency by a colposcopist. 

2. Patients who have had in the past a diagnosis of microinvasive carcinoma, and 
where there is some doubt about adequacy of treatment. 
"All case records should be reviewed by the Hospital authorities, to assess first, if 
treatment has been adequate and is the patient thought to be free of disease, and 
second, is further intervention required:' 

3. Patients whose last operative procedure showed incomplete excision and where 
there is some doubt about the possibility of ongoing disease. 
"If there is any suspicion that the immediate follow-up period did not include col
poscopy and adequate cytology, then the patient should be recalled." 

4. Patients whose only treatment was punch or wedge biopsy. 
"The case records of all these patients should be reviewed and if there is any suspi
cion that there may be ongoing abnormality, then the patient should be reviewed 
by a colposcopist." 
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5. Patients who have developed invasion. 

6. Patients who have probably been adequately treated. 
"All these patients require lifelong follow-up by cytology." 

Results 

There were 1194 cases on the cancer register. A further 34 cases were added from the 
Mclndoe lists. Ten of these cases were from the 12 cases of CIS in whom a diagnosis of 
invasion was made within 12 months. Of the total 1228 cases, 1028 were included in the 
Mcindoe paper. There were 200 cases which appear not to have been accounted for in 
the paper. 

The majority of these were patients who had a diagnosis of "carcinoma in situ with 
microinvasion" either at the outset or during the course of follow-up. In addition there 
were at least 37 patients who were seen for consultation only at NWH and had their defini
tive treatment elsewhere. We found three cases where a diagnosis of invasive cancer ap
peared to have been made at the outset. 

It was appropriate that these cases should have been excluded from the paper by Md n
doe et al as the patients did not have an earlier diagnosis of CIS. However, their inclusion 
in the site register as cases of CIS suggests that these cases were regarded by some clini
cians as having less than invasive cancer. 

We have noted a number of cases of this sort, where there has been debate aboutthe ini
tial histology. We accept that Dr McLean's review of the original histology will have led 
to the final classification. Nevertheless, anindependentreview of the histological diag
nosis of these cases should be undertaken if there is to be a final scientific assessment of 
progression to invasion and the outcome of treatment at National Women's Hospital. It 
is not expected that such a review of this aspect would change the findings of the publi
cation of Mcindoe et al in a significant manner. However, if a substantial proportion of 
microinvasive cases on review were reclassified as CIS only and included in the analy
sis, then the progression rates would be higher than calculated in the original publication. 

There were 33 patients where the reason for exclusion from the Mclndoe paper was not 
known. Some of these patients also will have had their definitive treatment elsewhere. 
For others, they may have been regarded as less, or more, than CIS on histological review. 
It is important that the case notes reveal that for almost all the unaccounted exclusions, 
treatment had been orthodox. None of these cases was subsequently diagnosed as in
vasive cancer and treated as such, though in three cases there was, again, debate about 
the histology. Thus the inclusion of this group into the Mcindoe paper would be unlikely 
to have altered the conclusions of the paper. 

One case included in the Mcindoe paper was excluded from this analysis as her initial 
treatment for CJS was not at NWH, although the histology was reported from NWH. A 
further two cases were transferred to the year of first diagnosis of CIS. Two further cases 
appeared to have had their first diagnosis at other hospitals, but were referred to NWH 
with positive smears and a further diagnosis of CIS established. 

Table 1 shows the number of women who had a first diagnosis of CIS of the cervix, by year 
of first diagnosis, and subsequent diagnosis of invasive cancer. As this proportion de
pends on the time period over which they were followed, this has been calculated over 
10 years from diagnosis of CIS, for each calendar year. The results are shown in Table 2. 
For the years 1955-59 2/126 (1.6%) proceeded to invasion over the subsequent 10 years. 
For the time period 1960-64, the proportion was almostthe same at 5/321 (1.6%). For the 
next time period, 1965-69, the proportion rose to 18/208 (8.7%). In 1970-74 the proportion 
continued to be high at 20/286 (7.0%), but it fell sharply in the last time period, 1975-76, 
to 5/287 (1.7%). 
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The preceding analysis includes cases where the subsequent diagnosis of invasion was 
made within one year of the diagnosis of CIS. If these cases are excluded from the anal
ysis, on the basis thattheymightrepresentmissed invasions, and the proportion proceed
ing to invasion over one to 10 years is calculated, the same pattern can be seen (Table 2). 
This is shown graphically in Table 4. 

The occurrence of cases proceeding to invasion over less than one year is investigated fur
ther in Table 3. The number and proportion of cases rose in the 1965-1974 time period. 
This higher rate of "missed invasions" over the time period of the management proposed 
in 1966 suggests that an increase in "missed invasions" was a consequence of this poli
cy, and that the policy had altered by the final time period. 

The table also shows that at least seven missed invasions had occurred prior to 1970, when 
the paper by Green and Donovan was published. 

The review of files undertaken by the Commission's medical advisers resulted in advice 
to Judge Cartwright that certain patients in the following categories required further treat
ment or advice, if this had not already been done: 

1. Patients with persistent or recurrent abnormal cytology following treatment (20 pa
tients). In this category is a group of patients who were lost to follow-up still with 
persistent abnormal cytology. 

2. Patients who had a diagnosis of microinvasive carcinoma and where there was some 
doubt about adequacy of treatment (13 patients). 

3. Patients whose last operative procedure showed incomplete excision and there was 
some doubt about the possibility of ongoing disease (13 patients). 

4. Patients whose only treatment was punch or wedge biopsy (5 patients). 

5. Other special need for follow-up (17 patients). 

Conclusions 

A selective review of the case notes of patients diagnosed as CIS of the cervix and managed 
at NWH from 1955 to 1976 has been undertaken. The names of 68 patients in this category 
were referred to Judge Cartwright (summary above). Most cases excluded from the Mcin
doe paper have been accounted for and the reason for exclusion documented. Of the 
small number which are unexplained, it is very unlikely that their inclusion would have 
altered the conclusions of that paper. 

The outcome of the management of CIS at NWH, in terms of preventing the development 
of invasive cancer over the subsequent 10 years, has been reviewed. It is clear that there 
was a marked and statistically significant elevation in risk of developing invasion within 
one to 10 years for patients treated during the years 1965 to 1974, compared with the time 
periods before and after. 

These rates do not take into account the age of patients. When we examined the age dis
tribution of the cases included in the Mcindoe paper byyearof diagnosis of CIS, we found 
the age distributions similar for the time periods 1955-1964 and 1965-1974. Therefore 
differences in age could not explain the observed increase in risk of invasion in the 
1965-1974 time period. However, the women diagnosed with CTS in 1975-1976 were on 
average younger than those diagnosed earlier. Thus the decline in risk of invasion in the 
most recent time period must be interpreted with caution. The exclusion of patients lost 
to follow-up and those patients whose definitive initial treatment was not at NWH did 
not materially affect the results. 

The proportion of patients who had a diagnosis of invasive cancer within one year of the 
original diagnosis of CIS also rose during the same time period. This suggests that 
management during those years did not result in adequate exclusion of invasive cancer 
at the outset. 
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It is possible that there are additional patients where the cancer was truly invasive at the 
outset. This is suggested by two other cases where there is in the notes a histological di
agnosis of invasion which was not treated clinically as such. We have accepted that these 
diagnoses were reviewed by Dr McLean for the 1984 Mclndoe publication, and were 
regarded as ClS initially, but clearly there may be room for debate. Thus even more pa
tients than the 12 noted may represent "missed invasion". 

The management of CIS subsequent to 1976 has been reviewed by Ors Jamieson and 
Mackintosh and for three years only by Dr Jones. Their results are in general agreement, 
that the proportion of CIS cases diagnosed from 1977 to 1979 proceeding to invasion is 
again less than 2%. 

The analysis of outcome in patients with CIS shown here differs from the analysis in the 
Mclndoe paper. In that paper, patients were divided into groups according to the 
presence or absence of evidence of continuing disease, in order that progression rates 
could be estimated. The outcome of different methods of treatment was not examined 
directly (although there were marked differences in treatment between the two groups, 
particularly in completeness of excision). 

In contrast, in this analysis the aim has been to examine outcome according to the time 
period of initial diagnosis and treatment, so that any effect of changes in treatment 
methods over time could be observed. 

Clearly, as in the overall analysis by Mcindoe and colleagues, many of the patients in any 
year were treated by generally accepted methods, so that the proportion subsequently 
diagnosed as invasion must represent much less than the true progression rate. 

CARCINOMA IN SITU OF THE CERVIX 
1977-1986 

A limited review of these cases was undertaken. The list of patients with a diagnosis of 
CIS for those years compiled by Dr Jamieson and Dr Mackintosh was used as a master 
list. All cases were noted where: 

1. There was a diagnosis of microinvasion and treatment was less than hysterectomy. 

2. There was incomplete excision recorded. 

3. Management had been by punch or wedge biopsy only. 

4. There was no follow-up recorded. 

The case notes of patients falling into these categories were reviewed. Afterreview a to
tal of 51 names were referred to Judge Cartwright, 32 of these were cases with a diagno
sis of micro invasive cancer. 

CARCINOMA IN SITU OF THE VAGINA 

(a) 1955-1976 

We have identified 19 cases with CIS of the vagina over this time period. All but four of 
these patients had had an earlier diagnosis of CIS of the cervix at National Women's 
Hospital, and thus had already been reviewed as part of the review of CIS of the cervix 
cases. Of the other four patients, three had had a prior hysterectomy, two following ab
normal smears. One patient was referred to National Women's Hospital following treat
ment for invasive cancer of the vagina. The recurrent lesion was regarded as CIS of the 
vagina at National Women's Hospital. 

Overall, at least 15 and possibly 17 of these 19 patients had a history of cervical neopla
sia. Recurrence or persistence of the cervical disease in the vaginal vault must be the 
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most likely possibility in this group. Review of the case notes showed that four patients 
currently had evidence of continuing disease, with cytology reported as class 2R-5. Three 
of the patients had already been referred to Judge Cartwright for follow-up. The fourth 
patient's name has also now been referred. 

The outcome in this group of patients showed that 13 out of the 19 subsequently deve
loped invasive cancer, and seven were known to have died of malignant disease. Two pa
tients died of other causes, one with continuing CIS, and the other some time after 
radiation treatment of her CIS. 

(b) 1977-1986 

Only two cases appear to have been diagnosed during this time period. One of these cases 
was referred to Judge Cartwright for clinical review. 

It is unlikely that all cases of CIS of the vagina have been identified. However staff at NWH 
have probably identified all those cases who had a vaginal lesion only. Any other cases 
with a prior cervical lesion, would have been reviewed with the cervical cases. 

No detailed assessment was made of the progression rate in these cases. However, from 
the information provided here it can be seen that 68% of the patients originally diagnosed 
between 1955 and 1976 subsequently developed invasive cancer, and 37% have died of 
their disease. A detailed scientific assessment should be made of the outcome among 
these patients. 

CARCINOMA IN SITU OF THE VULVA 

A review was undertaken of all cases diagnosed after 1983. All earlier cases had been 
reviewed in the publication by Jones and McLean. 2 The review oflater cases was carried 
out to determine whether any cases required further advice or treatment. Seventeen cases 
were reviewed. Two cases were referred to Judge Cartwright. 

SUMMARY 

The review of case notes of patients with a diagnosis of carcinoma in situ of the genital 
tract who were managed at NWH was undertaken primarily to determine whether any 
patients required further treatment, or advice or both as specified under Term of Refer
ence 3. 

The criteria used to determine whether patients required further clinical review and 
follow-up were based on Dr Jordan's recommendations. The lack of knowledge which 
patients interviewed by Judge Cartwright displayed about their disease and about the 
need for follow-up cytology influenced decisions to recommend further advice. 

The names of 123 patients were referred to Judge Cartwright in order that suitable follow
up could be arranged. 

l. Obstetrics and Cyneculogy 64: 451, (1984) 
2. 'Carcinoma In Situ of the Vulva: A Review nf 31 Treated and Five Untreated Cases' Obstetrics and Cyne

cology (1986) 68: 499 
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TABLE I 

SUBSEQUENT DIAGNOSIS OF INVASION IN 1228 PATIENTS 
WITH AN ORIGINAL DIAGNOSIS OF CIS 

Year of No. of 
First Cases 

Diagnosis 

1955 6 
1956 15 
1957 40 
1958 32 
1959 33 

1960 60 
1961 45 
1962 47 
1963 83 
1964 86 

1965 60 
1966 39 
1967 38 
1968 30 
1969 41 

1970 61 
1971 47 
1972 54 
1973 55 
1974 69 

1975 115 
1976 172 

TOTAL 1228 
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FROM 1955 TO 1976 

Subsequent 
Diagnosis of 

Invasion 

3 
2 

3 
2 
2 
4 
4 

2 
5 
5 
5 
5 

7 
3 
6 
4 
7 

4 
1 

74 

% Subsequently 
Diagnosed as 

Invasion 

9.4 
5.1 

5.0 
4.4 
4.3 
4.8 
4.7 

3.3 
12.8 
13.2 
16.7 
12.2 

11.4 
6.4 

11.1 
7.3 

10.1 

3.5 
0.58 
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Year of 
First 
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TABLE2 

SUBSEQUENT DIAGNOSIS OF INVASION WITHIN 10 YEARS 
OR LESS OF ORIGINAL DIAGNOSIS OF CIS 

IN 1228 PATIENTS FROM 1955 TO 1976 

(Percentages in parenthesis) 

No. of 
Cases 

Diagnosis 

Diagnosis of 
Invasion In 
< = 10Years 

Diagnosis of 
Invasion In 
1-10Years 

1955 6 
1956 15 
1957 40 
1958 32 
1959 33 

1960 60 
1961 45 
1962 47 
1963 83 
1964 86 

1965 60 
1966 39 
1967 38 
1968 30 
1969 41 

1970 61 
1971 47 
1972 54 
1973 55 
1974 69 

1975 115 
1976 172 

TOTAL 1228 

1 (3.1) 
1 (3.0) 

1 (1.7) 

1 (2.1) 
2 (2.4) 
1 (1.2) 

1 (1.7) 
5 (12.8) 
4 (10.5) 
5 (16.7) 
3 (7.3) 

4 (6.6) 
3 (6.4) 
4 (7.4) 
4 (7.3) 
5 (7.2) 

4 (3.4) 
1 (0.58) 

50 (4.1) 

- (0.0) 
- (0.0) 
- (0.0) 
1 (3.1) 
- (0.0) 

1 (1.7) 
- (0.0) 
1 (2.1) 
1 (1.2) 
1 (1.2) 

1 (1.7) 
2 (5.1) 
3 (7.9) 
4 (13.3) 
3 (7.3) 

4 (6.6) 
3 (6.4) 
2 (3.7) 
3 (5.5) 
4 (5.8) 

3 (2.6) 
1 (0.58) 

38 (3.1) 
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TABLE3 

CASES WHERE THE ORIGINAL DIAGNOSIS WAS CIS CERVIX 
AND WHERE INVASION WAS SUBSEQUENTLY DIAGNOSED 

WITHIN ONE YEAR 

(Includes cases where the original 
diagnosis was CIS with microinvasion) 

Year Of No.Of 
First 

Diagnosis 
Cases 

% Of All Cases 
Of CIS By 5-yr 

Time Period 

1955 - ) 
1956 - ) 
1957 - ) 1/126 (0.79%) 
1958 - ) 
1959 1 ) 

1960 -) 
1961 - ) 
1962 - ) 1/321 (0.31 %) 
1963 1 ) 
1964 - ) 

1965 - ) 
1966 3 ) 
1967 1 ) 5/208 (2.4%) 
1968 1 ) 
1969 - ) 

1970 - ) 
1971 - ) 
1972 2 ) 4/286 (1.4%) 
1973 1 ) 
1974 1 ) 

1975 1 ) 
1976 - ) 1/287 (0.35%) 

TOTAL 12 12/1228 (0.98%) 
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TABLE4 

SUBSEQUENT DIAGNOSIS OF INVASIVE CANCER WITHIN 
TEN YEARS OF ORIGINAL DIAGNOSIS OF CIS 

IN 1228 PATIENTS FROM 1955 TO 1976 

Percentage subsequently 
diagnosed with invasion 
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LIST OF ASSOCIATE PROFESSOR GREEN'S 
RELEVANT PAPERS 

1. Carcinoma in Situ of the Uterine Cervix 
The Australian & New Zealand Journal of Obstetrics and Gynaecology (1962) 2:49 

2. Cervical Carcinoma in Situ: True Cancer or Non-Invasive Lesion? 
The Australian & New ZealandJournalof Obstetrics and Gynaecology(1964) 4:165 

3. Cervical Cytology and Carcinoma in Situ 
The Journal of Obstetrics and Gynaecology of the British Commonwealth (1965) 13 

4. The Significance of Cervical Carcinoma in Situ 
American Journal of Obstetrics and Gynecology (1966), Vol 94, No.7, 1009 

5. Cervical Cone Biopsy with Octapressin 
Australian & New Zealand Journal of Obstetrics and Gynaecology (1966) 6: 259 

6. Pregnancy following Cervical Carcinoma in Situ 
Journal of Obstetrics and Gynaecology of the British Commonwealth (1966) Vol 73, 
897-902 

7. Is Cervical Carcinoma in Situ A Significant Lesion? 
International Surgery (1967), Vol 47. No. 6, 511 

8. Invasive Potentiality of Cervical Carcinoma in Situ 
International Journal of Gynaecology and Obstetrics (1969) Vol 7, No. 4, 157 

9. Vaginal Carcinoma in Situ Following Hysterectomy 
(Mclndoe and Green) (1969) Acta Cytologica Vol 13, No.3, 158 

10. Cervical Carcinoma in Situ 
Australian & New Zealand Journal of Obstetrics and Gynaecology (1970) 10:41 

11. The Natural History of Cervical Carcinoma in Situ 
(Green and Donovan) The Journal of Obstetrics and Gynaecology of the British 
Commonwealth (1970) Vol 77, No.1, 1 

12. Duration of Symptoms and Survival Rates for Invasive Cervical Cancer 
Australian & New Zealand Journal of Obstetrics and Gynaecology (1970) 10: 238 

13. The Progression of Pre-invasive Lesions of the Cervix to Invasion 
The New Zealand Medical Journal (1974) Vol 80, No. 525, 279 

14. Cervical Cancer: Detection and Treatment 
Patient Management, (1977), 83 

15. Cervical Cancer and Cytology Screening in New Zealand 
British Journal of Obstetrics and Gynaecology (1978) Vol 85, No.12, 881 

16. Cervical Cancer in New Zealand - A Failure of Cytology? 
Asia-Oceania Journal of Obstetrics and Gynaecology (1981) Vol 7, No. 4, 303. 

238 



APPENDIXS 

Dr WA McINDOE'S MEMORANDUM OF 14 DECEMBER 1973 

The Medical Superintendent 
NATIONAL WOMEN'S HOSPITAL 

re Diagnosis and management of 
precancerous lesions of the cervix 

I have your memorandum of 21 November and the attached memorandum of Associ
ate Professor G H Green dated 7 November. 

Much of the first part of my reply is in summary form. Numbers of the points made, par
ticularly in sections 1, 2 and 3, I have considered in more detail. This material is availa
ble in supporting memorandum. My reply follows. 

(1) It was not possible to approach this matter in any other way because of the perso
nality and belligerent response of Associate Professor Green to comment and 
criticism. 

(2) It is quite incorrect to state that I have never made plain my feelings unless this can 
be interpreted that he not only will not, but does not, listen to any comment which 
does not suit him. I have endeavoured by all means possible in a mature and dig
nified manner to make my feelings plain and so note down specific instances of my 
attempts. 

(a) At the Senior Staff meeting, 20.6.66, in tabled memorandum and by speaking 
at length to my memorandum. 

(b) In personal memorandum to him, dated 15.4.69. 

( c) In private on three occasions in his room in 1972. Professor Liggins interrupted 
one of these occasions when he came into the room and made a comment such as 
"are you two still at it". 

( d) In private on two occasions in early 1972 in Ward 9 following the ward round 
when he saw fit to 'rebuke' me for comments I had made during the round. 

( e) In private in commenting on management of [Patient Code 3Q], towards the 
end of February 1971. 

(f) Letter to New Zealand Medical Journal in name of Dr SE Williams and myself, 
dated August 1972 (p 129). 

(3) Comments on place of colposcopy and outpatient punch biopsy. This is referred 
to, in particular, in two places in the memorandum of 7 November from Associate 
Professor Green. 

(A) FIRSTLY page 1 (c). I quote: 
" .... It was always a calculated risk that invasive cancer could be overlooked, 
although it was hoped that colposcopy, clinical examination and repeated 
directed biopsies could minimise, if not actually avoid this. This has been 
advocated repeatedly by Dr JVM CopplesoninAustralia an dis now urged 
by American authorities ( eg Stafl and Mattingly, Ostergard and Condos, 
Selim et al, all 1973) ." 

That such possibility was quite beyond the methods of assessment then and 
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now available should have been apparent to him at the time of his earlier proposals 
(20.6.66). That the position is unchanged in this regard, and not as he suggests in the quo
tation above, will be apparent ona careful reading of the work of Coppleson (1971), Kol
stad and Stafl (1972), those he quotes as American authorities writing in 1973 and others 
(viz Holly MR 1971, Griffiths and Younge 1969, Griffiths, Austin and Younge 1964), and 
the drawing of reasonable conclusions from these articles. 
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(B) SECONDLY page 9 (c), I quote: 

"l am concerned that our record on the colposcopically directed biopsy 
method of exclusion of invasive cancer, as advocated by the authorities men
tioned previously, may not be perhaps as good as these others suggest is pos
sible. I propose to extend my own personal skill and experience in this 
direction as much as possible." 

(a) Nothing but good can come from anyone attempting to understand and 
improve their personal skill at any technique. Would that others on the staff 
would make such attempts. 

(b) I must however issue a note of warning and express concern since any 
technique in inexperienced hands can fall into disrepute, in particular if the 
person's attitudes to the technique and the way it is being applied are not 
soundly based. 

( c) Further comments on the limitations of various methods of assessment, 
in particular cytology and colposcopy follow: 

In the main it is not necessary continually to warn colleagues of the limitations 
of various assessments whether clinical or laboratory. I believe the position 
was fairly stated in the letter by Dr SE Williams and myself in the New Zealand 
Medical Journal, August 1972. I am indebted to Dr Williams for that part of this 
letter I now quote: 

"Our purpose in writing is merely to affirm that diagnostic cytology is a valid 
and useful method of detecting the presence of malignant disease in many 
body sites." (The same comment can be applied to colposcopy and the place 
of this technique in the evaluation of abnormalities of the vagina and cervix.) 

"Within the limits of all such subjective assessments of biological phenome
na its '(or their)' reliability compares favourably with other diagnostic inves
tigations in laboratory technology, diagnostic radiology and clinical medicine:' 

I come back to the words quoted from Associate Professor Green's memo
randum, p.9. 
" ... our record ... may not be perhaps as good as these others suggest is 
possible." 

A mature worker must be concerned thatthe application of methods and tech
niques for which he is responsible be continually upgraded and subjected to 
critical review, ever ready to consider suggestions for improvement. He must 
in addition maintain a sensitivity in the application of these methods - the 
method must be applied with maturity and not elevated in importance out of 
its due place by over-enthusiastic advocacy. 

I sense in the comment quoted immediately above a vain hope and a desire 
to apply colposcopy and directed biopsy in an inappropriate manner that may 
well bring a useful method of assessment into disrepute. 

(d) Principles I have followed in selection of patients for colposcopy 
assessment. 

Dr Coppleson and I have discussed on a number of occasions the selection 
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of patients who should be examined by the colposcope in the Australian and 
New Zealand practice situation. We are agreed that, as far as possible, 
patients examined should be those: 

(i) With positive or doubtful cervical smears 
(ii) Patients with the clinically abnormal cervix. 

Also that this assessment should be performed separately from the initial 
gynaecological assessment. These points are made by Coppleson et al in 
their text, Colposcopy (1971) p 262, 263. 

My practice at the hospital has been to run the colposcopy clinic as a refer
ral service. With rare exceptions I have examined patients for a colleague from 
a hospital clinic or from his private practice. In addition patients who have 
been discharged from hospital or a hospital clinic with a Grade 2R cytology 
report not attended to, have been called up to my colposcopyclinic, the smear 
repeated, and the total situation reviewed in the light of my colposcopy find
ings. The patient has then been finally discharged, reviewed again at a sub
sequent colposcopy clinic appointment or referred back to the consultant 
concerned. 

On all occasions I have endeavoured to interpret to tb e patient the views of 
the consultant concerned as far as I understand them. I have only advised 
a variation in management to the consultant when I hJve had clear and spe
cial reasons for doing so. 

In the presence then of continuing grossly abnormal cytology (positive 
smear) and significantly abnormal colposcopyfindings which would have 
been further investigated by appropriate excision biopsy in other clinics and 
the specimen submitted for detailed histology assessment, I have been 
powerless to intervene except on those rare occasions when I found clear evi
dence of invasive carcinoma. 

It has taken considerable restraint on my part to maintain my position, par
ticularly in more recent years when it has been clear to me that members of 
the staff on B and C Team sought out my opinion on problem cases and 
almost invariably acted on advice given. 

(4) Question of unrevealed invasive cases, page 8 (E) last paragraph. I quote: 

" .... This was the time of the greatest relative number of new patients being smeared 
and merely revealed increased prevalence figures for these lesions. Dr Mcindoe 
has therefore made an unjustified assumption that it was the increased number 
of cone biopsies that was responsible for an increased number of invasive cancers 
discovered in the 1963-4 period at National Women's Hospital." 

There may be some substance to the earlier part of this comment - if so the impli
cation is clear. In spite of this, as stated in my 10 October 1973 memorandum, "I be
lieve more adequate biopsy would reveal a number of these to have invasive 
carcinoma at the present time." 

(5) Patients for further assessment, page 8 (E) second to last paragraph. I quote: 

"Dr Mdndoe does not comment on many other cases whiCr1 he has followed col
poscopically and which should equally be the subject of his concern if we take his 
comments and his graph at their face value." Then he notes for example: [Patient 
Codes 4D; lOL; SQ; 7Y; 3Vl; 4M; SA 1; 8C1; 4M1] ... 405 cases up to 1967. 

In my memorandum of 10 October I stated "Brief notes on some of these patients 
are attached. A longer list of patients who should be carefully reviewed is availa
ble:' I submitted brief notes on seven patients, and entirely agree with the comment 

241 



CERVICAL CANCER REPORT 

above as I am concerned about many more patients and thus submit the names 
of two lists of patients, by no means complete, whose notes should be carefully 
reviewed: 

a) List of p,a.tients Carcinoma in Situ - Invasive. 
(appended) 

b) Patients on follow-up - Continuing positive cytology. 
(appended) 

(6) Comment on views of authorities quoted in Associate Professor Green's 7 
November m,1:morandum and others. 
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a) Cochran,~ page 2 (E), I quote: 
"The ethicality of such a trial has since been urged by Professor AL Cochrane, 
head of the British M.R.C. Epidemiology Unit (1971)." 

I would hke more information on this point. 

I am familiar with a proposal discussed with Professor Coe hrane and a draft 
protocol prepared by him, date 26.2.70. I would be most interested to have 
details a:, to why nothing more has been heard of this proposal. 

b) Dollpage2(B), I quote: 
" .... In any case, the present population and pathological data do not sug
gest that any reappraisal of the present management, possibly towards the 
aggressive ablative attitude seen in some North American Centres, will do 
anything to lower incidence, morbidity and mortality from cervical cancer 
in either Auckland Province or New Zealand. Sir Richard Doll has recently 
supported me in this opinion." 

It is difficult to follow in the above what Doll has recently supported. 

There is much to be gained by "reappraisal of the present management" ex
cepting that this should be expanded to the "present diagnostic steps and 
management". Exclusion of invasive carcinoma at the outset by more ade
quate biopsy and further investigation of the continuing positive smear (e.g. 
[Patient Code 6N1]) and abnormal colposcopy findings is clearly required 
as advocated by Kolstad (1970) and the other authors referred to by Associ
ate Professor Green in his November 7 memorandum. 
The suggestion of an "aggressive ablative attitude" as the only alternative to 
adequate diagnostic steps is hardly appropriate. 

( c) Knox 
I wondered a little why I did not find any supporting comment from Profes
sor E G Knox, Epidemiologist ofBirminghamin the memorandum of Associ
ate Profrssor Green. 
I understand Professor Knox's position concerning Population Evidence can 
be summarised in the following quotation: 
"Recent assessment of population evidence has been clouded by 
widespread assumption that participants in discussion are either 'for' or 
'against' screening .... My thesis is that this is still a subject for serious scien
tific consideration and that any hindrance to the debate will result in continu
ing ambiguity of conclusion, and this in turn to indecisive implementation:' 
(1970) 
Clearly those who are 'against' screening are as much a hindrance as those 
'for' in the view of Professor Knox. 

(d) Fidler 
Again I wonder a little that the comment attributed to Dr H K Fidler as 
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reported in the Auckland Star, 15.12.71, has not been fitted in somewhere. 
This comment is quoted again by Associate Professor Green in NZMJ De
cember 1972, p 450, as follows: 
"I quote from the reported remarks of Dr HKFidlerofVancouver at the 1971 
meeting of the Canadian Association of Pathologists in Saskatoon. *(I was 
present and can vouch for the accuracy of the reporting)* There is some evi
dence that screening helps locate cervical cancer early. 

Nevertheless much more data is necessary for conclusive proof. In the mean
time those who believe in screening should continue to do so and others 
should await more conclusive proof:' 

Perhaps this was adequately dealt with by JE Gieson in reply. NZMJ Febru
ary 1973, p 124. 

"Professor Green states that it is a pity I did not have the latest advice from 
British Columbia before mentioning that centre. It is a pity he overlooked the 
factthatI was also in Canada in 1971. In fact when I visited Dr Latour in Mon
treal he had just returned from the meeting in Saskatoon which Professor 
Green attended. 

He made it clear that there were differences of opinion at that meeting. I spent 
two most rewarding days with Dr Fidler in Vancouve and know his opin
ion in these matters well. Professor Green quotes an isolated remark of Dr 
Fidler at the Saskatoon meeting to the effect that more data is necessary for 
conclusive proof." 

(7) Final Comment 
Many detailed comments could be added on the patients quoted by myself, Dr 
McLean and Associate Professor Green - and many others. These can be looked 
at in detail in a more searching enquiry. 

There is little in the ?November memorandum of Associate Professor G H Green 
which has allayed the concern I expressed in my memorandum of 10 October in 
the words, "I ,~ave not been entirely happy for a number of years with 
management. .. 

W. A. Mcindoe 

(A list of patients was attached) 

243 



APPENDIX6 

Dr MR McLEAN'S MEMORANDUM OF 10 MAY 1974 

The Medical Superintendent 
NATIONAL WOMEN'S HOSPITAL 

re Diagnosis and management of 
precancerous lesion of the cervix 

I have given Professor Green's memorandum of 7th November 1973, deep consideration. 
There is nothing in it lo allay the concern expressed in my memorandum of 18th October, 
1973. 

I reaffirm my concern over his extremely conservative approach to the diagnosis and 
management of cases purported to be carcinoma in situ of the cervix. 

When patients are admitted to a public hospital they put themselves in the hands of the 
medical staff with the explicit understanding that they will be provided with at least ade
quate, and preferably optimal treatment for their complaint. Clinical studies and trials 
to establish optimal management are at times necessary. However, when in the course 
of a trial it becomes apparent that patients are at risk, there must be a reappraisal of the 
trial. Despite what Professor Green may say, the consensus of opinion at present is that 
any delay in the diagnosis and treatment of invasive carcinoma puts that patient at an in
creased risk. A survival rate of 96% ± 2% for Stage lA carcinoma of the cervix is very good 
at a statistical level - but not for the 4 or so women who die from the disease. At our 
present state of knowledge no one can deny that there is every possibility that with earlier 
diagnosis and treatment, these 4 or so patients could be alive. 

In his memorandum Professor Green raises a large number of points, many of which are 
irrelevant to the point at issue. I intend to deal only with points I consider relevant. 

General Points 

Histological diagnoses are somewhat subjective but throughout the fields ofhistopathol
ogy, provided (a) the pathologist is trained and experienced in the particular field, (b) the 
slides are of good quality and ( c) the conditions for studying the slides are good - histo
logical criteria amon~;st pathologists are remarkably uniform and consistent. There is 
usually a simple exp:1anation for significant inconsistencies and this is the case with 
Professor Green's 1965 survey. If required, I will enlarge on this. 

Professor Green's efforts to resolve the problem of the natural history of carcinoma in situ 
of the cervix are admirable, but because of the very nature of the problem itself, it is ir
resolvable in the strictly scientific sense of proof. A similar situation exists with atypical 
hyperplasia of the endometrium and its relationship to invasive carcinoma (Bettinger, 
W.R., 1971, Amer.J.Obstet.Gynec., 109, 194). 

I have already touched on the general consensus over the question of delay in treating 
cancer and the patient's prognosis. There may be exceptions to this general rule but these 
are only apparent in retrospect. None of us know enough about cancer to say at the time 
of diagnosis, except in general terms, what course a particular cancer will run. Therefore 
all cancers must be treated in a manner generally considered optimal for that particular 
cancer. With reference to a particular patient, Professor Green has no ground for saying 
that delay in treatment of Stage IA patients will not put that patient at a disadvantage. 

244 



APPENDIX6 

I was under the impression that Professor Green's application in 1970 to the British Med
ical Research Council for a research grant to aid a project of the type under discussion 
was declined as being unethical. 

Points on Histology 

In certain patients, controversy at pathology and other clinical levels is inevitable, and 
differing viewpoints, reasonably discussed and debated can do nothing but benefit pa
tients. Professor Green's interest in histology and his seeing his patients' slides is admira
ble. However for many years, Professor Green has entered in an authoritative manner 
into the field of histopathology - the histological diagnosis of cancer and related lesions 
of the cervix - in which he may have seen many cases, but scarcely a field in which he 
has had adequate training and background, a field in which he is not an acknowledged 
expert. 

Over many years he has challenged my diagnoses, ( and those of other pathologists), near
ly always on inadequate grounds. In the vast majority of such cases, my diagnoses have 
subsequently been shown to be correct. Challenging of this nature is a serious matter as 
it raises the question of my competency to undertake my duties as a histopathologistin 
this hospital. This matter may need to be looked into further. 

I stress there is a difference between reasonably questioning a diagnosis on adequate 
grounds, which is acceptable, and unreasonable challenging on inadequate grounds. 

Comments on Individual Patients 

Professor Green's answers to my comments on specific patients in my initial memoran
dum hardly allay my concern. His aim seems to be to justify his actions - I doubt the 
relevancy of this. I have no doubts, that in his own view Professor Green has acted in the 
best of faith. However this does not alter the fact that his mode of management has put 
patients at risk. His themes of retrospective rediagnosis to suit the situation, and that de
lays in diagnosis and treatment have not altered the outcome, hardly constitute an ade
quate explanation. 

His mode of management of these patients has done nothing to contribute to an under
standing of the natural history of carcinoma in situ of the cervix, except possibly to make 
one all the more wary of it and certainly to emphasise the importance of accurate di
agnosis. 

In the case of [Patient Code 3Q], in that Professor Green saw the current histology as it 
became available, and in view of his comments, one could well ask why was she not 
passed to D Team early on. 

There are some aspects of [Patient Code 6Z's] case that may be debatable, but Professor 
Green seems to be the only one who disputes the histology. 

Similar points can be made about Professor Green's comments on the other patients. 

My diagnosis of "Carcinoma in situ of cervix - possible invasive carcinoma nearby" is 
a diagnosis infrequently made, on morphological appearances. It has subsequently been 
substantiated in the course of follow up in a significant number of cases. 

Emotional Points 

Towards the end of his memorandum, Professor Green raises a number of points and 
complaints that I consider emotional and which are not strictly relevant to the point at 
issue. 

I had not intended to enter into a personal controversy with Professor Green and I feel 
to discuss these points and complaints here would deviate attention from the main point. 
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I would be pleased to either (a) discuss these with you or (b) make them the subject of 
a separate memorandum. 

Summary 

In summary, I reaffirm my concern with Professor Green's mode of management of cer
tain cases purported to be carcinoma in situ of the cervix on the basis of inadequate bi
opsies. Despite what Professor Green may say all of these patients have subsequently 
been shown to have invasive carcinoma of the cervix on authoritative histological diag
nosis - not necessarily just my own. Because patients are at risk, I consider that Profes
sor Green's present mode of management of these patients needs to be reappraised. 

M. R. McLean, 
Pathologist-in-Charge. 
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THE INVASIVE POTENTIAL OF CARCINOMA IN SITU 
OF THE CERVIX 

WILLIAM A McINDOE, MD; MALCOLM R McLEAN, MD; 
RONALD W JONES, MD AND PETER R MULLINS MSc. 

Nine hundred and forty-eight patients with carcinoma in situ (CIS) of the cervix diag
nosed histologically have been followed from five to 28 years. Among the 817 patients 
who had normal cytology follow-up, 12 (1.5%) developed invasive carcinoma. A second 
group of 131 patients continued to produce abnormal cytology consistent with cervi
cal neoplasia, and 29 (22%) of them developed invasive carcinoma of the cervix or vagi
nal vault. Patients with continuing abnormal cytology after initial management of CIS 
of the cervix are 24.8 times more likely to develop invasive carcinoma than women who 
have normal follow-up cytology. Further, when compared with the population at large, 
the chances of patients with normal follow-up cytology developing invasive cervical 
or vaginal vault carcinoma increase 3.2-fold over women who have never had CIS of the 
cervix. (Obstet Gynecol 64:451, 1984) 

It is now generally accepted that carcinoma in situ (CIS) of the cervix has a significant in
vasive potential. In this paper, the authors report the results of a long-term follow-up 
study of patients with an initial diagnosis of CIS of the cervix, some of whom subsequent
ly developed invasive carcinoma of the cervix or vaginal vault. This study has been in 
progress at the National Women's Hospital, Auckland, New Zealand, since 1955. 

There have been differences of opinion within the hospital on the invasive potential of 
CIS of the cervix. Earlier National Women's Hospital experience pointed to CIS having 
an insignificant invasive potential. 1 In 1966 the senior medical staff agreed to a study of 
patients whose only abnormal finding was positive cervical cytology. No further treat
ment was to be offered to a group of patients who had no clinical, cytologic, orcolposcopic 
evidence of invasive carcinoma, and in whom the histologic diagnosis of CIS of the cer
vix had been established by a limited biopsy of the most significant area. 1 The object was 
to study the natural history of CIS of the cervix after a representative biopsy with minimal 
disturbance of the lesion. This conservative approach was also extended to include some 
other women in whom abnormal cytology continued after initial treatment. It is stressed 
that only a proportion of women in the present study were managed in this manner. The 
remaining patients with abnormal cytology were managed by conventional techniques. 

The conclusions of this paper on the invasive potential of CIS of the cervix are based on 
acomparisonof two groups of women after an initial diagnosis of CIS: In one group the 
follow-up cytology was normal and in the other it was abnormal. The authors infer the 
presence of persisting abnormal cytology, after an initial diagnosis of CIS, as indicating 
the presence of continuing neoplasia in the lower genital tract. A comparison is also made 
of the incidence of invasive carcinoma of the cervix between the group with normalcy
tology follow-up and the New Zealand population at large. 

Materials and Methods 

The present study reviews all of the 1028 women diagnosed histologically as having CIS 
of the cervix between January 1955 and December 1976 and who, except forone patient, 
have since been followed for a minimum of five years. Nine hundred ninety-five of these 
women were initially identified by abnormalcervical cytology, and in 33 cases the diag
nosis was a chance histologic finding. 
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Eighty patients (7.8%) have been excluded from the study. Of these, 29 patients (2.8%) 
were lost to follow-up. Thirteen women died of intercurrent disease within five years. 
Eight patients developed invasive cervical carcinoma within one year of the intial biop
sy. This 12-month interval has been allowed to avoid the possibility that invasive carci
noma had been missed at the initial biopsy. Thirty patients with continuing abnormal 
cytology after the diagnosis of CIS, butin whom a final histologic diagnosis had not been 
made (at review date June 1983), have also been excluded from the study. The authors 
assume these women have continuing CIS but, without a further biopsy, this cannot be 
confirmed. Thus, 948 patients were available for the present study. 

Policy within the hospital for the management of patients with CIS has varied. In the early 
years, the majority of clinicians used a cone biopsy as the initial management of wom
en presenting with abnormal cervical cytology. Since 1964, colposcopically directed 
punch biopsy has been used as an initial biopsy procedure in an increasing proportion 
of cases, usually followed by cone biopsy. Twenty-five cases had only a colposcopically 
directed punch or wedge biopsy. The few clinicians who initially performed punch or 
wedge biopsy alone had abandoned the practice by 1970. 
The definitive management of the 948 patients is summarized in Table 1. 

Table 1 
Definitive Management of 948 Women 

Cone biopsy and amputation cervix 
Punch and/ or wedge biopsy, later cone biopsy 
Cone biopsy 
Amputation cervix 

Subtotal 

Total hysterectomy 
Punch and/or wedge biopsy, later TH 
Cone biopsy, later TH 
Primary TH 

Subtotal 

Other 
Outpatient punch biopsy only 
Punch, later wedge biopsy 
Wedge biopsy only 

Subtotal 

Total 

TH= totalhysterectomy. 

184 
483 

6 
673 

38 
185 

27 
250 

11 
7 
7 

25 

948 

In 673 patients, cone biopsy (667) or amputation of the cervix ( 6) were the principal mode 
of management, preceded by punch or wedge biopsy in 184 patients, and cone biopsy 
alone in 483 women. In 250 patients, management was by total hysterectomy, preced
ed by punch and/ or wedge biopsy in 38 patients and by cone biopsy alone in 185. In 27 
patients, hysterectomy was the primary procedure, CIS being an unexpected finding 
in the excised specimen. On! y nine of the 250 hysterectomies were performed by the 
vaginal route. The only biopsies in 25 women were punch biopsy in 11, wedge biopsy 
preceded by punch biopsy in seven, and wedge biopsy alone in seven. 
Patients were followed with clinical and cytologic examinations three and six months 
after the initial biopsy and thereafter at yearly intervals from five to 28 years or the de
velopment of invasion (Table 2). Colposcopy and/or repeat biopsy procedures were per
formed if the clinician responsible for the case believed that such techniques would be 
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helpful in further management. Many patients had multiple biopsies (Figures 1, 2, and 
3). Some patients had equivocal follow-up cytology findings during the first two years 
after the initial biopsy, but by the end of this period, cytology was consistently normal 
or abnormal. 

Follow-up cytology was used as the basis for the division of the patients into two groups. 
Group 1 consisted of patients with normal cytology follow-up after two years, whereas 
group 2 patients had persistent equivocal or abnormal cytology follow-up findings at that 
time. 

One of the authors (MRM) supervised the diagnosis of all cervical histopathology. Im
mediately after excision, cervical cone biopsies were routinely opened at the three o'clock 
position by the surgeon. After fixation in 10% formal saline, the cones were oriented and 
cut serially into blocks 3 mm thick. After processing, at least three step serial sections were 
cut from each block and stained with hematoxylin and eosin. An average of 40 step seri
al sections were taken from each cone biopsy specimen. 

Years 
4 

5-9 
10-14 
15-19 
20-24 
25+ 
Total 
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Table 2 

Follow-Up of All Patients to Review Date 
(June 1983) or to Development of Invasion 

Group1 
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295 
136 
202 
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43 
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11 
37 
52 
26 
5 
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~ hysterectomy 
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le 
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. .... Iv 
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YEARS FOLLOW UP 

Total 

20 

15 
332 
188 
228 
142 
43 

948 

Figure 1. Follow-up details to invasion of J 2 women among 817 group 1 patients who developed invasive 
carcinoma; ten cervix two vaginal vault after earlier hysterectomy. 
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Smaller biopsies were dealt with similarly. Hysterectomy specimens were immediate
ly opened anteriorly and, after fixation, the cervix was oriented, completely blocked, and 
dealt with in a manner similar to that for cone biopsy. 

The authors' histologic criteria for CIS were those described by Reagan and Hicks. 2 Car
cinoma in situ was morphologically and cytologically similar to invasive carcinoma but 
lacked the feature of invasion. It may show the variation of microscopic appearances seen 
in invasive carcinoma ranging from differentiated to undifferentiated carcinoma. Every 
effort was made to maintain uniform histologic criteria. Because the authors included 
what many call severe dysplasia in their numbers for CIS, their histologic criteria for CIS 
were similar to those described by Richart 3 for cervical intra epithelial neoplasia grade 
3 (CIN 3). Patients with microinvasive carcinoma (FICO 1976 stage la) and occult inva
sive carcinoma (stage lb occ) were excluded from this study. 
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Figure 2. Follow-up details to invasion of 23 women among 131 group 2 patients with good follow-up, who 
developed invasive carcinoma; 15 cervix and eight vaginal vault. 
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The Cox regression model' was used to analyze the data. The intervals from diagnosis 
to invasion in the two groups were compared, and agraphicrepresentation was produced 
based on the Kaplan and Meier' estimates of survival (Figure 4). The incidence of inva
sion was analyzed using the method of Mantel and Haenszel •. 

Results 
The ages of patients at the time of initial diagnosis ranged from 17 to 77 years (median 37). 
The descriptive data of the two groups are summarized in Table 3. Of note are the differ
ences in proportion of noncaucasian and median age at diagnosis. These variables, as 
well as parity, were included in a Cox regression analysis of the data to counter any ef
fect these differences might have. 
The figures in Table 2 reflect follow-up to review date June 1983 ( and include earlier death 
from intercurrent disease) or to invasion. This table does not include follow-up informa
tion after the development of invasion, explaining the shorter follow-up time in group 
2 patients. One patient ( case 49, Figure 3) progressed from initial diagnosis of CIS to in
vasion and subsequently died within three years, and so did not complete the minimum 
five years allowed for follow-up. 
The 817 patients in group 1 remained clinically and cytologically normal for the first four 
years after the initial biopsy, irrespective of whether or not there was evidence of com
plete excision of CIS. They were managed as outlined in Table 4. The principal manage
ment was by cone biopsy in 579 patients, amputation of the cervix in six, total 
hysterectomy in 217, outpatient punch biopsy alone in six, wedge biopsy preceded by out
patient punch biopsy in four, and wedge biopsy alone in five. In the 579 cone biopsy cases, 
excision was histologically incomplete in 139 (24%). Excision was also histologically in
complete in the 15 cases of punch or wedge biopsy, but was complete in the six cases in 
which the cervix was amputated. Two of the 217 total hysterectomy specimens showed 
CIS at the vaginal cuff excision margins . 
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Figure 3. Follow-up details to invasion of six women among 131 group 2 patients with incomplete follow-up 
who developed invasive carcinoma; five cervix and one vaginal vault after hysterectomy. 

In this first group of 817 patients with normal follow-up cytology, 799 (97.8%) showed no 
cytologic or clinical evidence of recurrence of CIS or the development of invasive carci
noma whenfol\owedfromfiveto28years. Of theremaining18women, 12(1.5%) deve
loped invasive carcinoma four to 19 (median nine) years later - of the cervix in ten, and 
of the vaginal vault in two (Table 5). Carcinoma in situ recurred in six (0.8%) patients four 
to 11 (median 6.5) years after the initial cervical biopsy. Of the 12 group 1 patients who 
developed invasive carcinoma, nine followed cone biopsy, two followed hysterectomy 
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after previous cone biopsy, and one followed punch biopsy alone (1able4). In 11 of these 
12 cases that were initially diagnosed as CIS by cone biopsy, excision of the lesion was 
complete in five and incomplete in six. Hysterectomy was performed in two of these cases 
with incomplete excision, CIS being present in the cervix of one and at the vaginal cuff 
margin in the other. Clinical and cytology follow-up was excellent in seven of the 12 pa
tients and incomplete in five (Figure 1, cases 1, 6, 8, 10, and 12). 

Two of the women who developed invasion (cases 2 and 6), did so without any preced
ing abnormal cytology, and four of the remaining women ( cases 3, 4, 9, and 11) did so 
within only five months of the reappearance of abnormal cytology. The clinical stage 
at diagnosis (FIGO 1976) of the 12 patients who developed invasive carcinoma is shown 
in Table 5. To date, four of these group 1 patients have died from invasive carcinoma of 
the cervix. 

In the authors' view, the subsequent development of invasive carcinoma in the cervix or 
vaginal vault in the 12 group 1 patients probably represents the development of new car
cinoma because they had lengthy periods of normal follow-up cytology after initial 
management. 

The 131 patients in group 2 continued to produce abnormal cytology consistent with cer
vical neoplasia irrespective of the initial management or the histologic completeness of 
excision of the lesion. The principal management in this group was by cone biopsy in 88, 
total hysterectomy in 33, outpatient punch biopsy alone in five, wedge biopsy preceded 
by outpatient punch biopsy in three, and wedge biopsy alone in two (Table 4). Excision 
margins were histologically incomplete in 65 (74%) of the 88 cone biopsies and in all ten 
outpatient punch and wedge biopsies. Carcinoma in situ was present at the vaginal cuff 
excision margins in two of the total hysterectomy specimens. 
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Figure 4. Probability of remaining invasion-free for group 1 and 2 patients at increasing intervals from 
diagnosis of CIS. 

A final diagnosis in this group was established by further biopsy in all patients, except 
four, at least one year (range one to 19, median six years) after the initial biopsy diagno
sis of CIS, by cone biopsy in 78, hysterectomy in 29, orother biopsy in20 patients. (Table 6). 

Twenty-nine women developed invasive carcinoma; in 90CIS persisted, in five dyspla
sia was evident, and in three no abnormality was found on the final biopsy. Four patients 
became clinically andcytologically normal after periods of continuing abnormal cytology 
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up to five years after the initial histologic diagnosis, and were not biopsied again. In the 
29 women who developed invasive carcinoma ( cervix, 20 and vaginal vault, nine), 14 fol
lowed initial treatment by cone biopsy, six total hysterectomy, and nine followed manage
ment by punch or wedge biopsy (Table 4). Twenty-three of the patients (Figure 2) who 
developed invasive carcinoma had excellent clinical and cytologic follow-up. In the re
maining six patients (Figure 3), follow-up was incomplete. 

Table 3 
Summary of Descriptive Data of the Two Groups 

Number of patients 
Observed invasion 
'Expected' invasion* 
Proportion noncaucasian 
Median parity 
Median age at diagnosis 

Grou 1 

817 
12 

3.81 
10% 

3 
36 

Group2 
131 
29 

0.47 
15% 

3 
40 

* Expected invasion - calculated by subject-years method from 1975 New Zealand 
Cancer Registration Statistics. 
The presence of continuing abnormal cytology after the initial diagnosis of CIS in the 
29 group 2 women who later developed invasive carcinoma, strongly suggests the 
progression of CIS to invasion rather than the development of a new carcinoma as in 
group 1 patients. 
The clinical stage (FICO 1976) at diagnosis of the 29 group 2 patients who developed in
vasive carcinoma is shown in Table 5. At review date, eight of these group 2 patients had 
died from invasive carcinoma, four of cervix and four of vaginal vault. 
Multiple lower genital tract malignant disease (multifocal disease is noted in 17 (1.8%) 
patients, and involved the cervix and vagina in 11 (two group 1 and nine group 2), and 
the cervix and vulva in six (all six group 1). 

Table4 
Detailed Patient Management 

Groupl 

No. of 
Management patients 

Development 
invasion 

Cone biopsy and 
amputation cervix 

Punch and/or wedge, 
later cone biopsy 131 

Cone biopsy 448 
Amputation cervix 6 

Total hysterectomy 
Punch and/or wedge biopsy, 

later TH 34 
Cone later TH 156 
Primary TH 27 

Other 
Outpatient punch biopsy 

6 
Wedge biopsy only 5 

Total 817 

TH = total hysterectomy. 

2 
7 

2 

1 

12 

Group2 

No. of Development 
patients invasion 

53 4 
35 10 

4 
29 6 

5 5 
2 2 

131 29 
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Twelve of the 817 (1.5%) group 1 patients and 29 of the 131 (22.1 % ) group 2 patients de
veloped invasive carcinoma. These figures give a crude relative risk of 15.1. The groups 
had differing periods of exposure to risk. There was a total of 135,461 woman-months of 
risk in group 1, and 17,424 woman-months of risk in group 2. These figures indicate in
cidence rates of0.89 and 16.64 per 10,000woman-months, respectively, which gives a rela
tive risk of 18.78. Combining age-specific odds ratios by the Mantel-Haenszel method 
yielded a relative risk of 18.54 with a 95% confidence interval of 9.68 to 35.48. (The Mantel
Haenszel statistic was 77.65, P <.0001.) This figures agrees with the figure of 18.78 found 
above. 
The above methods take no account of the effects of possible confounding covariates such 
as race, parity, and and age at diagnosis of CIS on the level of risk, nor do they make full 
use of the lengths of the intervals from diagnosis to invasion or last follow-up. A Cox 
regression analysis was used to assess the relative contribution of the covariates to 
changes in level of risk of incidence of invasive carcinoma. Age at diagnosis of CIS was 
found to be significantly correlated with risk (P <.0001), whereas race and parity were 
not (P >. 1). The contribution attributable to group membership was also significant 
(P < .0001), and the relative risk for group 1 compared with group 2, allowing for differ
ing ages at diagnosis in the groups, was 24.8 with a 95% confidence interval of 11.76 to 
52.14, while a ten-year increase in age at diagnosis in either group had an associated rela
tive risk of 2.5 (1.934, 3.344). 

The percentage probability of the occurrence of invasive carcinoma with increasing time 
is shown for each group in Figure 4, which displays the probability of remaining invasion
free for group 1 and 2 patients at increasing intervals from initial management (Kaplan
Meier estimates). 5 

Table 5 
Clinical Staging at Invasion 

Stage Vaginal 
lb (occ) lb Ila Ilb IIlb vault Total 

Groupl 2 4 2 2 2 12 
Grou£2 14 2 2 1 1 9 29 

Discussion 
To study the natural history of intraepithelial neoplasia a representative biopsy speci
men is required for initial diagnostic purposes, whereas at the same time leaving the re
mainder of the lesion undisturbed for long-term follow-up. Small biopsies and possibly 
physiologic trauma can result in eradication of CIS of the cervix. 7 Inadequate or misdirect
ed initial biopsies may, on the other hand, miss areas of significant abnormality such as 
invasive carcinoma. Accepting these limitations, any examination of the natural histo
ry of CIS of the cervix must depend on a representative, though incomplete, biopsy speci
men on which to base the initial diagnosis. Thereafter, meticulous long-term follow-up 
of all patients using techniques such as clinical examination, cytology, and colposcopy, 
and if indicated, biopsy is required. A final diagnosis can then be established after a fur
ther representative biopsy. 
The almost universal acceptance of the malignant potential of this lesion has made 
prospective investigation into the natural progression of CIS ethically impossible. Earlier 
studies can be criticized on the grounds of the initial histologic diagnosis and the inade
quacy and length of follow-up. The present investigation is of women with CIS of the cer
vix observed in a single institution where, on the basis of follow-up cytology alone, two 
separate patient groups are available for study - a first and much larger group (817 pa
tients) with normal follow-up cytology and a second smaller group (131 patients) with 
continuing abnormal cytology at follow-up. 
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Table 6 
Outcome in Group 2 Patients 

Invasive carcinoma cervix and vault 
CIS 
Dysplasia 
No abnormality in biopsy specimen 
Resolved - no biopsy 

Total 

CIS = carcinoma in situ. 

APPENDIX? 

29 
90 
90 
3 
4 

131 

A feature of this study is that none of the 617 patients observed in the first 17 years, and 
only 29 of the 331 in the last five years, have been lost to follow-up. 

In the present study, 41 of the 948 (4.3%) women with CIS of the ce::vix developed inva
sive carcinoma of the cervix when followed from five to 28 years. On examination of this 
material, it becomes apparent that patients cluster into two groups. Detailed enquiry 
showed some overlap between the two groups, but for practical purposes there are clear 
differences. 

Only 12 (1.5%) of the 817 women with normal cytology follow-up after initial diagnosis 
and treatment subsequently developed invasive carcinoma. This is comparable with the 
1.1 % incidence ofinvasion that developed between three and nine years in the 986 cases 
treated during the years 1960 to 1970 and reported by Kolstad and Klem. 8 Recurrence of 
CIS in only six (0.7%) of the 817 group 1 patients was significantly less than the 2.1 % 
reported by Kolstad and Klem and is probably related to the authors' classification of 
patients into two separate groups. 

Burchardt and Holzer 9 state that adequately treated CIS is a totally curable lesion. They 
report no recurrences in 634 cases treated by conization with complete removal of the le
sion. However, the re occurrence of CIS and the development of invasive carcinoma in 
adequately treated cases is reported by other authors.•· 10 This latter conclusion is 
strongly supported by evidence in the present study in which five of the 12 patients who 
had normal cytology after initial management (group 1) later developed invasive carci
noma despite complete removal of the original lesion. However, contrary to what would 
be expected, of the 139 group 1 patients with incomplete excision of the original lesion, 
only five (3.5%) later developed invasive carcinoma. Thus, whether or not the lesion is 
completely excised does not appear to influence the possibility of invasion occurring sub
sequently. 

Because the group 1 patients had normal cytology after initial management, they might 
be expected to display a similar incidence of invasive carcinoma to that found in the gener
al population. In the present study, the crude incidence of invasive carcinoma was 12 in 
817, or 1469 per 100,000. In New Zealand in 1975, the age-standardized incidence for wom
en aged 20 to 75 years, as measured by new invasive carcinoma of the cervix registrations 
each year, was 18.5 per 100,000. Standardizing the data from the present study to this 
population yields a figure of 58.2 per 100,000 per year for group 1, and 1141 per 100,000 
per year for group 2. 

These rates have been adjusted for the changing age structure of the population with time 
using the subject-years method. 11 Thus, patients with normal follow-up cytology after 
treatment of CIS of the cervix are 3.2 times more likely to develop invasive cervical or vagi
nal vault carcinoma compared with those women who have never had CIS of the cervix. 
It is important to note in this study that regular clinical and cytology follow-up of the ap
parently successfully treated CIS patients did not prevent invasive carcinoma develop
ment. In the majority of these women, the carcinoma arose either de novo or within a 
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few months of the first new cytology abnormality, indicating that invasion had not 
progressed through the expected lengthy premalignant phase. In these cases, it appears 
that the original lesion was cured by the initial treatment, but that new invasive carcino
ma developed in a common field without the expected lengthy premalignant phase. 

In the second group of patients with continuing abnormal cytology follow-up after ini
tial diagnosis ( and hence, evidence of continuing neoplasia), invasive carcinoma deve
loped in 29 of 131 (22%) patients followed from five to 19 years. These women with 
continuing abnormal cytology are 24.8 times more likely to develop invasive carcinoma 
than women of the same age who have normal cytology after diagnosis. In the study of 
Petersen, 12 34 of 127 (26.8%) untreated patients developed invasive carcinoma when fol
lowed from five months to nine years. Koss and colleagues 7 followed 67 patients for three 
years and found that four patients (5.9%) progressed to invasion. 

However, the reported results of Petersen 12 and Koss et al' have not been adjusted for the 
differing periods of exposure in the populations studied, and thus are difficult to in
terpret. 

Only some patients with CIS of the cervix will develop invasive carcinoma in their life
time.'· 8 · 

10
• 

12 At the completion of the present study, CIS had disappeared in only 5% 
(seven of 131) of group 2 women. Regression of CIS should therefore be regarded as a very 
uncommon event, a point earlier made by Koss et al. 7 This contrasts markedly with the 
study of Petersen, 12 in which stationary epithelial abnormalities had disappeared in all 
patients in the course of 15 years. On the other hand, the authors' results clearly indicate 
that CIS persisted for varying periods up to 19 years in 90 of the 131 group 2 women, with 
invasion developing in 29 of them. 

Only 25 women were managed by a small incomplete diagnostic biopsy and observation 
alone, but they deserve special comment. Although the biopsy was intended not to 
eliminate the lesion, it is noted (Table 4) that 15 of the 25 cases (60%) had normal cytolo
gy after the biopsy (group 1), and in only one of these 15 cases did invasion occur - some 
four years later. (Thus, any claim for successful treatment after limited diagnostic 
biopsy, eg, colposcope-directed punch biopsy, must be considered in this light). 

On the other hand, eight of the ten (80%) women with continuing abnormalcytology after 
limited biopsy (group 2) developed invasive carcinoma over the next one to eight years 
( median four years). 

The importance of continuing to observe patients for a long period has been stressed 
repeatedly, '· 8

· 1° and is apparent when the findings of the present study are compared 
with an earlier report from this hospital in which it was stated that only one patient in 
576 (0.2%) developed invasive disease. 13 

The marked differences in the histologic completeness of excision between the group 1 
and 2 patients is partly explained by the conservative management of group 2 patients 
in whom complete excision was not considered a necessity. 

Any prospective investigation into the invasive potential of CIS must establish, with as 
much certainty as possible, that invasive disease is not present at the outset, without, 
howeve1~ removing all potentially affected tissue for histologic examination and there
by destroying the tissue required for later study. 14 In addition to ensuring that invasion 
was not present at the outset by thorough clinical, colposcopic, and llistologic examina
tion of the cervix and upper vagina, the authors have also excluded eight patients found 
to have invasion within the ~irst year after an initial biopsy that had shown only CIS. In 
a recent study, 53 of 66 (80%) women who developed invasive disease after ablative treat
ment for cervical intra epithelial neoplasia did so within one year. 15 

From the data included in the present study, it is possible, from the nature of her cytol
ogy follow-up, to estimate the relative likelihood of a woman with CIS to develop invasive 
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carcinoma. In the group 1 patients, 12of817 (1.5%) developed invasion, whereas in group 
2 patients, 29 of 131 (22%) developed invasion. Statistical examination of the authors' 
material, using the Cox regression model, indicates there is a markedly increased chance 
(24.8-fold) of a woman developing invasion if she continues to produce abnormal cytol
ogy. These differences were found to be strongly significant (P <.0001). 

Of the authors' patients with CIS of the cervix, 17 (1.8%) had at some time evidence of 
malignant disease elsewhere in the lower genital tract. This emphasizes that pre malig
nant or malignant changes in any part of the lower genital tract can be associated with 
neoplastic change at any time in another part of this field. 

At review date, 12 women who presented with CIS of the cervix had died from invasive 
carcinoma, four of 817 (0.5%) in group 1 and eightof 131 (6%) in group 2. Itis, therefore, 
impossible to escape the conclusion that patients with continuing abnormal cytology 
after initial management of CIS of the cervix run an unacceptably high risk of develop
ing invasive carcinoma compared with women with continuing normal cytology. It is ap
parent from Figure 4 that women with cytologic evidence of continuing neoplasia after 
an initial diagnosis of CIS of the cervix have an 18% chance of developing invasive carci
noma of the cervix or vaginal vault at ten years, and a 36% chance at 20 years. 

The present study clearly demonstrates that CIS of the cervix had a significant invasive 
potential. 
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CARCINOMA IN SITU OF THE VULVA: A REVIEW OF 31 
TREATED AND FIVE UNTREATED CASES 

RONALD W JONES, MD, AND MALCOLM R McLEAN, MD 

Thirty six patients with carcinoma in situ of the vulva have been followed from two to 
23 years. Among 31 patients managed by surgical excision, there were four recurrences 
of vulvar carcinoma in situ and one patient developed a vulvar carcinoma 17 years later. 
Four middle-aged and elderly women managed only by biopsy all progressed to inva
sive vulvar carcinoma in two to eight years; one additional patient progressed to inva
sion after inadequate primary treatment. These last five cases all represented multifocal 
lower genital tract neoplasia. Untreated vulvar carcinoma in situ, when seen as part of 
a multifocal lower genital tract neoplastic process, in middle and later life is likely to 
progress to invasion. (Obstet Gynecol 68:499, 1986) 

Carcinoma in situ of the vulva was once regarded as an uncommon condition, but recent 
reports indicate that the prevalence is increasing. 1. 

2 Previously considered a disease of 
middle and late life, the recent rise in frequency has been made up largely of younger 
women'·' and this trend coincides with an increase in certain genital infections, espe
cially those with human papilloma virus and herpes simplex virus type 2. 4 

There is conflicting evidence regarding the invasive potential of vulvar carcinoma in 
situ'· 6 although most reports indicate that progression to invasion is a very uncommon 
event. 7 Lavery 8 has stated recently that the natural history of vulvar carcinoma in situ 
is unknown, presumably because so few reported cases have been managed by limited 
biopsy and observation alone. 

In this study the long-term follow-up of 36 women with carcinoma in situ of the vulva 
is presented, including four patients managed by biopsy and observation alone and a 
fifth patient in whom the lesion was incompletely excised after a lengthy period of ob
servation. This conservative approach was an extension of a study of the conservative 
management of carcinoma in situ of the cervix. 9 Of the remaining cases, 30 were treated 
by surgical excision and one by local irradiation. 

Materials and Methods 

The clinical records of the 36women diagnosed histologically as having carcinoma in situ 
of the vulva between 1962 and 1983 were reviewed and followed at the National Wom
en's Hospital, Auckland, New Zealand. 

Diagnosis was based on the criteria of the International Society for the Study of Vulva 
Disease. 10 Evidence of full thickness change to a neoplastic cell population that shows 
anaplasia, pleomorphism, abnormal mitoses, dyskeratosis, pilosebaceous involvement, 
and degrees of surface maturation including hyperkeratosis and parakeratosis prompted 
diagnosis. Less commonly, full thickness change may not be present but rete ridges show 
epithelial pearls at their tips. Cases ofBowenoid papulosis and Bowenoid dysplasia were 
excluded because these lesions are considered to have clinical, histologic and biologic 
differences from those of carcinoma in situ. 1

1.
12 Cases of Paget disease of the vulva also 

were excluded. The initial diagnosis was made on excised specimens or multiple biopsies. 

Koilocytotic atypia was observed in most cases at or near the surface in the lesion or at 
its edges and was regarded as histologic evidence of human papilloma virus infection. 

258 



APPENDIX8 

This atypia was defined according to the criteria of Casas-Cordero et al 13 and Reid et al, 14 

namely large cells with contracted irregular hyperchromatic nuclei surrounded by clear 
and transparent cytoplasm together with multinucleated cells and dyskeratosis. 

Histologic specimens after formalin fixation were processed in the usual manner and at 
least three step serial sections were cut from each block and stained with hematoxylin 
and eosin. The reviewed material ranged from two blocks in a single vulvar biopsy to up 
to 40 in some cases of multifocal lower genital tract neoplasms. Sections were recut where 
necessary. 

Table 1 
Management and Outcome of 36 Women With Vulvar Carcinoma In Situ 

Initial management 

Local excision 
Simple vulvectomy 
Irradiation 
Biopsy and observation only 
Delayed primary excision 

Total 

CIS = carcinoma in situ. 

N 

26 
4 
I 

f} 
36 

Outcome 

Recurrence ClS 
Vulvar carcinoma* 

Progression to 
vulvar carcinoma 

* New carcinoma arising in susceptible field and not progression. 

N 

4 
1 

5 

All cases were followed to death or the conclusion of the study in June 1985 with the ex
ception of one patient who was lost to follow-up. Follow-up duration ranged from two 
to 23 years. 

Management was determined by the clinician responsible for the case. Initial treatment 
in 26 was by local excision, in four simple vulvectomy, and in one local irradiation. Five 
cases were treated conservatively, four being managed by biopsy and observation alone, 
while a fifth case was managed by biopsy and observation for four years before having 
a simple vulvectomy with incomplete excision of the carcinoma in situ (Table 1). 

Results 

The ages of patients at the time of initial diagnosis ranged from 24 to 88 years (median 
52). Before 1976, all of the women presenting with vulvar carcinoma in situ were over 40 
years of age but since then, nine of the 20 (45%) additional patients have been younger 
than this. Twenty four cases were diagnosed in the years 1962 to 1980 and 12cases in the 
three-year period 1981 to 1983. There were 32 Europeans and three Maoris. Four patients 
had previously been treated for genital tract condylomas and two patients had had genital 
herpes simplex. Eight cases (22%) were asymptomatic, the lesion being detected as part 
of a routine gynecologic examination or follow-up of other lower genital tract malignancy. 
In three cases the lesion was principally in the perianal region. One patient had drug
induced immunosuppression for treatment of an autoimmune disorder. 

Nineteen of the36 (52%) cases had at some time an associated lower genital tract malig
nancy. Yul var carcinoma in situ was associated with carcinoma in situ of the cervix in 12 
cases, carcinoma of the cervix in four cases, carcinoma in situ of the cervix and the vagi
na in one case, carcinoma of the vagina and carcinoma in situ of the cervix in one case, 
and with carcinoma of the vagina in one case. None of these lesions were contiguous with 
the exception of one patient in whom carcinoma in situ extended from the cervix along 
the entire vagina to the vulva. In all cases, the development of in situ or invasive disease 
elsewhere in the genital tract preceded or was synchronous with the diagnosis of the 
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vulvar carcinoma in situ. The site and type of associated lower genital tract neoplasia and 
the time of development of this associated neoplastic process in relation to the develop
ment of the vulvar carcinoma in situ is shown in Figure 1. 

Extragenital tract malignancy (pancreas one, kidney one) developed in two cases some 
years after the diagnosis of vulvar carcinoma in situ. Excision margins were clear in all 
cases treated by simple vulvectomy and 24 of the 26 cases treated by local excision. 

Koilocytotic atypia was observed in 25 of the 36 (70%) initial vulvar specimens, includ
ing 18 of the 19 (95%) cases with multiple lower genital tract neoplasia. It also was present 
when further biopsy specimens were taken in these cases. Koilocytotic atypia has been 
found with increasing frequency in recent years, being noted in 14 of 23 (60%) cases in 
the first 20 years and 11 of 12 (92%) cases in the last two years of the study. 

Early in the study one elderly woman with contiguous carcinoma in situ extending from 
the cervix to the vulva was treated with local irradiation but died of intercurrent disease 
a year later. Topical 5-fluorouracil (5-FU) cream was used to patient tolerance in three cases 
but in none was there any improvement and surgical excision became necessary. Of the 
26 cases managed initially by local excision of the macroscopically affected skin, there 
were fourrecurrences of vulvar carcinoma in situ. In two of these, excision margins had 
been involved. One of these cases subsequently underwent simple vulvectomy but in 
spite of this has developed two further recurrences requiring local excision. In none of 
the cases treated initially by local excision did invasive vulvar carcinoma subsequently 
occur. 
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Figure 1. The site, type, and time of development of the 19 cases of associated lower genital tract neoplasia in 
relation to the development of vulvar carcinoma in situ (CIS). 

Four women were initially treated with simple vulvectomy. One of these patients had a 
further vulvar biopsy 12 years later, which showed an epithelial dystrophy without 
atypia. Five years after this she developed an early invasivevulvarcarcinoma. Thus, in
vasive vulvar disease occurred in only one of the 31 treated cases (3%). 

Spontaneous regression was not observed in any patients in this study. 

Four patients were managed by biopsy and observation alone, and all four progressed 
to invasive vulvar carcinoma over the next two to eight years. One additional patient was 
managed by biopsy and observation for four years before undergoing simple vulvecto
my with incomplete excision of the carcinoma in situ; 11 months late1~ invasive carcinoma 
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developed at the external urethral meatus. These five cases, which progressed to inva
sive carcinoma all represented multifocal lower genital tract malignancy and all exhibit
ed histologic evidence of koilocytotic atypia. 

Casel 

This 43-year-old woman had a total abdominal hysterectomy for carcinoma in situ of the 
cervix in 1960. The lesion was completely excised. Normal vaginal vault cytology was 
recorded for five years, at which time she developed abnormal vaginal vault cytology and 
biopsy evidence of dysplasia. This was not treated and she continued to have positive 
vaginal vault cytology until 1970, when a further vault biopsy showed evidence of carci
noma in situ. The next year, a quite separate area of abnormal skin was noted on the 
posterior vulva and a representative biopsy confirmed vulvar carcinoma in situ. The 
separate vulvar and vaginal abnormalities persisted until 1977 when she was treated with 
a vulvovaginectomy. Histology showed vulvar carcinoma in situ with several foci of 
microinvasion. She continued to have positive cytology from unexcised abnormal skin 
at the external urethral meatus and biopsy in 1981 confirmed a carcinoma from which she 
subsequently died. 

Case2 

This 45-year-old woman presented in 1967 with an invasive carcinoma in the vaginal for
nix and associated carcinoma in situ of the cervix. Treatment was by local irradiation. She 
continued to have negative clinical and cytology follow-up until 1972 when a represen
tative biopsy of a granular area on the labium minora showed carcinoma in situ. The vul
var lesion persisted and a further biopsy a year later again confirmed carcinoma in situ. 
At the same time, vaginal vault curettings showed evidence of vaginal vault carcinoma 
in situ. The vulvar lesion persisted, and a biopsy in 1974 showed invasive vulvar carci
noma from which the patient died in 1976. 

Case3 

This 63-year-old patient was treated with irradiation and Wertheim hysterectomy in 1960 
for stage la carcinoma of the cervix. She had negative clinical and cytologic follow-up until 
1963 when a vaginal vault biopsy taken as a result of positive cytology showed a "dysplas
tic" epithelium. The abnormal vaginal vault cytology persisted. She complained of vulvar 
pruritus from 1965 and vulvar biopsy specimens in 1970 and 1972 showed carcinoma in 
situ. Invasive vulvar carcinoma was demonstrated histologically in 1975 and a radical vul
vectomy performed. In 1977 she developed invasive carcinoma at the external urethral 
meatus from which she died. 

Case4 

This 58-year-old patient presented in 1972 with a stage 3b carcinoma of the cervix and car
cinoma in situ of the vulva. She received local irradiation for the cervical carcinoma but 
no treatment for the vulvar carcinoma in situ. In 1975 she developed an invasive carci
noma of the vulva, which was treated by vulvectomy. She died of an intercurrent illness 
in 1983, there being no evidence of recurrent neoplastic disease. 

Cases 

This 64-year-old woman presented in 1974 with a ten-year history of intermittent post
menopausal bleeding. Extensive vaginal carcinoma was found and treated with local ir
radiation. At the same time a noncontiguous vulvar lesion was biopsied, which showed 
vulvar carcinoma in situ. The vulvar lesion was not treated and persisted during follow
up. A further biopsy in 1979 showed carcinoma in situ with microinvasion, and a simple 
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vulvectomy was performed. Microinvasive tumour foci were present at the excision mar
gin. Less than a year later, an invasive carcinoma was noted at the external urethral mea
tus. She died after anterior exenteration. 

Discussion 

This series has shown a strong correlation between vulvar carcinoma in situ and other 
lower genital tract malignancy, a striking association with human papilloma virus infec
tion, and a recent increase in the frequency of the condition in younger women. In ad
dition, it provides evidence that the untreated lesion in women of middle and later life 
has a significant invasive potential. 

The observed association of vulvar carcinoma in situ with other lower genital tract malig
nancies is very much higher (52%) than the approximate 25% in most previous reports. 2 · 
15 This may partly reflect a thorough follow-up system, which is possible in an insular 
oncology unit. However, a similarly close association has been noted in young women 
by Benedet.' 

Twenty-three percent of the patients studied herein were asymptomatic, a proportion 
similar to that reported by others. n 

Thirty years ago, Lewis 6 stated that all true cases of Bowen disease left untreated 
progressed eventually to invasion, although it is difficult to establish the basis for his 
claim. Recent studies report the rate of progression to be between 2 and 4%. 2

· 
15 

However, these contrasting statements have quite different bases. Whereas Lewis im
plied a strict "no treatment" approach, allowing the natural history to be expressed, more 
recent authors comment on the final outcome after treatment. To study the natural his
tory of intraepithelial neoplasia, a representative biopsy is required for initial diagnos
tic purposes, while at the same time leaving the remainder of the lesion undisturbed for 
long-term follow-up. The authors are unaware of previous reports of patients without 
other modifying factors such as immunosuppression managed in this way. Friedrich 15 

described a severelyimmunosuppressed21-year-old woman who progressed without 
treatment to invasion in one year, and Ostor 16 described an 81-year-old woman who 
progressed to invasion in four years after systemic Bleomycin (itself an immunosuppres
sant). All otherreported instances of progression of vulvar carcinoma in situ to invasion 
appear to have occurred despite local treatment. n, It is apparent in some cases that the 
original lesion was incompletely excised, 20 while in others a "new" carcinoma developed 
either in the previously treated region or in part of the common field derived from the 
cloaca, which includes the external urethral meatus and perianal skin. 

Crum 22 has reported the development of lower genital tract carcinoma in five women 
previously treated forvulvar carcinoma in situ. However, in three of these cases develop
ing vulvar carcinoma alone, the invasion occurred within one year of the diagnosis of vu I
var carcinoma in situ, raising the possibility of "missed invasion" at the original biopsy. 
Invasion developing within one year of the diagnosis of carcinoma in situ possibly 
represents a "missed invasion" rather than progression. This view is supported by 
Caglar'' who reported the presence of invasion as an incidental finding in three cases 
where vulvar biopsy had demonstratedonlycarcinoma in situ. The criticism that there 
may have been a "missed invasion" at the original biopsy can best be avoided by ensur
ing that an adequate representative biopsy (ideally with col poscopic assessment) be per
formed, that the biopsy be step serial sectioned, and that at least one year should elapse 
between the initial biopsy and the first appearance of invasive disease. 

Recurrence of vulvar carcinoma in situ occurred in four of the 31 treated cases. One was 
similar to that reported by Caglar' 1 in which there were multiple recurrences of vu! var 
carcinoma in situ despite complete excision including simple vulvectomy. Vulvar carci
noma developed in one of the current treated cases (3%) in dystrophic skin 17 years 
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after a simple vulvectomy for carcinoma in situ. The authors do not believe that this 
represents "progression" of carcinoma in situ and should be regarded as a new carcino
ma arising in a field at risk. The 2 to 4% incidence of progression in treated cases report
ed by other authors 2

· 
15 are possibly ,ither examples of the development of a new 

carcinoma in a field at risk or missed invasion rather than true progression. 

In this series, four of the five cases of vu Ivar carcinoma in situ progressing to invasion had 
received pelvic irradiation for cervical or vaginal carcinoma in the three to 15 years be
fore the development of vulvar carcinoma. In the fifth case, progression to invasion oc
curred in the absence of irradiation. Preceding irradiation is also reported in three other 
cases of progression to invasive carcinoma. 2 · 1

7 The common factor appears to be mul
tifocallower genital tract neoplasia irradiation having been used in the majority of cases. 
Evidence for the role of irradiation as a specific factor influencing progression to invasion 
therefore remains uncertain. 

In the present study, those women with evidence ofkoilocytotic atypia were significantly 
younger than those women without it. In addition, koilocytotic atypia was noted in all 
but one of the 19 women (including the five who progressed to invasion) in whom vul
var carcinoma in situ was part of a multifocal lower genital tract neoplasia. There is in
creasing evidence to suggest a role for human papilloma virus infection in lower genital 
tract carcinogenesis, but at present it is not possible to prove an etiologic relationship. 
Crum" has identified a group of younger women with carcinoma in situ of the vulva and 
evidence of human papilloma virus infection who have a low risk of progression to cancer 
and an older group with a variable history of condyloma and a higher risk of develop
ing anogenital carcinoma. The role of herpes simplex virus is not yet clear. Herpes sim
plex virus type 2 antigens have been demonstrated by Kaufman 24 in nine of ten women 
with vulvar carcinoma in situ. The clinical and pathological similarity between in
traepithelial neoplasia of the cervix and vulva and the demonstration of herpes simplex 
virus type 2 antigens and papilloma virus antigen suggests both are oncogenic factors 
possibly acting in a synergestic fashion. If venereal factors are involved in the pathogen
esis of vulvar carcinoma in situ, it is surprising that there has been no reported signifi
cant increase in penile carcinoma in situ. 

In the authors' view, all women with vulvar carcinoma in situ in middle and later life 
should be treated with conservative local excision, particularly if there is other evidence 
of preceding or concurrent lower genital tract neoplasia. Although a small proportion 
of recurrences will occur, mutilating vulvectomy is avoided. It also provides tissue that 
allows carcinoma to be excluded. There is only a limited case for the use of 5-FU cream 
on the vulva. Laser therapy should perhaps be restricted to younger women with mul
tiple vulvar lesions in whom the likelihood of progression to invasion is very small. Life
long follow-up of the entire genital tract is mandatory. 
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DECLARATION OF HELSINKI 

10th World Medical Assembly 1964 
Revised 35th World Medical Assembly, Venice 1983 

HUMAN EXPERIMENTATION 

In 1964, the World Medical Association drew up a code of ethics on human experimen
tation. This code, known as the Declaration of Helsinki, as amended by the 29th World 
Medical Assembly, Helsinki, Finland, in 1975, and by the 35th World Medical Assem
bly, Venice, Italy, in 1983, reads: 

It is the mission of the medical doctor to safeguard the health of the people. His or her 
knowledge and conscience are dedicated to the fulfilment of this mission. 

The Declaration of Geneva of the World Medical Association binds the physician with 
the words, "The health of my patient will be my first consideration", and the International 
Code of Medical Ethics declares that "A physician shall act only in the patient's interest 
when providing medical care which might have the effect of weakening the physical and 
mental condition of the patient". 

The purpose of biomedical research involving human subjects must be to improve di
agnostic, therapeutic and prophylactic procedures and the understanding of the aetiol
ogy and pathogenesis of disease. 

In current medical practice most diagnostic, therapeutic or prophylactic procedures in
volve hazards. This applies especially to biomedical research. 

Medical progress is based on research which ultimately must rest in part on experimen
tation involving human subjects. 

In the field of biomedical research, a fundamental distinction must be recognised be
tween medical research in which the aim is essentially diagnostic or therapeutic for a pa
tient, and medical research, the essential object of which is purely scientific and without 
implying direct diagnostic or therapeutic value to the person subjected to the research. 

Special caution must be exercised in the conductofresearch which may affect the environ
ment, and the welfare of animals used for research must be respected. 

Because it is essential thattheresults oflaboratory experiments be applied to human be
ings to further scientific knowledge and to help suffering humanity, The World Medi
cal Association has prepared the following recommendations as a guide to every 
physician in biomedical research involving human subjects. 

They should be kept under review in the future. It must be stressed that the standards 
as drafted are only a guide to physicians all over the world. Physicians are not relieved 
from criminal, civil and ethical responsibilities under the laws of their own countries. 

I. Basic Principles 

1. Biomedical research involving human subjects must conform to generally accept
ed scientific principles and should be based on adequately performed laboratory 
and animal experimentation and on a thorough knowledge of the scientific 
literature. 

2. The design and performance of each experimental procedure involving human 
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subjects should be clearly formulated in an experimental protocol which should be 
transmitted to a specially appointed independent committee for consideration, 
comment and guidance. 

3. Biomedical research involving human subjects should be conducted only by scien
tifically qualified persons and under the supervision of a clinically competent med
ical person. The responsibility for the human subject must always rest with the 
medically qualified person and never rest on the subject of the research, even though 
the subject has given his or her consent. 

4. Biomedical research involving human subjects cannot legitimately be carried out 
unless the importance of the objectives is in proportion to the inherent risk to the 
subject. 

5. Every biomedical research project involving human subjects should be preceded 
by careful assessment of predictable risks in comparison with foreseeable benefits 
to the subject or to others. Concern for the interests of the subject must always pre
vail over the interests of science and society. 

6. The right of the research subject to safeguard his or her integrity must always be 
respected. Every precaution should be taken to respect the privacy of the subject 
and tominimisetheimpactof the study on the subject's physical and mental integri
ty and on the personality of the subject. 

7. Physicians should abstain from engaging in research projects involving human sub
jects unless they are satisfied that the hazards involved are believed to be predicta
ble. Physicians should cease any investigation if the hazards are found to outweigh 
the potential benefits. 

8. In publication of the results of his or herresearch, the physician is obliged to preserve 
the accuracy of the results. Reports of experimentation not in accordance with the 
principles laid down in this Declaration should not be accepted for publication. 

9. In any research on human beings, each potential subject must be adequately in
formed of the aims, methods, anticipated benefits and potential hazards of the study 
and the discomfort it may entail. He or she should be informed that he or she is at 
liberty to abstain from participation in the study and that he or she is free to with
draw his or her consent to participation at any time. The physician should then ob
tain the subject's freely-given informed consent, preferably in writing. 

10. When obtaining informed consent for the research project, the physician should 
be particularly cautious if the subject is in a dependent relationship to him or her 
or may consent under duress. In that case the informed consent should be obtained 
by a physician who is not engaged in the investigation and who is completely in
dependent of this official relationship. 

11. In case of legal incompetence, informed consent should be obtained from the legal 
guardian in accordance with national legislation. Where physical or mental inca
pacity makes it impossible to obtain informed consent, or when the subject is a 
minor, permission from the responsible relative replaces that of the subject in ac
cordance with national legislation. 

Whenever the minor child is in fact able to give a consent, the minor's consent must 
be obtained in addition to the consent of the minor's legal guardian. 

12. The research protocol should always contain a statement of the ethical considera
tions involved and should indicate that the principles enunciated in the present 
Declaration are complied with. 
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1. In the treatment of the sick person, the physician must be free to use a new diag
nostic and therapeutic measure, if in his or her judgement it offers hope of saving 
life, re-establishing health or alleviating suffering. 

2. The potential benefits, hazards and discomfort of a new method should be weighed 
against the advantages of the best current diagnostic and therapeutic methods. 

3. In any medical study, every patient - including those of a control group, if any -
should be assured of the best proved diagnostic and therapeutic method. 

4. The refusal of the patient to participate in a study must never interfere with the 
physician-patient relationship. 

5. If the physician considers it essential not to obtain informed consent, the specific 
reasons for this proposal should be stated in the experimental protocol for trans
mission to the independent committee (1,2). 

6. The physician can combine medical research with professional care, the objective 
being the acquisition of new medical knowledge, only to the extent that medical 
research is justified by its potential diagnostic or therapeutic value for the patient. 

III. Non-therapeutic biomedical research involving 
human subjects 
(Non-clinical biomedical research) 

1. In the purely scientific application for medical research carried out on a human be
ing, it is the duty of the physician to remain the protector of the life and health of 
that person on whom biomedical research is being carried out. 

2. The subjects should be volunteers - either healthy persons or patients for whom 
the experimental design is not related to the patient's illness. 

3. The investigator or the investigating team should discontinue the research if in 
his/her or their judgement it may, if continued, be harmful to the individual. 

4. lnresearch on man, the interest of science and society should never take precedence 
over considerations related to the well-being of the subject. 
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CONSULTATION CLINIC NOTES, NATIONAL WOMEN'S HOSPITAL 

PATIENT CODE lOG 

-.11.73 This patient was admitted through the Colposcopy Clinic for 
inpatient biopsy following a series of positive cytology. 

-.11.73 E.U.A. COLPOSCOPY, RING BIOPSY OF CERVIX, D & C 
Prof. G 
Indication: 

Colposcopic 
Findings 

Procedure: 

Class 4 cervical smear - no abnormal 
symptoms. 
Anterior lip shows marked transformation 
zone with irregular tongues of metaplastic 
epithelium but no raised areas or abnormal 
capillary patterns. Posterior lip shows 
several leukoplakic areas on the basis of 
metaplastic epithelium. Neither macro
scopically or colposcopically can this be 
described as suspicious. The cervix is 
somewhat hypertrophied in both anterior 
and posterior lips and deficient laterally 
but not unusually so. Uterus normal size, 
shape and position and no adnexal abnor
malities. 
Ring biopsy taken from all round the 
external os excising the greater part 
of the transformation zone on the 
anterior lip and all the altered area 
showing leukoplakic changes on the 
posterior lip. The ring was removed 
in two portions as though the ring 
had been opened at 3 dclock and 9 
dclock. The cervix was dilated to 
8 Hegar and normal looking cervical 
and endometrial curettings obtained. 
Cervix repaired with 2 inverting 
sutures. Prof.G 

PATH REPORT: Ring biopsy at 3 & 6 o'clock 
Carcinoma in situ of cervix. 
Posterior lip of cervix. 
Carcinoma in situ of cervix. 
Endocervical curettings: 
Sections fragments of myometrium, 
isthmus endometrium and 
Endocervical tissue. 
Endometrial curettings: 
Hormone attenuated endometrium. 

Condition satisfactory. 
28.11.73 Discharged. To return to clinic in two months. 
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7.3.74 Patient is well, has a little bit of spotting still, normal periods. 
Cervix is well healed, uterus a little bit bulky, anteverted and 
mobile and she is to continue with steriodal contraception. 

See in 6 months - query switch to another oral 
contraceptive to control the bleeding but I think that it will 
probably have settled down by then. Smear taken. Dr H 
SMEAR: A2 repeat next visit. 

8.8.74 See copy of letter to Dr ... The patient stated that she has been 
well apart from vaginal spotting on and off since the 
operation. Neogynon and Norinyl-2 have been taken but 
spotting continued. Physical and vaginal examination 
revealed normal findings with a well [ words missing) any 
side effects. 
See in 6 months. Dr K. 
SMEAR: Grade 2 repeat next visit. 

6.3.75 Patient is well, is now taking Serial C and has normal regular 
periods with no intermenstrual or post coital bleeding. 
On examination cervix healthy, smear taken. Bi-manual 
examination uterus normal size, anteverted, mobile. 
See in 6 months. Dr HM 
SMEAR: Grade 4 

2.10.75 This patient is perfectly well and continues to take Serial C. 
Her periods are regular and no intermenstrual or post coital 
bleeding. On examination cervix looks perfectly healthy 
but on bimanual examination feels rather hard. This may 
well be secondary to her ring biopsy but in view of her grade 
4 smear the situation was discussed with Prof. G who felt 
that we should see her again in 6 months' time. Smear taken. 

DrD 
SMEAR: Grade 4 

29.4.76 She had a ring biopsy on the 27.11.73 showing carcinoma in 
situ of the cervix. On 6.3.75 and 2.10.75 she had 2 grade 4 
smears. Her periods are regular - no intermenstrual or 
post coital bleeding. She has been very well. On pelvic 
examination - very small polyps and red area on the 
posterior lip - also seen by Professor G. On bi-manual 
palpation the uterus is normal in size, no adnexal mass. 
Professor G considers that she should be in the hospital for a 
repeat ring biopsy in the near future. Smear has been taken. 

DrS 
SMEAR: Grade 4. 

17.5.76 Re-admitted. 

18.5.76 COLPOSCOPY. RING BIOPSY OF CERVIX, D & C Dr.S 

Indication: 

Findings: 

Grade 4 smear with carcinoma in situ, 
27.11.73. Ring biopsy. 
At follow-up clinic she had grade 4 smears 
on 6.3.75, 2.10.75. Last seen 29.4.76. 
Colposcopy: 
Both anterior and posterior lips just near 
the canal had wide areas of coarse 
punctation but no obvious area of 
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abnormality. She is menstruating at the 
moment. On macroscopic examination the 
cervix had an irregular surface following 
previous conization. Hypertrophy on both 
anterior and posterior lips and rather? but 
no obvious lesions. Uterus small in size 
and shape. No adnexal mass. 

Procedure: Ring biopsy taken from all around external 
os deep into the canal. Because of the 
shortening of the cervix it was very 
difficult to go too deep. Ring opened at 3 
o'clock. Cervix dilated to Hegar 8. Few 
curettings were obtained. Dr S 

PATH REPORT: Cone biopsy of cervix opened at 3 dclock 
Sections show carcinoma in situ mainly on 
the anterior lip. The excision is incomplete. 
Carcinoma in situ cervix. 

Curettings: 
Sections show hormone attenuated 
endometrium. In addition there are two 
small fragments of squamous epithelium 
showing severe dysplasia. 
Hormone attenuated endometrium. 

Condition satisfactory. 

19.5.76 Discharged. To return to clinic in one month. 

17.6.76 This patient had ring biopsy 18.5.76 - carcinoma in situ. 
Excision incomplete. Apart from being frightened to be 
examined, she does not have any complaints. On 
examination the cervix well healed, no other abnormality 
seen. Smear taken. See in 6 months. Dr S 
SMEAR: Grade 3 

16.12.76 Patient stopped Nordiol 6 weeks ago and she had some 
spotting a few times afterwards, otherwise she has been 
well. [Her partner] is using condoms now. On examination 
the cervix looked normal, vagina and vulva looked normal. 
Uterus is not enlarged, no adnexal mass. See 6 months. 
Smear taken. Dr S 
SMEAR: Grade 2 repeat n/v. 

23.6.77 Mrs - is well and continues to gain weight. She is having 
regular menstrual periods with no intermenstrual bleeding. 
The last smear was grade 2R. On examination the cervix 
looks irregular but otherwise normal. Bimanually no 
abnormality was detected. Smear taken. See 1 yr. 
SMEAR: Grade 2R n/v 

Dr] 

-. 9.78 In excellent health, no symptoms referable to the genito
urinary system. On physical examination the abdomen is 
normal, no inguinal nodes, the vagina/vulva/cervix all 
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appear normal. Bimanual examination the adnexae are 
normal and there are no masses. Uterus is small and 
anteverted in position. Smear taken. See 1 year. 
SMEAR: Grade 4. Dr.M 

Atypical cells consistent with carcinoma-insitu. 

29.3.79 Terrified that she is going to die of cancer. Looks extremely 
well, periods she says are now becoming smaller and that 
she occasionally skips a month. The cervix looks normal 
with a fairly wide os and apart from the puckering of the 
squamous epithelium on the posterior lip of the cervix one 
would not think she had ever had a cone biopsy done. There 
was no bleeding on probing in the endocervical canal. 
Smear taken. Arrange for further biopsy. She is very panicky 
but not too difficult to reassure. Prof G 

SMEAR: Grade 4. Atypical cells consistent with insitu or 
invasive lesion. 

14.5.79 Re-admitted. 

15.5.79 E.U.A. CONE BIOPSY OF CERVIX. D & C Prof G 

Indications: 

Findings: 

Procedure: 

Path Report: 

Repeated positive smears following cone 
biopsy diagnosis of carcinoma-insitu first 
formed in Nov 73. Patient has never had 
any symptoms. 

Normal vagina but very lax introitus and 
with some moderate degree of utero 
vaginal prolapse. The cervix apart from the 
sharp squamo columnar junction looks as 
though it had never had a biopsy before 
and the external os was fairly widely 
dilated. Small transformation zone all 
around the external os within an area of 
punctate epithelium about½ x ½ cm 
visible colposcopically on the left lip. 
Depth of uterine cavity 8½ cm. No uterine 
or adnexal abnormalities. 

Ring biopsy taken from all around the 
external os to a depth of about 5-7mm then 
excising the area of atypicality referred to. 
Cervix repaired with lateral sutures, fairly 
profuse endometrial curettings obtained. 
Slight bleeding. Prof G 

Cone biopsy of cervix opened at 6 dclock 
Sections show carcinoma-insitu with foci 
of microinvasion in blocks F & J. Excision is 
incomplete at the endocervix in blocks M & 
N and on the deep surface in H & J. 
Adenocarcinoma-insitu is seen in block K. 
A minor degree of "Pill" cervix is seen. 
Carcinoma-insitu with microinvasion. 
Adenocarcinoma-insitu. "Pill" Cervix. 
Curettings: LMP 20.4.79 
Sections show Hyperplastic endometrium. 
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16.5.79 Discharged to return to clinic. 
-/8/79 Had a cone biopsy in May for a grade 4 smear. The histology 

showed carcinoma in situ with microinvasion and 
Adenocarcinoma in situ. Has been well. L.M.P. 2.8.79. No 
intermenstrual or post coital bleeding. On examination the 
cervix appeared reduced in size, had healed completely and 
there was no abnormality seen. Smear taken. Uterus 
anteverted, normal size and no adnexal masses. The 
histology report will be treated just as a carcinoma in situ. 
Discussed with Prof. G 

AC 19.7.79 
9.8.79 

62Kg 

Review in 6 months. 
SMEAR: Grade 1 

AC21.2.80 
DrN 6/3/80 

-.3.80 Patient has been quite well for the last 6 months. Her periods 
are becoming irregular as she approaches the menopause 
but she has had no intermenstrual bleeding and no 
abnormal vaginal discharge. Abdominal examination 
normal. Vagina appeared healthy as did the cervix with just 
a pinhole external os visible. Smear taken. Bimanual 
examination n.a.d. See in 1 year. 

5.3.81 Looks and feels well. She has had no trouble or 
problems since last visit. Her periods are irregular and have 
been over the past 2 years, but has no dysmenorrhoea or 
hypermenorrhoea. She feels sometimes hot flushes but 
these do not bother her. No abnormal bleeding or discharge. 
On general examination no abnormalities can be seen. On 
pelvic examination uterus anteverted,slightly enlarged but 
non-tender, both parametria normal. Cervix is covered with 
squamous epithelium with just a pinhole external os. Smear 
taken from the ectocervix. 
See in 1 year. Dr T 
SMEAR: Grade 3 

Cells present are suggestive of severe dysplastic to 
carcinoma-in-situ lesion. 

1.10.81 Last smear was class 3 but there was some doubt about the 
diagnosis from Dr K. The cervix looks 100% normal except 
for the rather stenosed external os which is only 1-2mms in 
diameter. She has not had a period for 3 months and might 
be about to get one and I hope that this is not because of the 
cervical stenosis. The uterus feels normal size and is not 
tender. Smear taken. See in 6 months. 
SMEAR: Grade3 Prof.G 

Cells present are suggestive of severe dysplastia to 
carcinoma-in-situ lesion. 

-.6.82 Patient was seen today at the clinic by Dr J. 
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Breast examination was normal. She feels well except for 
some hot flushes at night. She has not had a period for 6 
months. She has had no other vaginal bleeding or discharge. 
On examination the uterus was anteverted, non-tender, the 
cervix was small and stenosed. Smear taken. 
See in 6 months. 
SMEAR: Grade 1 Dr J 
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22.9.83 Patient seen today at Clinic. She has a long history of 
abnormal cervical smears and ring biopsies have shown this 
to be carcinoma in situ. In the last 12-18 months, she has 
remained symptom free and has had two smears, both 
Grade 1. At present she is well, has no post coital bleeding, 
intermenstrual bleeding or discharge and the last period 
was in February. She has some post menopausal symptoms 
and it would seem that she is going through the change. 
O/E she has a tender lymph node in the left inguinal area 
but this [last line indistinguishable]. 

22.9.83 continued ... vaginal examination. The cervix was stenosed. 
Epithelium was intact. A smear has been taken. Uterus non 
tender, anteverted, mobile. I have informed her that she 
must not now regard vaginal bleeding as "menopausal" and 
any bleeding that occurs at this stage should probably be 
investigated. We will see her in six months. Dr P 

SMEAR: Grade I 

26.4.84 Quite well, no problems. Smear taken. VE normal. See one 
YNL lliJ 
SMEAR: Grade 1 

3.5.85 Quite well. No symptoms. See in 1 year. 

SMEAR: Dysplastic abnormalities present; (Grade 2R) 
The cellular changes indicate mild dysplasia. 

26.6.86 Mrs - is well and has no complaints apart from some fear 
from coming here. She cannot remember when she !act had 
a period but it is some years ago at least. No abnormality 
found on examination of breasts and abdomen. Pelvic 
examination shows vulva, vagina and cervix to be healthy in 
appearance. Uterus not defined but certainly not gros<,,ly 
abnormal. I have warned her that if there is any abnormality 
shown in this smear, we will ask her to come back for a 
colposcopy or biopsy. Otherwise review in one year. Mr W 
SMEAR: DYSPLASTIC ABNORMALITIES PRESENT 

Grade 2R Occasional dysplastic cells are 
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identified. AC 25.6.87 
7.8.86 See copy of referral to Colposcopy Clinic from Mr W. AC 14.8.86 
16.20.86 The colposcopic examination done by ... showed a small area 
(16.12.86] of possible dysplasia around the os but no abnormality was 

seen on the rest of the ectocervix or on the upper vagina. 
The cervical canal could not be viewed. 
Taking all characters into account I think it is reasonable to 
do a hysterectomy rather than to precede this with another 
cone biopsy. Mrs - is quite happy to have a hysterectomy 
although she worries about the anaesthetic and she is very 
unhappy about vaginal examination. 
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She is going to Australia next month and I have said that we 
will do our best or admit her for operation in February 1987. 

MrW 

[This patient was readmitted for a hysterectomy in September 1987] 

LABORATORY SERVICES REPORT (Received Laboratory 1.10.87) 

Previous Histology: 
NW73/7674 Endocervical Curettings. Endocervical tissue. 
NW73/7675 Endometrial Curettings. Hormone attenuated endometrium. 
NW73/7672 Ring biopsy at 3 and 6 o'clock 
NW73/7673 Posterior Lip. Carcinoma in situ of the cervix. 
NW76/3377 Cone biopsy of cervix opened at 3 o'clock. Carcinoma in situ of the 

cervix. 
3378 Curettings. Hormone attenuated endometrium. 

79/3067 Cone biopsy of cervix opened at 6 o'clock. Carcinoma in situ with 
microinvasion. Adenocarcinoma-in-situ. "Pill" cervix. 

79/3068 Curettings. Hyperplastic andometrium. 

0682. Uterus and Right Ovary 

Macroscopic: Specimen consists of an opened uterus and cervix measuring 7cm 
by 5cm by 3cm in A-P diameter with right fallopian tube 4cm in 
length by 1cm in diameter and right ovary 2cm in diameter. Two 
polyps, each 1cm in diameter are present in the fund us of the 
endometrium. The myometrium is normal and the cervix is slightly 
roughened. A-H Serial sections of cervix, clockwise from 12 o'clock. 
J.K Posterior slice L.Cornus M.Right adnexa, R. 

Histology: The:re is extensive residual carcinoma in situ of the cervix, with 
glandular involvement. There are a few foci of microinvasion 
(Blocks D,F & G). 

274 

A focus of endometriosis is present in the cervix (Block E). The 
uterus is lined by inactive endometrium. At the fund us, there is an 
inactive hyperplastic polyp. The myometrium is normal. The ovary 
is in active. 

Uterus cervix and right ovary: Residual carcinoma in situ with 
microinvasion. 
Inactive hyperplastic endometrial 
polyp. 



APPENDIXll 

CONSULTATION CLINIC NOTES, NATIONAL WOMEN'S HOSPITAL 

PATIENT CODE 3X 

5.10.64 

-.3.65 

This patient was originally seen at the Gynaecological Clinic 
in August 19 .. , where she had been referred by Dr ... with an 
A3 smear following recent miscarriage. Patient put on the 
waiting list for a cone biopsy. Admitted 4.10 for cone biopsy 
but it was decided to do a colposcopy and decision then 
regarding the cone biopsy. 

Colposcopy Professor G Dr. M 
Area thickened - squamous epithelium 
without any pattern. 

Patient discharged to return to clinic in 6 weeks. 

Follow up Clinic. 
Colposcopy. Dr. M 
Area of "Grund" anterior lip cervix unchanged - 12 to 2 
o'clock. Punch biopsy from area. Repeat smear. 

PATH REPORT: Punch biopsy cervix: Specimen consists of 
a fragment of pale tissue measuring 0.4 ems 
across. The section shows carcinoma in situ 
which extends into the superficial portions 
of some crypts. 

Carcinoma in situ of the cervix. 

SMEAR: Cells suggestive of but not conclusive for 
malignancy. We recommend a biopsy to exclude 
any possibility of malignancy. 

2.4.65 Follow-up carcinoma in situ - so far diagnosed and treated 
by punch biopsy only. Same mild "erosion" surrounds a 
patulous external os. There is nothing on macroscopic ap
pearance which is suspicious. Smear taken. To have further 
coposcopy and punch biopsy if necessary, in early July, un-

AC23.4.65 

less the smear taken today is AS. Prof. G AC 1.7.65 

SMEAR: Cells suggestive of but not conclusive for 
malignancy. 

1.7.65 Follow-up carcinoma in situ - treated by Punch biopsy only. 
The area previously remarked is unchanged. No symptoms. 
Further smear taken. See in 6 months - for colposcopic and 
cytological examination. (pregnant 2/52) Prof. G AC 6.1.66 

SMEAR: Cells strongly suggestive of malignancy. 
LMP ... Due ... 

Colposcopy - Dr M with Prof. G 

Repeat Smear. Small amount of clear mucous present. Area 
of 'Grund' + +, On anterior lip of cervix from 11-2 o'clock, 
virtually identical to that previously seen. See in 6 months. 

Opinion: Significant colposcopic appearances. 
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1.11.65 The uterus ts somewhat hypertrophied because she is 5 
months pregnant. She is booked for Waitakere Hospital 
under the care of Dr. C 
Smear taken. See in Feb. Prof. G 
The area on the anterior lip of the cervix has not enlarged. 

SMEAR: Atypical cells but no evidence of malignancy. In 
view of smear 1.7.65 the present smear is probably 
not truly representative. 

(8½ lb [baby] (12 days overdue, labour 5-6 hrs) 

-.5.66 Follow-up carcinoma in situ - treated by Punch biopsy only. 
Had a normal confinement on (12 days overdue) labour 
lasting 5-6 hrs. 8½ lb ... infant. Has been well since and has 
breast fed. On examination there is marked eversion of the 
posterior lip of the cervix and to a lesser extent of the anterior 
lip of the cervix. There is a healing 'erosion' on the anterior 
lip. Rubbing the cervix vigorously produced some bleeding 
but nothing suspicious. See in 3 months. Prof. G 

SMEAR: Atypical cells but no evidence of malignancy. 
Ple·ase repeat smear in 3 months. 

25.8.66 Follow-up carcinoma in situ treated by Punch biopsy. Cervix 
unchanged in appearance. See in 6 months. Prof. G 

SMEAR: Cells suggestive of but not conclusive for 
malignancy. 

7.4.67 Follow-up carcinoma in situ - treated by Punch biopsy. This 
patient has been well. On examination there is still a 
considerable erosion and this bleeds easily to the touch. She 
has been referred to the Colposcopy Clinic (Dr. M) and will 
be seen again by Prof. Gin 6 months. Dr. S 

SMEAR: Cells suggestive of but not conclusive for 
malignancy. 

-.5.67 ColposcopyCiinic: LMP - ... 
On Anovular since last babe. Obvious clinical PV discharge 
but no symptoms. Abnormal area 12-3 o'clock perhaps a 
little larger than when last seen nearly 2 years ago. Central 
part shows more obvious abnormal vessels with some 
elevation of surface epithelium. No ulceration or true 
tumour formation seen. Posterior lip transformation zone 
must be called abnormal. Dr. M 

SMEAR: Cells suggestive of but not conclusive for 
m,1lignancy. 

2.11.67 Follow-up carcinoma in situ - Seen by Prof. G. Is symptom 
free. The cervix shows marked eversion of the columnar 
epithelium but there is nothing suspicious of malignancy. To 
be seen at Colposcopy Clinic in about 5 weeks. Smear taken. 

Dr. B 

SMEAR: Cells conclusive for malignancy. 

14.12.67 Colposcopy Clinic: 
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Anterior lip of cervix - the area earlier described between 11 
and 2 o'clock now seems a little more obvious, particularly in 

AC 10.2.66 
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the 2 o'clock zone where the appearance is taking on more of 
a three dimensional appearance. There is a further small 
area on the anterior lip, about 10 o'clock with a 'Grund' 
appearance. Posterior lip - there is now a faint 'grund' 
appearance over most of the posterior lip of the cervix 
particularly towards the periphery or junction of the 
transformation zone with the native squamous epithelium 
beyond. 
Summary: The changes are not very dramatic but there does 
seem to be some 'progression both in extent and degree. Review 
in 6 months. If possible by both Prof. G and myself. Dr. M 
SMEAR: Cells strongly suggestive of malignancy. 

-.6.68 Mrs ... still continues to have positive smears and the cervix 
continues unchanged in appearance and there are no 
symptoms. The eversion of epithelium bleeds a little on 
scraping. Smear taken. She is a very sensible patient and 
knows all the ins and outs of the situation. See in four 
months for colposcopy. Prof. G 

SMEAR: Cells conclusive for malignancy. 

-.11.68 Colposcopy Clinic: 
Area at the 12-2 o'clock region on anterior lip unchanged 
since examination 1 year ago, I could not make much of the 
posterior lip on this occasion. Suggest review in 1 year's 
time. Dr. M 

SMEAR: Cells conclusive for malignancy. 

6.11.69 Carcinoma in situ - appearance of cervix unchanged but 
the surface of the posterior transformation area bled on 
scraping, no bleeding from within the cervical canal on 
probing. Smear taken. To have colposcopic examination and 
patient will ring for the Thursday that suits her before 
Christmas. Otherwise regular appointment for 1 yr. I think 
she might have to be admitted for D&C and selective biopsy 

SMEAR: Cells conclusive for malignancy. 

22.3.70 Re-admitted. 

23.3.70 COLPOSCOPY CLINIC: Dr.M 

Prof. G 

Dr. 

No symptoms. Some bleeding caused 
posterior transformation zone with the 
insertion of speculum. Large multiparous 
cervix with now much more widespread 
changes than I have previously seen. On 
the anterior lip, the whole of the periphery 
of the transformation zone from 9 o'clock 
round to 3 o'clock is involved in a 
Coppleson two plus change. Posterior lip 
again almost the whole of the periphery of 
the transformation zone involved. It might 
be a good plan in this case to do four 
biopsies at 11 and 2 o'clock and again on 
the posterior lip at 4 and 8 o'clock. 
SMEAR: Cells conclusive for malignancy. 
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24.3.70 SELECTIVE BIOPSIES, ANTERIOR AND POSTERIOR 
LIPS OF CERVIX,EUA, D&C. Prof. C 
Indications: Positive cytology in 1965 with an earlier 

diagnosis of carcinoma in situ in the cervix 
and widespread colposcopic appearances. 

Findings: Vaginal cysts as previously, cervix of 
moderate size with a large transformation 
zone in the gross. Uterus of normal size, in 
mid position, no adnexal pathology 
palpated. 

Procedure: 1. Wedge biopsy. Anterior lip of cervix at 
12 o'clock. 

Procedure: 2. Second biopsy anterior lip of cervix at 
3 o'clock. 

Procedure: 3. Third biopsy posterior lip of cervix at 
6 o'clock. 
One suture in the anterior and posterior 
and two in the area at 3 o'clock. Dilatation 
to 8 Hegar, uterine cavity smooth, 
negligible curettings obtained. Dr. M 

PATH REPORT: Curettings: 
Sections show few fragments of 
Hypoplastic endometrium. 
Biopsy Anterior lip cervix 3 dclock. 
Macroscopic: Specimen consists of a large 
wedge of cervix 2 ems in extent. 
Histology: Sections show 
Carcinoma in situ of the cervix. 
Biopsy Post. lip cervix 
Macroscopic: Specimen consists of wedge 
of cervix 1.9cms in extent. Histology: 
Sections show 
Carcinoma in situ of the cervix. 
Biopsy ant. lip cervix 
Macroscopic: Specimen consists of a 
wedge of cervix 2.5cms. in extent. 
Histology: Sections show Carcinoma in situ 
with microinvasion of the cervix. Dr. Mc 

Condition satisfactory. 

25.3.70 Discharged. To return to clinic in two months. AC 14.5.70 

21.5.70 The biopsy sites have healed very well indeed. Smear taken. AC 26.11.70 
See in six months. No complaints. Prof. C 
SMEAR: Cells strongly suggestive of malignancy. 

10.12.70 A4 smear following the D&C and selective biopsy. On 
examination of the cervix shows a very large transformation 
zone on the anterior and posterior lips and this seems to be a 
small area independent to this on the right aspect of the 
anterior lip. She has now been on the pill for 5 to 6 years.The 
transformation zone bled quite readily on scraping. To have 
colposcopic examination next week. See in 6 months 
otherwise. Prof. C AC 17.12.70 
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SMEAR: Cells conclusive for malignancy. 

7.1.71 COLPOSCOPY CLINIC. No symptoms. Again some 
bleeding on the posterior transformation caused with the 
insertion of the speculum. An areafrom4to 7 o'clock on the 
posterior lip shows abnormal changes. Anterior lip - the 
most dramatic changes are from 10 to 12 o'clock and extend 
out onto the right vaginal fornix of the most impressive 
Coppleson 3 area is confined to the portio of the cervix on 
the anterior lip in this area. In view of Professor G's, 
December comments and the extent of lesion, to come in in 
late February for further excision. Dr. M 
SMEAR: Cells conclusive for malignancy. 

14.2.71 Re-admitted. 

16.2.71 E.U.A. CONE BIOPSY OF CERVIX. Prof. G 
Indications: Continuing positive smears and suggestive 

colposcopic appearances of cervix. Patient 
has been on the pill for about 7 years. 

Findings: Very large transformation zone on the 
anterior and posterior lips. As previously 
described there is a 'tongue-shaped 
extension' out towards 10 o'clock. Uterus 
bulky and depth of uterine cavity 9½ ems. 
No adnexal abnormalities. 

There is nothing really suspicious clinically 
about this patient's cervix, although the 
transformation zone bleeds easily on 
probing - as is usual in people who have 
been on the pill for a long time. 

Procedure: Cervix infiltrated with Octapressin and 
2cms deep cone biopsy taken. The 
epithelial aspect of the cone biopsy was 
extended in a triangular fashion, totally 
excising the previously mentioned area 
between 10 and 12 o'clock. The remainder 
of the canal then dilated and scanty, 
normal curettings obtained from the 
endometrial cavity. Cervix repaired with a 
continuous inverting suture, slight 
bleeding throughout. Prof. G 

PATH REPORT: Cone Biopsy Cervix 
Sections show carcinoma in situ of fairly 
considerate extent involving both anterior 
and posterior lip and displaying several 
small foci of microinvasion. As far as can be 
seen the abnormal area observed 
macroscopically is made up of rather 
exuberant thick almost papillomatous 
carcinoma in situ. Tumour is present at 
portioexcision margins. 
Carcinoma in situ with microinvasion 
of the cervix. Dr. Mc 
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Curettings: 
The endometrium shows the effect of 
prolonged hormone administration. 
Hypoplastic hormone endometrium. 

Condition satisfactory. 

18.2.71 Discharged. To return to clinic in two months. AC 13.4.71 

22.4.71 No symptoms. In the gross the cervix is somewhat distorted 
following the recent operative procedure. Two red linear areas 
which seem to be suture lines clinically within normal limits. 
Smear taken. Review at colposcopy in 6 months. Dr. M AC 
SMEAR: Cells strongly suggestive of malignancy. 

15.10.71 COLPOSCOPY CLINIC: 
There is an irregular reddened area, butterfly in shape, 
extending from 3 o'clock on the cervix on to the vaginal wall a 
distance of approximately 1 cm. This red area shows a typical 
three dimentional change of Coppleson three plus, the total 
extent of this area would not exceed 2 sq .ems. Periods have 
been a little heavier also in the last few months. The 
colposcopic abnormality would account adequately for the 
reported abnormal cytology. I would be more satisfied 
clinically and scientifically since this should be possible 
quite safely and readily, to remove this small area which remains 
and extension to the vagina. To come in to have this area 
excised in the next few weeks, ie end of November. Dr. M Adm. 
SMEAR: Cells strongly suggestive of malignancy. 

23.11.71 Re-admitted. 

23.11.71 E.U.A. WEDGE BIOPSY OF CERVIX Dr.M 

Indications: 

Findings: 

Procedure: 
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Continuing positive cytology and 
colposcopic finding of an abnormal area at 
3 o'clock. 

Clinically the vagina and cervix healthy 
excepting that there is a red patch which 
can be seen macroscopically extending 
from the endocervical canal at 3 o'clock in 
an irregular fashion onto the left lateral 
fornix of the vagina, a distance of perhaps 
1cm. The uterus was of normal size, 
anteverted, freely mobile, no adnexal 
pathology. The small vaginal cyst 
approximately 2 ems in diameter is 
apparent as on other occasions. 

Wedge excision of the area described at 3 
o'clock onto the vagina fornix - area 
removed without difficulty then dilatation 
to 8 Hegar exploration with Vantz forceps 
of the smooth cavity. No polypi. Sharp 
curettage. A small amount of apparently 
normal curettings. The deficiency in the 
vaginal vault and cervix repaired with 3 
interrupted sutures. Dr. M 



PATHREPORT: Curettings: 
Section shows H ypoplastic hormone 
endometrium. 
Biopsy of cervix at 3 dclock. 
2xl.5xlcms. Sections show 
Carcinoma in situ of the cervix 

Condition satisfactory. 
24.11.71 Discharged. To return to clinic in two months. 
10.3.72 COLPOSCOPY CLINIC: 

A small area of raised three dimentional "Grund" approx 
2 mms in diameter can be seen at 6 o'clock. No other 
abnormality. Smear taken. Review by Prof. G in 6 months. 

Dr.M 
SMEAR: Atypical cells but no evidence of malignancy. 

Please repeat smear next visit. 
7.9.72 No complaints. I cannot see the raised three dimensional 

area previously mentioned on the cervix and the cervical 
epithelium looks quite normal around a very restricted 
external os. Smear taken. See in 1 year. Prof. G 
SMEAR: Cells suggestive of but not conclusive for 
malignancy. 

4.10.73 Patient follow-up for carcinoma in situ of the cervix. She is 
free of symptoms. Normal and regular periods. On vaginal 
examination the cervix is somewhat flush with the vaginal 
vault and scarred without any evidence of recurrent or 
persistent disease. Bimanual examination there were no 
abnormalities. Smear taken. See in 1 year. Dr. V 
SMEAR: Cells suggestive of but not conclusive 

for malignancy. 
14.11.74 Findings exactly as previously and no complaints. The face 

of the cervix is more or less flush with the vaginal vault and 
there are some epithelial irregularities around the external 
os due to the repeated biopsies but there is rn:ithing 
abnormal about the actual epithelium itself. Smear taken. 
See in 1 year. Prof. G 
SMEAR: Grade 3 

11.12.75 No complaints and the findings are as previously ie some 
epithelial irregularity around the external os but nothing 

APPENDIXll 

AC18.2.72 

AC31.8.72 
66.0kg 

AC6.9.73 

AC3.10.73 

AC30.11.75 
66.5 kgs 

abnormal. Smear taken. See in 1 year. Prof. G AC 1.12.76 
SMEAR: Grade 3. 

26.1.76 Booked admission for cone biopsy. 

27.1.76 E.U.A. RING BIOPSY OF CERVIX. D&C. Prof. G 
Indications: 

History: 

Positive cervical smears - consistently since 
punch biopsy diagnosis of ca insitu in 1965. 
Further biopsies in 1970 and 1971. A 
colposcopically significant area was 
excised in-toto in 1971, mainly in the left 
lateral fornix, made no difference to the 
smear reports. Nothing significant has 
been macroscopically visible on the cervix 
since then. 
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8.4.76 
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Findings: 

Procedure: 

Path Report: 

Cervix flush with vaginal vault with only 
the anterior lip clearly identifiable and the 
posterior lip is more or less contiguous 
with the vaginal epithelium of the vault. 
External os irregular but the epithelium 
looks substantially normal. There is a 
slight reddened area extending posteriorly 
from the edge of the external os onto the 
posterior fornix and vaginal epithelium for 
a distance of about 1cm. Colposcopically 
this showed a marked punctate 
appearance and is probably the source of 
the continuing positive smears. Uterus 
normal size and shape. No adnexal 
abnormalities. 

A ring of epithelium 1cm from the external 
os to the outside limits from all around the 
external os was taken down to and 
including the external os and extending a 
little further posteriorly than anteriorly. It 
was not really a cone biopsy as very little 
cervical substance was excised - only the 
epithelium covering the anterior lip of the 
cervix and the posterior lateral vaginal 
fornices was included in the biopsy. Cervix 
dilated in 9 Hegar and very scanty 
endometrial curettings obtained. Cervix 
repaired with 2 inverting sutures anterior 
and posterior. It is highly probable that this 
cervix will stenose quite markedly. Despite 
the consistently positive smears for 11 
years there is still nothing suspicious of 
malignancy about this cervix. Prof. G 
Curettings: 
Sections show fragments of endocervical 
tissue and a few portions of Carcinoma 
insitu of cervix without stroma. 

Biopsy cervix opened at 3 o'clock: 
Sections show Carcinoma insitu of cervix. 
The tumour reaches the upper cut edge in 
several slides. 
Carcinoma insitu of cervix - Excision 
appears incomplete. 

She is on pills and her periods have been normal. L. M .P. .... 
no post coital bleeding or intermenstrual bleeding. She has 
been very healthy. The ring biopsy on 27.1.76 showed 
carcinoma in situ of the cervix, excision appears incomplete. 
On examination there is white discharge, the cervix cannot 
be seen properly because of the shortening, no obvious 
lesion on the cervix. The uterus is normal in size, no adnexal 
mass. See in 3 months. 
SMEAR: Grade 1. Dr. S 
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22.7.76 Looks well. L.M .P. was somewhat painful something that 
she has been unaccustomed to for many years.On 
examination the explanation is fairly obvious - the vaginal 
cervix has now almost disappeared and the external os is so 
narrowed as to be very difficult to pick up. A No.2 dilator 
could not be introduced. If there is any further trouble with 
the next period, she may need admission for a dilatation. 
Otherwise see in December. 

SMEAR: Grade 1. Prof. G 

17.3.77 The cervix is very stenosed, in fact hardly visible and she is 
having some dysmenorrhoea. To be admitted for dilatation. 
Smear taken. 

SMEAR: Grade 1. Prof. G 

4.4.77 Re-admitted. 

5.4.77 E.U.A. AND DILATATION OF CERVIX Prof. G 

Indications: 

Findings: 

Path Report: 

Cervical stenos is following repeated ring 
biopsies of cervix. Previous history 
carcinoma-insitu first diagnosed in 1965. 
Last ring biopsy done January 1976. Smears 
negative since then. Some dysmenorrhoea 
over the last few months. 

There is a natural vaginal cyst in the left 
side, probably mesometric in origin - it 
was about 1 x 2cm and was not removed. 
The cervix was flush with the vaginal vault 
and the external os was no more than a 
millimetre in diameter. The vault and 
vaginal cervix were very scarred. On 
drawing down the cervix, the cervical 
substance became more obvious. Cervix 
dilated easily the stenosis being mainly on 
the external aspect. Cervical os and canal 
dilated up to 12 Hegar and during this a 
tear was probably induced in the upper 
part of the cervical canal. Depth of uterine 
cavity about 8 cm. Uterus, normal size, 
retroverted and no adnexal abnormalities. 
Very scanty curettings obtained. Prof. G 

Curettings: L.M.P .... 
Sections show Fragments of carcinoma 
devoid of underlying stroma, probably 
carcinoma insitu. 

6.4.77 Discharged to return to clinic in 3 months. 

8. 9.77 The cervix is still so mew hat stenosed but looks rather better 
previously. The histological report is somewhat surprising. 
Smear taken. See in 1 year. 

SMEAR: Grade 1 

27. 9.79 Has been skipping a period or two recently. Findings as 
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CERVICAL CANCER REPORT 

before ie atrophic cervix although the epithelium looks well 
oestrogenised. Has been on the pill continuously now for 14 
years. I do not think any further active follow-up is 
indicated. Write to pt. N.Sept 80 

SMEAR: Grade 1 Prof. G 

20. 9.80 Note to Dr. A 

Nov.SO Reply from Dr. A Alive without evidence of Ca.21.10.80. 

Sept.82 Reply from Dr. A Alive without evidence of Ca. 

14.9.84 Note to Dr. A 
Sept. 84 REPLY: Alive without evidence of ca. 4. 9.84. 

Sept. 85 Mr O has had this chart out - ?? attending him. 

23.10.85 Referred and admitted thru Mr O for further treatment of 
carcinoma of the cervix. 

29.10.85 EXAMINATION UNDER ANAESTHESIS, BIOPSY OF 
CERVIX & INSERTION OF CAESIUM AFTER-LOADERS. 

StagelB MrW DrP 
(See copy of operation findings) 

Path Report: Curettings: 
Section shows Invasive squamous 
carcinoma of the cervix. 

Biopsy of cervix: 
Sections show Invasive immature 
squamous carcinoma of the cervix. 

31.10.85 Caesiumremoved. 

1.11.85 Discharged. 

16.12.85 Re-admission 

17.12.85 WERTHEIM'S HYSTERECTOMY & PELVIC 
LYMPHADENECTOMY. 
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MrW 
(See copy of operation findings). 

PATH REPORT: UTERUS, CERVIX, L) & R) TUBES & 
OVARIES: 
Section from vaginal cuff show radiation 
changes focal ulceration & foreign body 
reactions to suture material with giant cell 
systems. The cervix shows radiation 
changes with focal ulceration. No residual 
tumour is present. The myometrium is 
unremarkable and the endometrium is 
atrophic and shows radiation changes. The 
ovaries & fallopian tubes are 
unremarkable. 
No residual tumour. 

R) COMMON ILIAC: 
Sections show reactive lymph node 
hyperplasia. There is no evidence of 
malignancy. 

N.Sept82 

N.Sept.84 

N.Sept86 
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3.1.86 Discharged. 

R) EXTERNAL ILIAC: Sections show fat 
lined by a rim of lymphoid tissue. There is 
no evidence of malignancy. 

R) LATERAL ILIAC: 
Section show Reactive lymph nodes. 
There is no evidence of malignancy. 

R) OBTURATOR: 
Sections show mainly fat with foci of 
lymphoid tissue. There is no evidence of 
malignancy. 

OBLITERATED UMBILICAL ARTERY: 
Sections show Fibrofatty tissue with some 
large vessels. No lymphoid tissue present. 

R) PARAMETRIC TISSUE: Section show 
Fibrofatty tissue, No lymphoid tissue 
present. 

L) EXTERNAL ILIAC: 
Sections show Reactive lymph nodes. 
There is no evidence of malignancy. 

L) OBTURATOR: 
Sections show Reactive lymph nodes. 
There is no evidence of malignancy. 

L) INTERNAL ILIAC: 
Sections show Fi bro-fatty tissue. 
No lymph nodes present. 

L) OBLITERATED UMBILICAL ARTERY: 
Sections show Fi bro-fatty tissue and a very 
small lymphoid follicle. There is no 
evidence of malignancy. 

5.1.86 Re-admission with R) iliac fossa pain, all nursing, cares 
given. 
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6.1.86 Discharged. 105/65 

13.2.86 Mrs ... has made a good recovery from her Wertheim's 
hysterectomy in mid December. Apart from minor niggling 
lower abdo. pains she reports no symptoms, in particular no 
history of vaginal bleeding or discharge, no urinary 
symptoms, she has regained a good appetite and her bowels 
are working regularly. On exam; the wound is looking 
healthy the rest of the abdo. exam; was unremarkable. No 
obvious lesion in the vaginal vault was noted. No pelvic 
masses noted. She will be seen again in three months time. 

Dr H AC 15.5.86 

15.5.86 Seen today.no bleeding or pain or urinary problems, no 
abdo; masses, no lymphadenopathy, vault well healed no 
pelvic masses. Smear taken. Tender lower region of suture 
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line. Continue to take ethinyloestradiol 20 micrograms, see 
in three months time. Dr D 

See copy of letter to Dr B from D 

SMEAR: GRADE 1 

See letter to Mr J from Dr A 

28.8.86 Quite well, no symptoms, smear taken. Pelvic examination 
normal. See in six months. 

AC28.8.86 

67kg 

SMEAR: Gradel MrJ AC26.2.87 

26.2.87 Fit and well. No problems. No bleeding, no pelvic pain, no 
urinary disturbance. On examination abdomen normal, 
pelvic examination normal, smear taken from vault. Review 
in one year. 
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APPENDIX12 

SOME DEATHS IN PATIENTS WITH POSITIVE CYTOLOGY 

Code Outside 1966 Interval to onset Crnseof Year 
Guidelines of invasive disease death 

lG Age/Abnormal 2years plus MotorV. 1973 
bleeding Accident 

2E Age/Microinvasion Initial microin- Myocardial 
vasion infarction 1985 

2L1 Age/Microinvasion Micro invasion Myocardial 
2years plus infarction 1983 

2L2 Age Other Ca 
(2 sites) 1987 

2N Age/Probable Initial Micro- Ca vagina 1978 
invasion invasion(hysterectomy) 

2S Age/Abnormal 7years Ca cervix 1987 
bleeding 

3M Age/Invasion edge 5 years Ca vagina 1981 
of biopsy 

3Yl Positive cytology Nil Ca lung 1985 
1968-1973 

SK Macroscopic 17years Ca vagina 1981 
abnormality 

SW Positive cytology Nil Asthma 1973 
1968-1971 

6U Age/Abnormal 10 years Ca vagina 1982 
bleeding 

6W Age/Abnormal 10 years Ca cervix 1980 
bleeding 

7Fl Age/Microinvasion 2 years Mvocardial 
infarction 1982 

7L Age 3years Ca vagina 1975 
7R Age/Abnormal 9 years Ca vagina 1978 

bleeding 
7W Microinvasion 4years Ca cervix 1976 
SB Age 10 years Ca cervix 1976 
SL Age/Abnormal 9 years Ca cervix 1981 

bleeding 
9A Age/Abnormal 5 years Ca vagina 1986 

bleeding 
9D Positive cytology Nil Ca cervix 1977 

1972-1976 
10K Age/Microinvasion 5 years Ca cervix 1979 

Abnormal bleeding 
10Pl Age/Abnormal Stroke 1984 

bleeding 
10Q Age/Microinvasion 4 years Ca vagina 1977 

Abnormal bleeding 
mu Age/Microinvasion 11 years plus Ca cervix 1982 

Abnormal bleeding 
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SCHEDULE OF SUBMISSIONS RECEIVED 

Professor A H Angelo 
Law Faculty 
Victoria University 
WELLINGTON 

Auckland Women's Health Collective 
Ponsonby 
AUCKLAND 

MsCCameron 
TVNZ Documentary Department 
LOWER HUTT 

Mrs PM Collings 
St Johns 
AUCKLAND 

Dr DH C Davidson 
Specialist Obstetrician & Gynaecologist 
HASTINGS 

Department of Sociology & Social Work 
Victoria University 
WELLINGTON 

Mr A WFirth 
AW Firth & Associates 
PALMERSTON NORTH 

DrKamayani 
Eden Terrace 
AUCKLAND 

Mrs E Lovegrove 
Epsom 
AUCKLAND 

Maternity Action 
Mt Eden 
AUCKLAND 

Mental Health Foundation of New 
Zealand 

AUCKLAND 

National Council of Women of New 
Zealand (Inc) 

WELLINGTON NORTH 

New Zealand Women's Health Network 
TAURANGA 

MsSNeal 
Waterview 
AUCKLAND 

Dr B Phillips 
OTOROHANGA 
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Public Health Assoc. of Australia& NZ, 
Department of Community Health, 
Wellington School of Medicine 
WELLINGTON 

DrWJRamsay 
CHRISTCHURCH 

Mr AI Reeder 
DUNEDIN 

MsEReid 
Milford 
AUCKLAND 

DrRReid 
Sinai Hospital of Detroit 
Michigan, USA 

DrJESimon 
TAURANGA 

MrsVBSmith 
Waterview 
AUCKLAND 

Social Workers in women's health 
AUCKLAND 

Trade Union Health & Safety Centre 
AUCKLAND 

Waikato Women's Health Action Centre 
HAMILTON 

Waiwharaiki Branch, 
Maori Women's Welfare League 
AUCKLAND 

Wellington Patients Association 
WELLINGTON 

Wellington Women's Health Collective 
WELLINGTON 

West Auckland Women's Centre 
HENDERSON 

Women's Electoral Lobby 
WEST AUCKLAND 

Women's Health Research Caucus 
(Wellington Branch) 
WELLINGTON 

Women's Resource Network 
Devon port 
AUCKLAND 




