
Human Tissue Bill

Government Bill

Explanatory note

General policy statement

This Bill replaces the Human Tissue Act 1964 (the 1964 Act), and

regulates collection and use of tissue from dead human bodies.

It also regulates trading in tissue, export and import of tissue, and

use of tissue for non-therapeutic purposes (for example, audit,
research, education, and anatomical examination). Further, while

collection and use of tissue from living people is largely covered by

existing legislation and common law, the Bill also requires informed
consent for-

• donor analysis of tissue collected from living people other-

wise than in the course of a health care procedure; and

• use for a secondary purpose, after the donor's death, of human
tissue from a living person.

The Bill also gives examples of lawful collection and use of human
tissue.

Overview of Bill

Among other things, the Bill aims to ensure-

• proper recognition of and respect for-

• the autonomy and dignity of the individual from whom,

or from whose body, tissue is collected:
• the cultural and spiritual needs of New Zealanders:

• the public good associated with the use of human tissue

for therapeutic and non-therapeutic purposes:
• that tissue collection and use generally does not involve the

requirement or acceptance of financial or other consideration:
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2 Human Tissue Explanatory note

• that clinicians, and the public, can understand readily and
fully the consent process for donation of human tissue:

• clear mechanisms for the use and management of human

tissue for non-therapeutic purposes:
• consistency with regulation in other related areas, including

under the following existing legislation:

• Health and Disability Commissioner Act 1994:

• Code of Health and Disability Services Consumers'

Rights 1996:

• Human Assisted Reproductive Technology Act 2004:
• Coroners Act 1988 and Coroners Act 2006.

Key elements of the Bill include-

• establishing a consent framework for the collection and use

(for both therapeutic and non-therapeutic uses, and including

retention and disposal) of human tissue from bodies:

• a requirement, subject to some exceptions, for informed con-

sent for analysis of tissue taken from living people where the

Code of Health and Disability Services Consumers' Rights

1996 does not apply, and the analysis is for the purpose of

obtaining genetic or other information about a particular

actual or potential condition, or trait, of the donor:

• a requirement, subject to some exceptions, for informed con-

sent for use for a secondary purpose, after the donor' s death,

of tissue taken from a living person:
• repealing Part 3A of the Health Act 1956, which regulates

trading in blood and controlled human substances, and replac-

ing it with similar but extended provisions covering, for

example, trading in all human tissue:

• power to make regulations prescribing or approving standards
for collection or use of human tissue for audit, education,

research, or other non-therapeutic purposes:

• power to make regulations controlling export and import of
human tissue.

Consent framework for collection and use of human tissue

The Bill aims to provide an appropriate balance between the wishes

of the dead individual, the cultural, spiritual and emotional needs of
families and others who were in a close relationship to that individ-
ual, and the public good associated with the collection and use of
human tissue.
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The Bill establishes a consent framework, under which formally
recorded consent from the individual, or person nominated by the
individual to make the decision, would be sufficient to proceed with
donation. In the absence of formally recorded consent to donation by
the individual, or their nominee, the decision would be made by the
immediate family. The definition of immediate family is broadly
consistent with the definition of that term in the Coroners Act 2006.

This Bill provides for decision-making by a senior available next of
kin of the dead individual if the immediate family of that individual
is unable to reach a consensus.

The Bill will recognise the national organ and tissue donor register
that is being established, and that will support the consent frame-
work provided for by the Bill. The Bill requires medical practition-

ers, donor organisations, and others proposing to collect or use tissue
to take all reasonably practicable steps (including checking the

register) to ascertain whether appropriate consent has been given.

Exceptions to requirements for informed consent

The Bill contains some exceptions to the requirements for informed
consent for collection and use of human tissue. The consent frame-

work provided for by the Bill will not cover the removal, storage, or
use of tissue under the Coroners Act 1988 or Coroners Act 2006, or

for criminal justice purposes, including for the purposes of crime
prevention or criminal investigation or prosecution. The Bill also

recognises that there are certain limited circumstances where,

because appropriate safeguards are in place, the public good associ-

ated with the use of tissue outweighs informed consent require-
ments. (These circumstances include research approved by an ethics

committee, and professionally recognised quality assurance pro-

grammes, or external audit or evaluation activities, aimed at improv-

ing the quality of services.)

Secondary use

If informed consent was given for one purpose, but someone wants
to use tissue for another purpose for which consent was not obtained,
the Bill requires, subject to some limited exemptions, that informed
consent also be given for the secondary use.
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Standards for the non-therapeutic use of tissue

The safety and quality of non-therapeutic use of human tissue is
proposed to be assured through standards prescribed or approved by
regulations. The standards will apply to existing holdings of tissue
(that is, those that had been collected, or were being used, immedi-
ately before the commencement of the new Act).

Schools of anatomy

The Bill contains additional requirements for schools of anatomy,
given the invasive nature of anatomical examination and the need
for public confidence in this process. These include:

• authorisation of schools of anatomy by Order in Council:
• regular inspections of schools of anatomy, with any irregular-

ities being required to be reported to the Director-General of
Health:

• a requirement for special authorisations for anatomical exam-
inations being conducted outside a school of anatomy.

Standards for therapeutic use of tissue (outside this Bill)

The safety and quality of tissue-based therapies (including tissue,
blood, and cellular therapies) is proposed to be regulated by the
Australia New Zealand Therapeutic Products Authority acting under
the joint regulatory scheme to be established by the Therapeutic
Products and Medicines Bill currently being developed.

Trading in tissue

The sale and purchase of human tissue (including blood) will, as a
general rule, be prohibited. The Minister of Health will be permitted
to authorise the sale and purchase of tissue in certain circumstances.
This is consistent with current provisions relating to trading in
human blood in Part 3A of the Health Act 1956, and with feedback

received on the Human Tissue Review, where there was general
support for a prohibition on the sale and purchase of human tissue,
but acknowledgement that there should be some allowance for
recovery of reasonable administrative costs associated with the col-
lection, analysis, and processing of tissue.
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Export and import of tissue

The Bill provides for regulations prescribing or approving require-

ments and standards for the export and import of human tissue. This

will, if necessary, permit rigorous monitoring of safety and quality

in relation to export and import of human tissue.

Clause by clause analysis

Clause 1 is the Title clause.

Clause 2 relates to commencement. Clauses 87 and 88 will be

brought into force on a date or dates to be appointed by Order in

Council. That is because they repeal-

• a provision under which medical practitioners are entitled,

without payment of a fee, to organ donor information from

the National Register of Driver Licences; and

• organ donor provisions in driver licensing legislation.

These repeals can occur only after a new national organ and tissue

donor register is established, and the likely completion date of work
being done to establish the register is not yet certain. Implementa-

tion of the Bill's consent provisions is also dependent on the register.
For that reason, the rest of the Bill will also be brought into force on

a date to be appointed by Order in Council.

Part 1

General provisions

Clause 3 states the Act' s purpose, which is to help to ensure that
collection and use of human tissue-

occurs only with proper recognition of, and respect for,-
• the autonomy and dignity of the individual from whom,

or from whose body, the tissue is collected; and

• the cultural and spiritual needs of the family of, and of

others who were in a close relationship to, an individ-
ual who has died; and

• the cultural, ethical, and spiritual implications of
the collection and use of human tissue; and

• the public good associated with the collection and use
of human tissue (whether for medical education, inves-

tigation, or research, or transplantation or other thera-
peutic purposes, or other lawful purposes); and
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does not endanger the health and safety of members of
the public; and

generally does not involve the requirement or acceptance of
financial or other consideration.

Clause 4 gives an overview of the Act by explaining that, to help to
achieve its purpose, the Act-

• prohibits collection and use (including for secondary pur-
poses) of human tissue from bodies without appropriate con-
sent (as defined in clause 7); and

• prohibits collection of non-consumer human tissue for donor

analysis, carrying out donor analysis of non-consumer human
tissue, or both, without appropriate consent (as so defined);
and

• prohibits use for a secondary purpose, after the donor' s death,
and without appropriate consent (as so defined), of human
tissue from a living person; and

• imposes prohibitions and restrictions on the collection and
use of all human tissue; and

• provides for related matters; and
• repeals and replaces (with modified provisions)-

• the 1964 Act; and

• Part 3A (trading in human blood and controlled human
substance) of the Health Act 1956.

Clause 5 defines terms used in the Act. The terms defined include

anatomical examination, body, donor analysis, ethics commit-
tee, immediate family, inspector, national organ and tissue
donor register, non-consumer human tissue, other donor infor-

mation, school of anatomy, secondary purpose, therapeutic pro-
duet, and use.

Clause 6 defines and illustrates the term human tissue or tissue

which, subclause (1) provides, means material that-
• is, or is derived from, material collected from a living individ-

ual or from a body; and
• is or includes human cells; and

• is not excluded, for the purposes of some or all of the provi-
sions of this Act, by subclause (2) or (3).

Subclause (2) ensures that an in vitro human embryo or in vitro

human gamete is not human tissue for the purposes of any provi-
sion of the Act, and subclause (3) ensures cell lines derived from

human cells are human tissue for the purposes only of clauses 48

and 63, which relate to-
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• standards for collection and use of human tissue for non-

therapeutic purposes; and

• standards for export and import of human tissue.

Subclause (4) gives examples of human tissue.

Clause 7 defines appropriate consent and informed consent. Appro-

priate consent means the informed consent (if any) that the Act

requires for the relevant collection or use of human tissue. Informed

consent, in relation to any collection, or use, of human tissue, means
consent-

• to that kind of collection or use of the tissue (and so does not

include agreement in general terms, given by an applicant for,

or holder of, a driver licence, to be an organ donor); and

• given by an individual (a decision-maker) that the Act

recognises as a (or the) individual who is entitled to consent to
that kind of collection or use of the tissue; and

• given by the decision-maker freely, and after he or she has
received all information that a reasonable person, in the deci-

sion-maker' s circumstances, needs in order to give informed

consent (both of which matters are presumed, in the absence

of evidence to the contrary, under clause 44); and

• given, and not later revoked, in accordance with the Act.

Clause 8( 1) defines the responsible person, in relation to a body, as

"the person lawfully in possession of the body". Clause 8(2) ensures

that a person specified in column 1 of the table in Schedule 1 is the

person lawfully in possession of a body of the kind specified, oppo-

site the reference to that person, in column 2 of that table.

Under sections 3 and 5 of the 1964 Act, if specified conditions are

satisfied (which conditions may include the deceased having

requested that all or part of his or her body be used for the relevant

purposes), "the person lawfully in possession of the body" may
authorise use of all or part of the body for therapeutic purposes, for
medical education or research, or for anatomical examination.

The responsible person has no comparable role under this Act

(see clauses 28 to 34). However, under clause 42 he or she must, if

consulted by a person proposing to collect or use human tissue, help

that person to ascertain whether appropriate consent (as defined in
clause 7) has been given for the proposed collection or use of that
tissue.

Clause 9 provides that the Act will bind the Crown.
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Part 2

Human Tissue

Explanatory note

Subpart 1-Lawful collection and use of
all human tissue

Clause 10 states the purpose of the subpart, which is to give,
in clauses 11 to 17, examples of lawful collection or use of human
tissue, and to help to explain-

• requirements, in the Act and other enactments, for lawful
collection and use of human tissue; and

• how the Act relates to other enactments.

Clause 11 relates to collection or use by or on behalf of health
practitioners practising their profession of tissue that is-
• collected from a health consumer or disability services con-

sumer, or used after being so collected, and collected or used
in accordance with the Code of Health and Disability Services

Consumers' Rights prescribed by regulations made under
section 74(1) of the Health and Disability Commissioner Act
1994; or

• non-consumer human tissue collected or used with appropri-
ate consent (as defined in clause D; or

• collected lawfully from a living individual for a lawful pur-
pose and used, for a secondary purpose and after the donor' s
death, with appropriate consent (as so defined).

Clause 12 relates to collection or use by, or in accordance with the
instructions of, a medical practitioner, for the purposes of a lawful
post-mortem of a body, of tissue that is-
• collected from the body; and

• collected or used with appropriate consent (as defined in
clause 7).

Clause 13 relates to collection or use for therapeutic purposes or for
medical education or research of tissue that is-

• collected from a body by a qualified person (in accordance
with clause 50); and

• collected or used with appropriate consent (as defined in
clause 73.

Clause 14 relates to collection or use by or on behalf of a school of
anatomy, for the purposes of the study and practice, in accordance
with the Act, of the science of anatomy, of tissue that-
• is, or is collected from, a body; and
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• is collected or used with appropriate consent (as defined in
clause n.

Clause 15 relates to collection or use by or on behalf of the responsi-

ble person for the purposes of the burial, cremation, or other lawful
disposal of tissue that is, or is collected from, a body.

Clause 16(1 ) relates to use of existing holdings of human tissue of
educational, historical, or other cultural significance and, in particu-
lar, to use of human tissue if-

• done by or on behalf of a museum, educational or research
institution, or similar organisation; and

• done for preservation, education, research, testing (including
donor analysis), and public display, or for any of those pur-
poses, pending lawful disposition or lawful disposal; and

• on the repeal of the 1964 Act, that tissue had been collected
from living people or from bodies, and was being used for all
or any of those purposes by the organisation concerned.

Clause 16(2) gives examples of tissue of educational, historical, or

other cultural significance.

Clause 17 relates to use of human tissue done for a purpose that is
lawful in New Zealand if that tissue was-

• collected outside New Zealand; and

• imported in accordance with clause 63 (standards, etc, for

export and import of human tissue).

Clause 18 makes it clear that clauses 11 to 17 are subject to
clause 48 (under which collection or use of human tissue for non-

therapeutic purposes must comply with prescribed or approved

quality, safety, and other standards).

Clause 19 ensures that clauses 11 to 17 do not-

• limit or affect any other rule of law permitting, requiring, or
controlling collection or use of human tissue; or

• make unlawful any collection or use of human tissue if that

collection or use is lawful apart from the Act (for example, the

taking, analysis, retention, or disposal of a bodily sample

under the Criminal Investigations (Bodily Samples) Act
1995).

Subpart 2-Consent required for collection and use
(including for secondary purposes) of human tissue

from bodies

9
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Clause 20 prohibits collection or use of human tissue from bodies
for a purpose that is not a secondary purpose without appropriate
consent.

Clause 2 1 states kinds of collection or use of tissue to which clause

20 does not apply. (For example, no consent is required for collec-
tion or use of human tissue from bodies for the purposes of the

prevention, detection, investigation, prosecution, or punishment of
offences.)

Clause 22 prohibits use of human tissue from a body for a secondary

purpose without appropriate consent.

Clause 23 states kinds of use of tissue to which clause 22 does not

apply. (For example, no consent is required for testing or disposal of
tissue if that testing or disposal is necessary to avoid endangering the
health or safety of members of the public.)

Subpart 3-Consent required for donor analysis of all
non-consumer human tissue

Clause 24 prohibits collection of non-consumer human tissue for

donor analysis, carrying out donor analysis of non-consumer human

tissue, or both, without appropriate consent.

Non-consumer human tissue (as defined in clause 5) means human

tissue that is, or is derived from, human tissue that is collected from

a living individual, but is neither-

• collected from a consumer in the course of a health care

procedure; nor

• derived from human tissue collected in that way.

Consumers are health consumers or disability services consumers,

as defined in section 2(1) of the Health and Disability Commissioner

Act 1994. Health care procedure has the same meaning as in that

section of that Act (as amended by clause 88).

Donor analysis, as defined in clause 5, means analysis of human

tissue for the purpose of providing genetic or other information
about an actual or potential condition or trait of the individual from

whom, or from whose body, the tissue was collected.

Clause 25 states kinds of collection of non-consumer human tissue

for donor analysis, carrying out of donor analysis of non-consumer
human tissue, or both, to which clause 24 does not apply.
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Subpart 4-Consent required for use of human tissue
from living individuals for secondary purposes after

donors' deaths

Clause 26 prohibits use of tissue from a living individual-

• for a secondary purpose; and
• after the donor' s death; and

• without appropriate consent.

Clause 27 states kinds of use for a secondary purpose, after the
donor' s death, of human tissue from a living individual, to which
clause 26 does not apply.

Subpart 5-Informed consent required by this Act

Persons entitled to give consent for collection, use, and
secondary use of human tissue from bodies

Clauses 28 and 29 specify who may give consent for collection, use,
and secondary use of human tissue from bodies. The person or
persons entitled to give informed consent differ depending on the
purpose of the collection and use of the tissue.

For collection or use of human tissue from a body for a purpose or

secondary purpose that is not anatomical examination, public dis-
play, or both, the informed consent required is, under clause 28,

informed consent given-

• by the individual concerned, before his or her death; or
• if no consent can be given in that way, by that individual's

nominee or nominees, in accordance with clause 32; or

• if no consent can be given in either of those ways, by that
individual's immediate family (as defined in clause 53,

in accordance with clause 33; or

• if no consent can be given in either of those ways and if that
individual's immediate family declines to give consent,
by a senior available next of kin of that individual, in accor-
dance with clause 34.

By contrast, for collection or use of human tissue from a body for a
purpose or secondary purpose that is anatomical examination, public

display, or both, the informed consent required is, under clause 29,

informed consent given both-

• by the individual concerned, before his or her death or, if no

consent of that kind can be given, by that individual' s nomi-
nee or nominees, in accordance with clause 32; and
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by that individual's immediate family (as defined in clause 5),
in accordance with clause 33 or, if that immediate family
declines to give consent, by a senior available next of kin of
that individual, in accordance with clause 34.

Person entitled to give consent for donor analysis of non-
consumer human tissue, etc

Clause 30(1) provides that, for collection of non-consumer human
tissue for donor analysis, carrying out of donor analysis of non-

consumer human tissue, or both, the informed consent required is
informed consent given by the individual from whom the tissue
concerned was collected or derived. Clause 30(2) makes it clear that

his or her death does not affect the validity of the consent.

Person entitled to give consent for secondary use after
donor' s death of tissue from living individual

Clause 3 1 provides that, for use for a secondary purpose, after the
donor's death, of human tissue from a living individual, the
informed consent required is informed consent given-

• by that individual's immediate family, in accordance with
clause 33: or

• if that individual's immediate family declines to give consent,
by a senior available next of kin of that individual, in accor-
dance with clause 34.

Giving or making, and recording,
of consents, nominations, etc

Clause 32 enables an individual to nominate 1 or more nominees

who may, on that individual's behalf, after his or her death, and in
accordance with the Act, give consent to the collection and use of
human tissue from that individual's body.

Clause 33(1) requires the immediate family of a dead individual to
be treated for the purposes of the Act as declining to give informed
consent to the collection and use of human tissue collected from that

individual while living or from his or her body unless a majority of
members of that immediate family agrees with that collection and
use.

Clause 33(2) requires a majority of members of that family to be
treated for the purposes of the Act as agreeing with that collection
and use if a member of that family-
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• has taken all reasonably practicable steps to consult, with a

view to achieving general agreement on the matter, members

of that immediate family who represent all of the different
interests (if any) of that immediate family; and

• as a result of taking those steps, believes on reasonable
grounds that, if all members of that immediate family were

consulted personally, a majority of members of that immedi-
ate family would agree with, and give their informed consent

to, collection and use of that kind; and therefore

• gives informed consent of that kind on behalf of that immedi-

ate family in the form required by clause 38.

Clause 34( 1) enables a senior available next of kin of a dead individ-

ual to give consent to collection and use of human tissue collected

from that individual while living or from his or her body, but only if,
after the expiry of a reasonable period for that purpose, his or her

immediate family declines to give consent of that kind.

Senior available next of kin has different meanings depending on
whether the individual is 16 years old or older, or under 16 years of
age, at the time of death: clause 34(2) and Schedule 2.

Clause 35 relates to amendment, revocation, and revocation and

replacement of consent or a nomination.

Clause 36 relates to consent and nominations given or made by a
person on behalf of another person.

Clause 37(1) prevents an individual who is not capable (as defined
in clause 5) from giving, making, amending, or revoking consent or
a nomination. Clause 37(2) ensures that an individual who is under

16 years of age-

• may, if capable, give consent for collection of non-consumer
human tissue for donor analysis, carrying out of donor analy-
sis of non-consumer human tissue, or both; but

• cannot give, make, amend, or revoke any other consent or a

nomination for the purposes of the Act.

The capacity of an individual under 16 years of age to consent to
collection of non-consumer human tissue for donor analysis, carry-

ing out of donor analysis of non-consumer human tissue, or both,

can be assessed, when the consent is given or later, in the same way

as capacity is assessed for the Code of Health and Disability Ser-

vices Consumers' Rights. The assessment will take into account the
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individual's maturity and understanding. Other consents and nomi-
nations under the Act are, however, treated differently. This is

because assessments of the capacity of an individual under 16 years
of age to give or make them will more likely be made after, and so be
hindered by, the individual' s death.

Clause 38 specifies formal requirements for consent under the Act,
an amendment or revocation of consent under the Act, a nomination,

or an amendment or revocation of a nomination. They must each be
given or made either-

• in writing (with or without witnesses); or

• orally and in the presence of 2 or more witnesses present at
the same time.

Clause 39 ensures that consent or a nomination in writing may be
contained in a will as defined in the Wills Act 1837 (7 Will 4 and

I Vict, c 26), whether or not the will complies with the formal
requirements for a will in section 9 of that Act.

Clause 40 ensures that consent given in writing may, if it is consent
by a member of an immediate family on behalf of that family under
clause 33(2)(c), include details of the steps taken to consult required
by clause 33(2)(a), or the grounds for the belief required by clause
33(2)(b), or both.

Clause 41 provides that nothing in the Act prevents a consent,
nomination, amendment, or revocation, or other donor information,

from being recorded in the national organ and tissue donor register
(as defined in clause 53.

Ascertaining whether appropriate consent exists and
may be acted on

Clause 42(1 ) requires a person who proposes to collect or use human
tissue, before collecting or using the tissue, to take all reasonably
practicable steps to ascertain-

• what consent (if any) is required by the Act for the proposed
collection or use of that tissue; and

• whether any appropriate consent (as defined in clause 7)

exists and may be acted on.

If the tissue proposed to be collected or used is tissue from a body,
clause 42(2) states that those steps include, if and so far as they are
reasonably practicable,-

• consulting the responsible person; and
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• ascertaining whether appropriate consent is recorded in the

national organ and tissue donor register.

If consulted, the responsible person must under clause 42(3) take all

steps that are reasonable in the circumstances to help the person
proposing to collect or use tissue to comply with clause 42(1 ).

Clause 43 provides that an individual who is 16 years old or older

must be presumed to be capable (as defined in clause 5) of giving,

making, amending, or revoking consent or a nomination for the

purposes of the Act, unless there are reasonable grounds for believ-

ing otherwise.

Clause 44 ensures that consent given by an individual decision-

maker for the purposes of the Act is, in the absence of evidence to

the contrary, presumed to have been given freely, and after he or she

has received all information that a reasonable person, in the deci-

sion-maker' s circumstances, needs in order to give informed
consent.

Clause 45 provides authority to act on appropriate consent

(as defined in clause 7). Appropriate consent,-
• if given other than under clause 33 or 34, may be acted on

with no further authority than clause 45(1) (in particular, if
given by an individual, nominee, or nominees, in accordance
with clause 28(a) or (b),itis valid, and may be acted on, even

if it is disagreed with by the responsible person, or all or any

members of that individual's immediate family, or both:
clause 45(2)); but

• if given under clause 33 or 34, may be acted on with no

further authority than clause 45(3) only if the applicable

requirements in clause 46 or 47 have been satisfied.

Clause 46 prevents a person from acting on a consent (to collection

and use of tissue from the individual's body) given by a member of

the immediate family of a dead individual in accordance with clause

33(2)(c) unless, after all reasonably practicable inquiries in relation
to the individual have been made, it appears to the person that-

• the member has taken the steps to consult required by clause

33(2)(a): and

• the member has formed the belief, and that belief is based on

the reasonable grounds, required by clause 33(2)(b).

Clause 47 prevents a person from acting on a consent (to collection
and use of tissue from the individual's body) given by a senior
available next of kin of a dead individual in accordance with clause

15
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34 unless, after all reasonably practicable inquiries in relation to the
individual have been made, it appears to the person that there is no
overriding objection (which is an objection, to that collection or
use of the tissue, made by a person of the same class as, or of a
higher order of class than, the class in Part 1 or Part 2 of Schedule 2
of the senior available next of kin).

Subpart 6-Requirements, etc, for collection and use of
all human tissue

Collection and use of tissue for non-therapeutic purposes
Clause 48 requires a person collecting or using human tissue for
non-therapeutic purposes to comply with quality, safety, and other
standards prescribed or approved by regulations under clause 76.

Post-mortems

Clause 49 requires post-mortems to be performed by,
dance with the instructions of, a medical practitioner.

or in accor-

Collection of tissue from bodies for use for therapeutic
purposes or for medical education or research

Clause 50(1 ) prohibits a person who is not a qualified person
(as defined in clause 50(3 h from collecting human tissue from
bodies for therapeutic purposes or for medical education or research.
Clause 50(2) prohibits a qualified person from collecting tissue from
a body for use for all or any of those purposes unless satisfied, by
personal examination of the body, that life is extinct. A qualified
person is a person who is 1 or more of the following:

• a person who is, or is acting under the supervision of, a
medical practitioner collecting the tissue for the purposes of
the practice of his or her profession:

• a person authorised in writing as suitably qualified to collect
the tissue either for the purposes of the New Zealand Blood
Service or the New Zealand National Eye Bank, or authorised
by the Director-General by notice in the Gazette as suitably

qualified to collect the tissue for 1 or more specified purposes.

Anatomical examinations

Clause 51 requires anatomical examinations usually to be performed
at schools of anatomy.
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Clause 52 specifies exceptions to clause 32.

Decency to be observed, etc

Clause 53 specifies duties of a person performing post-mortems or
anatomical examinations, or collecting tissue from bodies.

Trading in blood, controlled human substances,
or other human tissue

Clauses 54 to 62 re-enact, with minor adjustments, Part 3A of the

Health Act 1956 (which Part is to be repealed by clause 91(2)).

Exportation and importation of human tissue

Clause 63 requires a person exporting or importing human tissue to

comply with requirements and quality, safety, and other standards

prescribed or approved by regulations under clause 77.

Part 3

Technical and miscellaneous provisions

Enforcement provisions

Clause 64 empowers an authorised person (as defined in clause 5)

who believes on reasonable grounds that there is a place (the place)

in which human tissue is collected or used, at any reasonable time, to

exercise any of the powers in clause 65 reasonably necessary to
ascertain whether-

• collection or use of human tissue at the place involves a
contravention of a section of the Act; or

• there is located at the place any thing that is or may be
evidence of a contravention of that kind.

Clause 66 prohibits entry of dwellinghouses by an authorised person

except with the consent of the occupier or with the authority of a
search warrant (in the form set out in Schedule 3) issued under

clause 66(2).

Clause 67 requires authorised persons, in certain situations, to iden-

tify themselves and produce search warrants being executed.

Clause 68 contains notice requirements relating to when a place is
entered, and when a thing is seized, under clause 65( 1 )(a) or (d).

Clause 69 relates to disposal of property seized.
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Offences and penalties

Clause 70 provides that a person who contravenes a section speci-
fied in column 1 of the table in Schedule 4-

• commits an offence; and

• is liable to imprisonment for a term not exceeding the period,
or a fine not exceeding the amount, specified opposite to that
section in column 3 of that table.

Clause 71 specifies the mental element (if any) required for offences
against clause 70.

Clause 72 provides for a defence, involving belief on reasonable
grounds that appropriate consent (as defined in clause 7) had been
given, to offences against clause 70 of collection, use, or analysis of
tissue without informed consent.

Clause 73 relates to the liability for certain offences of employers,
principals, and directors.

Clause 74 makes it an offence to obstruct an authorised person in the
exercise of powers under the Act, or to refuse or fail to comply with

lawful requirements of an authorised person under the Act.

Clause 75 provides that every offence against a section of the Act is
punishable on summary conviction.

Regulations and Orders in Council

Clause 76 enables regulations to be made prescribing or approving
standards for collection and use, for non-therapeutic purposes,
of human tissue.

Clause 77 enables regulations to be made for either or both of the
following purposes:

• prescribing requirements for exportation of human tissue,
importation of human tissue, or both:

• prescribing or approving standards for exportation of human
tissue, importation of human tissue, or both.

Clause 78 ensures regulations under clause 76 or 77 may incorpo-
rate standards by reference, in accordance with Schedule 5.

Clause 79 provides for orders authorising the establishment of
schools of anatomy.
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Inspectors of schools of anatomy

Clauses 80 to 85 relate to inspectors of schools of anatomy and to

the following matters:

• their appointment, term of office, and (if they are not mem-

bers of police) removal from office:

• directions made to them by the Director-General:

• their duty to report irregularities to the Director-General:
• their power to visit and inspect schools of anatomy.

Disclosure of health information to facilitate consideration
of use of tissue for transplantation

or other therapeutic purposes

Clause 86 permits health agencies to disclose, without authorisation
from that individual' s personal representative, health information
about an individual who has died. However, the disclosure cannot

occur unless the agency believes on reasonable grounds that it is not
desirable or not practicable to obtain that authorisation. The infor-
mation may include the fact of the individual's death, identifying
details of the individual, and identifying details and contact details
of members of the individual's family. The disclosure must be
to authorised tissue banks, and must be for the purposes of helping
them to ascertain-

• whether tissue of the individual, collected before death or

from his or her body, is or may be suitable for use for trans-
plantation or other therapeutic purposes; and

• whether any consent required by law for use for those pur-
poses of tissue of that kind has been, or may be, given.

Authorised tissue banks are tissue banks the Director-General has

by notice in the Gazette authorised for the purposes of clause 66, and

health agency, health information, and representative have the
meanings given to them by clause 3 of the Health Information
Privacy Code 1994 issued under the Privacy Act 1993.

Repeal of organ donor provisions in
driver licensing legislation

The following provisions are repealed because a new national organ

and tissue donor register is being established:

• a provision under which medical practitioners are entitled,
without payment of a fee, to organ donor information from
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the National Register of Driver Licences (clauses 87( 1 ) and

(5)); and

organ donor provisions in driver licensing legislation (clauses

87(2) to (4) and (6) and 88).

Amendment ensuring taking of tissue from live donor for
transplantation, etc, is health treatment

Clause 89 inserts in section 2(1) of the Health and Disability Com-
missioner Act 1994 a new definition of health treatment which, to

avoid doubt, makes it clear that the term includes treatment of a

person (A) that is, or is related to, the taking of human tissue from A

for all or any of the following purposes:

• transplantation, or for another therapeutic purpose, for the

benefit of 1 or more persons other than A:
• educational purposes or research purposes.

Consequential amendments and repeats

Clause 90 provides that the Acts listed in Schedule 6 are amended in

the manner indicated in that schedule.

Clause 91 repeals the 1964 Act and Part 3A (trading in human blood
and controlled human substance) of the Health Act 1956.

Savings and transitional provisions

Clauses 92 to 95 are savings and transitional provisions relating to
the following matters:

• notices under the Health Act 1956 that exempt a person or
persons or class of persons from compliance with prohibitions

in that Act relating to trading in, or charging for, blood or
controlled human substances:

• entities appointed under the Health Act 1956 to collect and
distribute blood and controlled human substances:

• schools of anatomy and inspectors of them:

• existing holdings of human tissue.

Tissue that has been collected, or is being used, immediately before
the repeal of the 1964 Act remains subject to that Act as if it had not
been repealed and, with 1 exception, is not subject to the new Act.

The exception is that collection, use, exportation, and importation of
those existing holdings of tissue must comply with all relevant
requirements and quality, safety, and other standards prescribed or
approved by regulations under clause 76 or 71.
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Regulatory impact and compliance cost statement

This is an edited version of the regulatory impact and compliance
cost statement. Some options have been omitted. However, a com-
plete and unedited version of the statement is available on the
Ministry of Health website: www.moh.govt.nz.

Statement of problem and need for action

At present, the human tissue regulatory framework spans a number
of Acts and regulations (for example, the Human Tissue Act 1964,

and Part 3A of the Health Act 1956, which covers trading and
collection of blood and controlled human substances). Individually,
many of these Acts and regulations are considered to be out of date

(for example, the Human Tissue Act dates from 1964), and collec-

tively they do not comprise a comprehensive or fully effective
framework. Increasingly, issues are raised that either fall outside the
scope of the current arrangements, or are subject to varying

interpretations.

In particular, the current provisions raise the following problems.

Informed consent

The informed consent requirements for use of tissue from deceased

people are unclear in the current legislation. Public concern has been

expressed in a number of areas of human tissue use, including organ

donation and the retention of tissue following post-mortem exami-
nations (for example, retention of children's hearts at the Greenlane

Heart Library).

Areas of particular concern include-

• the need for clarity around informed consent for the collection

and retention of tissue at a post-mortem examination:

• the role of family members in giving consent for tissue use

after a person has died and concerns about the lack of individ-

ual autonomy in this area:

• the use of "lack of objection" instead of "informed consent"

for the use of tissue from deceased persons in current legisla-
tion, which is not consistent with the Code of Health and

Disability Services Consumers' Rights:
• lack of clarity in relation to the donor status on the National

Register of Driver Licences-many people think the register
records consent when in fact it is an indication of wishes only.
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Some intensive care unit (ICU) staff never access the infor-

mation on the database, while others routinely use the
database to check for donor wishes.

Therapeutic use of tissue

Therapeutic use of tissue includes tissues and whole organs intended
for immediate transplantation (such as hearts, kidneys and lungs)
and banked tissues for transplantation at a later date (such as cornea,
bones, and skin).

Currently, the tissue-based therapeutic sector is largely self-regulat-
ing. Tissue banks and whole organs and tissues for immediate trans-
plantation operate under voluntary codes of practice. There is no
national standard applied to the testing of tissues and organs. The

lack of formal regulation of tissue-based therapies is unusual
internationally.

Non-therapeutic use of tissue

Non-therapeutic tissue use includes tissue used in research, educa-
tion, and audit. It also includes tissue collected during non-coronial

post-mortems. The sector is largely self-regulating and there is no
consistent standard applied across the different uses of tissue.

There are several areas of concern relating to non-therapeutic uses of
tissue including-

• consistency and clarity: with the exception of the 2 schools of
anatomy there is currently a lack of clarity around processes
for non-therapeutic uses of tissue. There is also a lack of
clarity around the use of tissue from stillborn children and
foetuses, stem cells, and cell lines:

• guidance on retention, storage, and disposal: there is public
concern around retention of tissue when the purpose for reten-
tion is unclear, such as the retention of Guthrie Cards (a type

of genetic screening where blood samples are taken from
newborn children for metabolic testing). There is also concern
around processes for the disposal of tissue, and those involved
in human tissue use would like guidance on these issues:

• professional and public confidence: professional groups have
indicated that the lack of a standard creates uncertainty that
they are meeting public expectations in using and retaining
tissue for research and education.
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Statement of public policy objectives

To ensure that New Zealand has robust, modern, and comprehensive
human tissue regulation that is consistent across the whole of the
human tissue regulatory regime.

Secondary objectives

To ensure the regulatory framework-

• appropriately promotes the cultural and spiritual needs of
New Zealanders and the public good associated with the use
of human tissue for therapeutic and non-therapeutic purposes:

• clarifies the consent process for clinicians and the public:
• addresses the safety of tissue for therapeutic and non-thera-

peutic use:

. is flexible enough to respond to advances in technology that
cannot be predicted at this stage:

. streamlines the legislation relating to human tissue:
• is comprehensive and easily understood by New Zealanders:

• promotes public confidence in the use and management of
human tissue for both therapeutic and non-therapeutic

purposes.

Additional objectives for management of tissue-based therapies

To ensure the regulatory framework-

• is consistent with the regulation of other therapeutic products,

such as prescription and non-prescription medicines, medical
devices, blood, and blood products:

. follows a risk-based approach to regulation and provides a
level of regulation that is commensurate with the level of risk
posed by a particular tissue-based therapeutic product:

• increases the degree of international harmonisation:
• has the ability to control the cost of monitoring and ensure

compliance.

Statement of options for achieving desired objectives and
statement of net benefit of this proposal

The key features of the status quo, the proposed options, and the
benefits and costs of the options are identified below under relevant
broad themes.
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1-Informed Consent

Who can give consent and mechanism for recording consent

Option 1: Status quo

Under the Human Tissue Act 1964, human tissue is not defined. The

Act defines a body as "a dead human body; but does not include the
body of a stillborn child" and the Act covers tissue taken from a
human body.

If the deceased recorded his or her wish to donate, then the person

lawfully in possession of the body may authorise the removal of
organs or tissue. If wishes are not known, organs or other tissue may
be removed if there is no objection from family. Family is defined as
the surviving spouse, surviving de facto partner of the same or
different sex, or any surviving relative of the deceased. Current
practice is that the family will be asked to consent to donation
whether wishes are known or unknown. If the deceased' s wishes are

unknown, a potential donor' s family will always be asked to agree to
their deceased family member's organs being donated. Consent in
regard to children is not addressed in the current legislation.

All drivers are required to indicate whether or not they would be
willing to donate organs in the event of their death. Information is

held on the National Register of Driver Licences. Registering a wish
to be a donor on a driver licence does not constitute informed

consent. It does, however, provide an indication of what a person's
wishes were.

The status quo does not meet the key objectives of a consent
framework.

Key dejinitions relevant to options 2 and 3

The following definitions are key features of options 2 and 3.

Human tissue would include whole bodies through to blood, cell
lines derived from tissue, stillborn children, aborted foetuses, and

foetal material. It excludes material covered under the Human

Assisted Reproductive Technology Act 2004. It also excludes
material shed by the body naturally, for example, hair and urine.

The legislation would only refer to the "immediate family" in rela-
tion to a dead person. The definition of immediate family would be
as follows:
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(a) means members of the dead person's family, whanau, or other

culturally recognised family group who-

(i) were in a close relationship with the person; or
(ii) in accordance with the customs or traditions of the

community of which the person was part, had responsi-
bility for the person's welfare and best interests; and

(b) to avoid doubt, includes a person whose relationship to the

dead person was, or was through, that of spouse or de facto
partner (whether the partner and dead person were of the same

sex or different sexes), child or stepchild, brother or step-

brother, sister or stepsister, parent or step-parent or guardian,
or grandparent.

It was proposed that the legislation would include reference to "the

person with lawful responsibility for the tissue". The person with

lawful responsibility for the tissue would be the chief executive, or
equivalent, of the particular institution (District Health Board

(DHB), funeral home, school of anatomy, etc), with the ability for
this responsibility to be delegated as appropriate. The new legisla-
tion would define and set out the role of the "person with lawful

responsibility for the body".

Prior to the removal, use, retention, and return or disposal of tissue

from a deceased child (under the age of 16 years), consent would be

required from a person with guardianship of the deceased child after
reasonable attempts had been made to consult with all other guardi-
ans of the child, consistent with the Care of Children Act 2004.

When a child dies and there is no guardian, then someone who is

immediate family may give consent to the removal, retention, use,

and disposal or return of the child' s body, organ(s), or tissue.

The definitions are comprehensive and would ensure that all uses of
tissue are captured under the proposed framework. They provide

greater clarity for the health and research sector in terms of the scope

of the legislation and the sector' s role and responsibilities in terms of
human tissue. The definition of family would recognise the com-

plexity of modern families. The definition of tissue would promote

public confidence by ensuring comprehensive coverage of the uses
of tissue. The proposals also promote public confidence in those
who manage human tissue by providing greater clarity around their

roles and responsibilities.
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Option 2: Consent of deceased to be primary consent

Under this option, the formally recorded consent of the deceased or
of a person nominated by the deceased to give consent on his or her

behalf (for example, an executor of the deceased' s will) would be
the primary consent. In practice, the family would be consulted, but
legally they could not override the wishes of the deceased. However,

if the immediate family believed their wishes should take prece-
dence over the known views of the deceased and it appeared that to
proceed with the donation would cause extreme distress, then it is

expected that the person with lawful responsibility for the body
would not proceed to authorise removal of the organs and tissues.

This is consistent with current practice.

Where the wishes of the deceased are unknown, the decision to

donate or not would fall to the immediate family. If the immediate

family is divided on whether to proceed, then it is expected that the
person with lawful responsibility for the body would not proceed
with removal of the organs and tissues. This is consistent with

current practice. The person with lawful responsibility for the tissue

must have taken "reasonable steps" or "made reasonable efforts"
(or words to this effect) to determine whether consent had been

given prior to removing tissue.

This option would require the establishment of a national consent
register, on which a yes or no to donation would be entered. A yes on
the consent register would allow donation to proceed. Similarly, a no

to donation would not allow donation to proceed. Any consent

register would need to be run by the health system, as Land Trans-

port New Zealand (Land Transport NZ) does not have the exper-
tise or resources to be able to ensure that consent to donation is

properly formed. If the preferred option is to establish a donor
consent register, the National Health Index/Medical Warning Sys-
tems should be used to record donor consent.

Costs and benefits to Government

Clarifying the consent framework for human tissue in relation to the

collection, use, retention, and disposal of tissue taken from deceased

people will enhance public confidence in the health system. This
option is consistent with a health consumer' s right to informed
consent as expressed in the Code of Health and Disability Services
Consumers' Rights, which would enhance understanding of the
system by the public and clinicians.
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There are practical difficulties in recording the deceased's consent
and in ensuring that consent was informed. This would require a
dedicated register, and an ongoing public education campaign for
the entire population, to work effectively.

There is no evidence from international literature that this type of

register improves the rate of donation. As the 2.9 million recorded
organ donor information entries on the National Register of Driver
Licences cannot be taken as informed consent, a consent register
would have to start from zero. There is a risk that donor rates may
drop in the short term as numbers on the register are likely to be low
initially and families may assume that the absence of an entry on the
register means that their family member did not wish to donate. It is
difficult to justify the cost of a consent register that targets all New
Zealanders given the small number of potential donors (only around
100 potential deceased donors each year). There is, therefore,

limited potential for a register to increase donation rates.

Costs and benefits to health and research sectors

This option would provide the sector with greater clarity around who
can give consent and when organs and tissue can be used. There may
be administrative costs, in terms of costs associated with aligning

organisational policies with the consent requirements under the new
legislation. There are also likely to be costs in printing new consent
forms and there may be additional costs in the record-keeping and

staff-training requirements.

Costs and benefits to society

This option would promote the cultural and spiritual needs of New
Zealanders and the public good associated with the use of human
tissue for therapeutic and non-therapeutic purposes. For example, a
new definition of family recognises the complexity of contemporary
families, M5ori whanau, hapO, and iwi relationships, and the rela-
tionships within other cultures such as Pacific peoples. The propos-
als would also provide clarity in regard to who can give consent (the
role of the family) and how consent must be recorded.

Option 3: Deceased's wishes important consideration

Under this option, discussion about donation with the family must
give important consideration to the deceased' s wishes, where
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known. However, the decision to donate would stay with the imme-
diate family. The Human Tissue Act 1964 would be repealed and
replaced with new legislation. In the rare situation where the family
has a fundamental opposition to following the known wishes of the
deceased, the wishes of the family would prevail.

Requirements for consent and for recording consent

Option 1: Status quo

The Human Tissue Act 1964 focuses largely on the activities of
schools of anatomy and what they are permitted to do. The person
lawfully in charge of the body may authorise the body of a deceased
person to be used for anatomical examination if a lack of objection
can be established and if there is no reason to believe that the

surviving spouse or any surviving relative of the deceased person
objected. Consent is either given in writing or orally in the presence
of at least 2 witnesses. Similarly, the person lawfully in charge of the
body must establish a lack of objection before removing tissue for
therapeutic purposes or for the purpose of education or research.
Currently, hospitals and schools of anatomy formally record consent
to tissue donation and maintain a record of this consent. Indicative

wishes in relation to organ donation (rather than consent) are
recorded on the National Register of Driver Licences. Some ICU
specialists refer to this in their discussion with families about dona-
tion, while others do not because of concerns about the validity and
currency of the data. Schools of anatomy require consent from both
the deceased and the family, and this is generally in writing.

Option 2: Preferred option

The removal, retention, and use of any human tissue from a
deceased person would require informed consent. Consent would
need to include information on-

• retrieval or collection; and

• all proposed uses (including education, research, commercial
use, export); and

• retention; and

• return or disposal.

The consent framework would be consistent across all uses of tissue,

including therapeutic uses (transplantation) and non-therapeutic
uses (for example, education and research). It is proposed that the
legislation recognise some limited circumstances where the public
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good associated with the use of tissue outweighs the requirement for
consent. These circumstances are research that has received the

approval of an ethics committee or. for professionally recognised
quality assurance programmes, external audit, or evaluation activi-
ties aimed at improving the quality of services. This would be in line
with the exceptions to consent in the Code of Health and Disability
Services Consumers' Rights. The consent framework established in
legislation would not cover the retrieval, use, retention, or disposal
of tissue where this is covered by the Coroners Act 1988 or where it
is undertaken for criminal justice purposes, including for the pur-
poses of crime prevention, or criminal investigation or prosecution.

Anatomical examination and public display would require formally
recorded consent from both the individual and his or her immediate

family, that is, consent must be given in writing or orally in the
presence of 2 witnesses. Organs, body parts, and other tissue would
require formally recorded consent from the individual or their fam-
ily, that is, consent must be given in writing or orally in the presence
of 2 witnesses.

Costs and benefits to Government

Clarifying the consent framework for human tissue in relation to
what requires consent and how the consent is to be recorded will
enhance public confidence in the health system by making the
requirements explicit and transparent in legislation. For example,
greater clarity around the requirements for recording consent would
reduce the likelihood of a Greenlane Heart Library (retention of
children' s hearts without consent) occurring again.

Costs and benefits to health and research sectors

This option would provide the sectors with greater clarity around
what requires consent and how that consent should be recorded. As
identified in the Business Compliance Cost Statement, this might
result in increased administrative costs if consent forms have to be

changed.

Costs and benefits to society

This option would make the requirements for what requires consent
explicit and transparent.
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2-Therapeutic use of tissue

Option 1: Status quo

Currently, the safety of whole organs for transplantation is covered
by the Guidelines for Organ and Tissue Donation. These Guidelines

have no legal status. The Guidelines cover the criteria used to
identify a potential donor, and the criteria that exclude a potential
donor (for example, fungal or viral infections, or HIV).

Tissue banking providers currently operate under voluntary codes of
practice and standards. Most agencies in New Zealand, from

national organisations to local hospitals, appear to have adapted or
followed the American Association of Tissue Banks (AATB)
standard.

Maintaining the status quo does not meet the policy objectives for
the management of tissue-based therapies.

Option 2: Regulating tissue-based therapies under

Australia-New Zealand joint regulatory scheme (preferred option)

Therapeutic uses of human tissue are proposed to be regulated under
the Joint Therapeutic Products Agency (Joint Agency). Regulation
of other therapeutic products, such as medicines, medical devices,
complementary and alternative medicines, and some aspects of
blood are to be regulated under the Joint Agency. The joint regula-

tory scheme would operate on a full cost-recovery basis. Under the

proposed scheme, New Zealand will have an equal say at the Mims-
terial level on the Ministerial Council, which oversees the scheme

and appoints members to the expert advisory committees. New
Zealand officials will ensure that there are appropriate New Zealand
experts on any expert advisory committees established by the Joint

Agency, including interim committees. In addition, the risks of
change will be addressed via the change management process for
moving to the Joint Agency environment, and the process to estab-
lish and apply the rules that the Joint Agency will operate under.

Tissue-based therapies would be regulated under a risk-based sys-
tem where the level of regulatory control of a therapeutic product is
based on the relative safety of the product and the seriousness of the
condition for which it would be used. The auditing and licensing of

tissue banking services and high-risk tissue-based therapies are
essential public health activities that will ensure safety requirements
are met.
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All tissue-based therapeutic products, including whole organs and
cell-based therapies, would be regulated under the joint regulatory

scheme. Such products would be subject to compliance with mini-
mum national standards relating to good tissue practice. Tissue-
based therapeutic products would be classified according to risk,
with the level of regulation commensurate with the risk posed. Three

classes of therapeutic products would be established (Class 1 being
the lowest risk, and Class 3 being the highest). Implementation of
this option would be over a 3 to 5 year period.

Costs and benefits to Government

New Zealand will have robust and modern regulation of therapeutic
uses of tissue to ensure therapies are as safe as possible. The auditing
and licensing of tissue banking services and high-risk tissue-based
therapies are essential public health activities that will ensure safety
requirements are met. There would be consistency with the regula-
tion of other therapeutic products (such as medicines, medical
devices, and blood). Efficiency gains would be achieved from
developing a joint framework with Australia rather than New
Zealand having to cover all the areas of expertise and knowledge. As
fees would be approved by the Ministerial Council under the Joint
Agency, not by independent contracted auditors under the Health
and Disability Services (Safety) Act 2001, this would allow greater
control over the cost of monitoring and compliance.

Costs and benefits to tissue-based therapeutic products sector

The preferred approach to regulation of the therapeutic sector would
provide greater certainty to providers around the level of assurance
and monitoring expected by Government and the public. Consistent
standard definitions and quality management across the sector
would assist in the transfer of tissues between banks.

Formally regulating tissue-based therapies would create new costs
for providers. Costs would be incurred regardless of who the regula-
tor is. The costs would reflect the size of the organisation and the
level of risk ascribed to the functions being undertaken. However,
until the code of Good Manufacturing Practice (cGMP) and any
other relevant standards are finalised it is not possible to accurately
estimate the costs to the sector of meeting the required standards.

There will also be costs associated with an application for a licence
and audit for providers of all banked tissue (for example, blood,
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skin, and corneas) and providers of high-risk tissue-based therapies
(such as tissue combined with non-tissue, and cell-based gene
therapy),

The financial risks associated with the transition to formal regulation
will be addressed via the change management process for moving to
the Joint Agency environment and the process to establish and apply
the rules that the Joint Agency will operate under.

Costs and benefits to society

The preferred option would provide greater public confidence in the
management and safety of tissue-based products.

3-Non-therapeutic use of tissue and blood

Development of standard

Option 1: Status quo

While organisations may have their own internal policies surround-
ing oversight and management of non-therapeutic tissue use, there is
no legislation or national policy to give guidance. Maintaining the
status quo would not meet the public policy objectives.

Option 2: Standard in legislation (preferred option)

Under this option, the new Human Tissue legislation would require
a standard for the non-therapeutic use of tissue to be approved by the
Minister of Health. This would be provided for via a regulation-
making power in the legislation. In addition, the standard would

include requirements for ethical approval of research using human
tissue. The standard would be a minimum standard covering the
collection, use, retention, and disposal or return of all human tissue
for non-therapeutic purposes. The Director-General of Health would
be given the power to enforce the standard.

Additional provisions for schools of anatomy

Option 1: Status quo

Under the Human Tissue Act 1964, the Governor-General in Coun-

cil authorises the establishment of schools of anatomy. That autho-
rity may be revoked at any time. In addition, the Minister may from
time to time appoint 1 or more members of the police as inspectors
of any school of anatomy and they must make a quarterly return to
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the Minister of all bodies which have been removed for anatomical

examination, including the name and age of the persons concerned.

The Minister also issues licences to practise anatomy to any medical

practitioner employed to teach in a school of anatomy.

Option 2: Schools covered by new Human Tissue legislation

(preferred option)

Schools of anatomy would be covered by the proposed non-thera-

peutic tissue and blood standard. In addition, this option would-

• retain authorisation of schools of anatomy by the Governor-
General in Council:

• remove the requirement for licensed anatomists:

• include a smaller inspection role for a person authorised by

the Director-General of Health to carry out this role, who may

be a member of the police or another person deemed appropri-
ate by the Director-General of Health. This person would

report any irregularities to the Director-General of Health

rather than mandatory reporting of all bodies removed for
anatomical examination as currently happens:

• prohibit anatomical tissue from being held on premises that
are not authorised schools of anatomy unless the tissue has

come from an authorised school of anatomy and has been

authorised in writing by the person with lawful responsibility

for the tissue in that school of anatomy.

Export and import of tissue

Option 1: Status quo

The export and import of human tissue is largely unregulated in New

Zealand. This does not meet the public policy objectives of promot-

ing public confidence in the management of tissue and promoting

the cultural and spiritual needs of New Zealanders.

Option 2: preferred option

The export and import of tissue would continue to be permitted for

quality assurance, peer review, diagnostic, and transplantation pur-

poses where adequate safety levels could be assured. However, more

comprehensive oversight of the import and export of human tissue is
proposed. Requirements in relation to the export and import of

human tissue would be implemented using a code of practice but the
new Human Tissue legislation would include a regulation-making
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power that enables the prescribing of standards and requirements on
the export and import of human tissue, if this is considered neces-
sary. The Ministry of Health would enforce this on an exceptions
basis.

Sale and purchase of human tissue

Option 1: Status quo

Current New Zealand law prohibits the sale and purchase of some
human tissue:

• the Health Act 1956 prohibits trade in blood and blood pro-
ducts and requires the New Zealand Blood Service (NZBS) to

recognise the gift status of blood, although it does allow the
Minister of Health to authorise the sale and purchase of blood
and blood products under special circumstances:

• the Human Assisted Reproductive Technology Act 2004 pro-
hibits the sale and purchase of gametes and embryos,
although it allows some cost recovery for those involved in

surrogacy arrangements:

• other tissue, such as organs for transplantation, cannot be sold
or purchased as a matter of common law.

Option 2: preferred option

The sale and purchase of tissue (including blood) from both living
and deceased people would be prohibited but with provision for
exemptions where desirable (that is, where it is in the public interest

to allow the sale or purchase of tissue).

It is anticipated that the exemptions provision would be used to
authorise entities such as the NZBS, DHBs, and private hospitals to
purchase tissue, if necessary, for the purposes of audit, diagnosis, or
treatment, or to receive payment to cover expenses incurred in the

collection, transport, or processing of tissue. Researchers may also
seek authorisation to purchase tissue from entities or imported cell
lines for research purposes under this provision. The Government' s
current policy of allowing welfare assistance for living donors
would not be affected by this provision. These proposals are consis-
tent with current practice.
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Costs and benefits Of preferred options for non-therapeutic use
of tissue

Government

Costs would be met within existing Vote: Health baseline funding
for the development of a standard for the non-therapeutic use of
tissue (estimated at $80,000 (GST exclusive)) and the development
of a code of practice on the export and import of tissue (costs
unknown). The proposals for non-therapeutic use of tissues would
promote public confidence in the oversight and management of the
non-therapeutic use of tissue. There would be a cost to the Ministry
of Health in enforcing a standard.

Health and research sectors

A minimum standard will provide guidance and clarity on the man-
agement of tissue for non-therapeutic purposes. The research institu-
tions, universities, and DHBs consulted indicated that a high-level
standard would be consistent with current practice and that the
majority of costs are likely to be administrative. The business com-
pliance costs are detailed in the Business Compliance Cost State-
ment. Feedback indicated that standards and guidelines on the man-
agement of tissue, export and import of tissue, and sale and purchase
of tissue will increase professional confidence by providing clarity
and consistency and allowing for monitoring and transparency of the
processes around tissue use.

Society

The preferred option for regulation of non-therapeutic uses of tissue
will provide donors and their families with greater confidence in
those undertaking research, non-coronial post-mortems, and educa-
tion on human tissue and in the safety of therapeutic uses of tissue. It
will meet the expectations of New Zealanders that tissue-related
matters are well managed.

Business compliance cost statement

The main compliance costs of research institutions (Crown Research
Institutes, universities, and private research institutes) are likely to
be the administrative costs of meeting the requirements in new
legislation. Some institutions may need to improve their record-
keeping systems in order to meet the requirements for formally
recorded consent. They may also need to undertake some staff

35



36 Human Tissue Explanatory note

training around the new requirements, particularly in the standard
for the non-therapeutic use of tissue. The extent of the costs cannot
be quantified at this stage, as they will depend on the exact require-
ments for the proposed standard, which has yet to be developed. It

will also depend on whether and to what extent the affected parties'
current practices are aligned with the proposed standards. There are
9 Crown Research Institutes, 5 to 6 universities, and 2 to 3 private
research institutes that are likely to use human tissue for research
purposes.

Funeral homes will be covered by the requirement to obtain formally
recorded consent before collecting or using human tissue. The main
compliance costs of funeral homes are likely to be the administrative
costs of meeting the requirements for formally recorded consent in
new legislation. Funeral homes may need to improve their record-

keeping systems in order to meet the requirements for formally
recorded consent. They may also need to undertake some staff
training around the new requirements. There are 180 funeral homes
in New Zealand.

The Ministry of Health will provide guidance on the implementation
and interpretation of the legislation and, in particular, guidance on
what is expected in terms of the information to be provided about
organ and tissue donation before consent can be recognised as
informed consent. This may include providing model examples of
consent forms.

Consultation

In March 2004, the Ministry published a discussion document on the
Human Tissue Review. This discussion document formed the basis

of public consultation, including a series of public meetings and hui
that were undertaken in May to August 2004. In many cases, the
Ministry was proactive in contacting interested parties and inform-
ing them that late submissions would be accepted. All late submis-
sions were included for the purposes of the Ministry's submissions
analysis. The Ministry received 125 submissions from a range of

health professionals, researchers, organ donation advocacy groups,
health sector organisations, consumer groups, Maori organisations,
religious groups, and interested individuals.

In late September 2004, a summary of submissions was publicly
released, with copies posted to submitters, the Health Select Com-
mittee, members of the media, and other interested parties.
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Concerns that emerged from the public consultation have been
addressed in the proposals.

Government agencies and Crown entities

New Zealand Blood Service

Ministry of Consumer Affairs

Ministry for Culture and Heritage

New Zealand Defence Force

Ministry of Economic Development

Office of the Health and Disability Commissioner

Ministry of Justice

Land Transport NZ

Ministry of Pacific Island Affairs

New Zealand Police

Department of the Prime Minister and Cabinet

Office of the Privacy Commissioner

Ministry of Research, Science and Technology

Office of Disability Issues, Ministry of Social Development

Te Puni Kokiri

Ministry of Transport

Treasury

Office of Disability Issues, Ministry of Women's Affairs
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Cl 1 Human Tissue

1 Title

This Act is the Human Tissue Act 2006.

2 Commencement

( 1 ) Sections 87(1) and (5) (which repeal a provision under which
medical practitioners are entitled, without payment of a fee, to 5
organ donor information from the National Register of Driver
Licences) come into force on a date to be appointed by the

Governor-General by Order in Council.

(2) Sections 87(2) to (4) and (6) and 88 and the heading above section
87 (which repeal organ donor provisions in driver licensing 10
legislation) come into force on a date to be appointed by the
Governor-General by Order in Council.

(3) The date appointed under subsection (2) may be the same as, or
later than, the date appointed under subsection (1), and it may be
appointed by the order that appoints the date appointed under 15
subsection (1), or by another later order (for example, one
appointing a date under subsection (4)).

(4) The rest of this Act comes into force on a date to be appointed
by the Governor-General by Order in Council.

Part 1 20

General provisions

3 Purpose of this Act

The purpose of this Act is to help to ensure that collection and
use of human tissue-

(a) occurs only with proper recognition of, and respect 25
for,-

(i) the autonomy and dignity of the individual from
whom, or from whose body, the tissue is col-
lected; and

(ii) the cultural and spiritual needs of the family of, 30
and of others who were in a close relationship to,
an individual who has died; and

(iii) the cultural, ethical, and spiritual implications of
the collection and use of human tissue; and

(iv) the public good associated with collection and 35
use of human tissue (whether for medical educa-

tion, investigation, or research, or transplantation
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(b)

(C)

Human Tissue Part 1 el 5

or other therapeutic purposes, or other lawful

purposes); and

does not endanger the health and safety of members of

the public; and

generally does not involve the requirement or accept- 5
ance of financial or other consideration.

4 Overview of this Act

To help to achieve its purpose, this Act-
(a) prohibits collection and use (including for secondary

purposes) of human tissue from bodies without appro- 10

priate consent (as defined in section 7); and

(b) prohibits collection of non-consumer human tissue for
donor analysis, carrying out donor analysis of non-

consumer human tissue, or both, without appropriate
consent (as so defined); and 15

(c) prohibits use for a secondary purpose, after the donor' s

death, and without appropriate consent (as so defined),

of human tissue from a living person; and
(d) imposes certain prohibitions and restrictions on collec-

tion and use of all human tissue; and 20

(e) provides for related matters: and

(f) repeals and replaces (with modified provisions)-
(i) the Human Tissue Act 1964; and

(ii) Part 3A (trading in human blood and controlled
human substance) of the Health Act 1956. 25

Interpretation

In this Act, unless the context otherwise requires,-

anatomical examination means examination of a body, or

any part of a body, for the purpose of the study and practice of
the science of anatomy 30

appropriate consent has the meaning given to it by section 7

authorised person means a person who is not the Director-
General but is authorised in writing by the Director-General to
enter and inspect premises for the purposes of this Act

body means- 35

(a) a dead human body; or
(b) the body of a still-born child or other dead foetus

7
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capable, in relation to an individual and a decision whether to

give, make, amend, or revoke consent or a nomination for the

purposes of this Act, means that the individual has the
capacity to-

(a) understand the nature, and foresee the consequences, of 5
the decision; and

(b) communicate the decision

collect, in relation to human tissue, means to remove or take

that tissue from a living individual or from a body

collection and use includes either collection or use 10

collection or use includes both collection and use

consumer means a health consumer or a disability services
consumer, as those terms are defined in section 2( 1) of the

Health and Disability Commissioner Act 1994

dead foetus has the meaning given to it by section 2 of the 15
Births, Deaths, and Marriages Registration Act 1995

Director-General-

(a) means the chief executive under the State Sector Act

1988 of the Ministry of Health; and
(b) in relation to a power or function delegated by that chief 20

executive, includes a person to whom that chief execu-

tive has delegated that power or function

donor analysis, in relation to human tissue, means analysis
for the purpose of providing information (including genetic
information) about an actual or potential condition or trait of 25
the individual from whom, or from whose body, the tissue was
collected

embryo includes a zygote, and a cell or group of cells that has
the capacity to develop into an individual

ethics committee means an ethics committee- 30

(a) established by, or appointed under, an enactment; or
(b) approved by the Director-General

exportation has the same meaning as in section 2( 1) of the
Customs and Excise Act 1996

gamete means- 35

(a) an egg or a sperm, whether mature or not; or
(b) any other cell (whether naturally occurring or artifi-

cially formed or modified) that-
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(i) contains only 1 copy of all or most chromosomes;
and

(ii) is capable of being used for reproductive
purposes

head, in relation to a school of anatomy, means the person 5
who is, or who is authorised to represent the body that is,
responsible for the operation of the school

health care procedure has the meaning given to it by section
2(1) of the Health and Disability Commissioner Act 1994

health practitioner has the meaning given to it by section 10
5(1) of the Health Practitioners Competence Assurance Act
2003

human tissue or tissue has the meaning given to it by section 6

immediate family, in relation to a dead individual,-

(a) means members of the individual's family, whanau, or 15

other culturally recognised family group, who-

(i) were in a close relationship with the individual;
or

(ii) had, in accordance with customs or traditions of

the community of which the individual was part, 20

responsibility for the individual' s welfare and
best interests; and

(b) to avoid doubt, includes a person whose relationship to

the dead individual was, or was through, 1 or more

relationships that are, that or those of- 25

(i) spouse, civil union partner, or de facto partner of
the individual:

(ii) child, parent, guardian, grandparent, brother, or
sister of the individual:

(iii) stepchild, step-parent, stepbrother, or stepsister 30
of the individual

importation has the same meaning as in section 2(1) of the
Customs and Excise Act 1996

in vitro, in relation to an embryo or gamete, means an embryo
or gamete that is outside a living organism 35

informed consent has the meaning given to it by section 7

inspector, in relation to a school of anatomy, means a person
appointed under section 80 to be an inspector of that school of
anatorny

9



Part 1 cl 5

10

Human Tissue

medical practitioner means a health practitioner who is, or is

deemed to be, registered with the Medical Council of New

Zealand continued by section 114(1)(a) of the Health Practi-
tioners Competence Assurance Act 2003

Minister means the Minister of Health 5

national organ and tissue donor register means any register
maintained in any medium by or on behalf of the Crown for

recording the following:

(a) consents or nominations given or made for the purposes
of this Act; and 10

(b) amendments to, or revocations Of, those consents or

nominations; and

(c) other donor information

nomination means a nomination under section 32

nominee means a person nominated under section 32 15

non-consumer human tissue means human tissue that is, or

is derived from, human tissue that is collected from a living
individual, but is neither-

(a) collected from a consumer in the course of a health care

procedure; nor 20

(b) derived from human tissue collected in that way

other donor information includes-

(a) a request by a person that his or her body or any speci-

fied part of his or her body be used after his or her death
for therapeutic purposes or for purposes of medical 25
education or research; and

(b) information indicating an applicant for, or holder of, a
driver licence has agreed in general terms to be an organ
donor

post-mortem means a post-mortem examination 30

responsible person has the meaning given to it by section 8

school of anatomy means a school of anatomy whose estab-

lishment is authorised by an order that is, or must be treated as
if it were, made under section 79

secondary purpose, in relation to collection or use of human 35

tissue, means that the collection or use is for a purpose not

covered by consent given, and not later revoked, in accor-
dance with this Act
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senior available next of kin has the meaning given to it by
section 34

still-born child has the meaning given to it by section 2 of the

Births, Deaths, and Marriages Registration Act 1995

therapeutic product includes- 5

(a) a medicine or related product as those terms are defined
in section 2(1) of the Medicines Act 1981; and

(b) a controlled drug as defined in section 2(1) of the Mis-

use of Drugs Act 1975

use, in relation to any human tissue,- 10
(a) includes the performance of a post-mortem involving

that tissue, research using that tissue, and public or
other display, testing (including donor analysis), stor-
age, and disposal, of that tissue; and

(b) in particular, includes use of that tissue in the develop- 15
ment, making or preparation, and testing of therapeutic
products; and

(c) includes, if that tissue is non-consumer human tissue,

and except as provided in paragraph (d), the use of that
tissue in the carrying out of a health care procedure; but 20

(d) does not include use of that tissue insofar as it is, or is

part of, a therapeutic product; and
(e) does not include the importation or the exportation of

that tissue.

6 Human tissue defined and illustrated 25

( 1) Human tissue or tissue means material that-

(a) is, or is derived from, material collected from a living

individual or from a body; and
(b) is or includes human cells; and

(c) is not excluded, for the purposes of some or all of the 30
provisions of this Act, by subsection (2) or (3).

(2) An in vitro human embryo or in vitro human gamete is not
human tissue for the purposes of any provision of this Act.

(3) Cell lines derived from human cells are human tissue for the

purposes of the following sections, but not for the purposes of 35
any other provisions of this Act:
(a) sections 48 and 76 (which relate to standards for collec-

tion and use of human tissue for non-therapeutic

purposes):

11
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(1)

(2)
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(b) sections 63 and 77 (which relate to standards, etc, for

export and import of human tissue).

(4) Examples of human tissue therefore include the following:
(a) all or any part of a body:

(b) whole human organs (for example, hearts, kidneys, liv- 5
ers, and lungs) or parts of them (for example, heart
valves):

(c) human stem cells or other human cells (for example,
stem cells obtained from human embryos):

(d) human blood: 10

(e) human bone marrow:

(f) human eyes:
(g) human hair, nails, and skin:

(h) human lung washouts:

(i) human mucus, sputum, or urine. 15

Appropriate consent and informed consent defined
Appropriate consent, in relation to any collection or use of

human tissue, means the informed consent (i f any) required by
this Act for that collection or use of tissue.

Informed consent, in relation to any collection, or use, 20
of human tissue, means consent-

(a) to that kind of collection or use of the tissue (and so

does not include agreement in general terms, given by

an applicant for, or holder of, a driver licence, to be an
organ donor); and 25

(b) given by an individual (a decision-maker) that this Act
recognises as an (or the) individual who is entitled to
consent to that kind of collection or use of the tissue;
and

(c) given by the decision-maker freely, and after he or she 30

has received all information that a reasonable person, in
the decision-maker' s circumstances, needs in order to

give informed consent (both of which matters are pre-
sumed, in the absence of evidence to the contrary, under
section 44); and 35

(d) given, and not later revoked, in accordance with this
Act.
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8 Responsible person defined and illustrated

(1) Responsible person, in relation to a body, means the person

lawfully in possession of the body.

(2) For the purposes of subsection (1), the person specified in col-

umn 1 of the table in Schedule 1 is the person lawfully in 5
possession of a body of the kind specified, opposite the refer-
ence to that person, in column 2 of that table.

(3) Subsection (2) does not limit the rights, powers, or duties of
any person entitled under any rule of law to the possession of a
body. 10

(4) Possession includes the exercise of a right to custody.

Compare: 1964 No 19 s 2(2)

9 Act binds the Crown

This Act binds the Crown.

Part 2

Human tissue

Subpart 1 -Lawful collection and use of
all human tissue

10 Purpose of this subpart

The purpose of this subpart is to give examples, in sections 11 20
to 17, of lawful collection and use of human tissue, and to

help to explain-

(a) requirements, in this Act and other enactments, for law-
ful collection and use of human tissue; and

(b) how this Act relates to those other enactments. 25

Compare: 1964 No 19 ss 3(3), (7), 7(2)

11 Tissue collected from living people by or on behalf of

health practitioners practising their professions

Collection or use of human tissue is lawful if done by or on

behalf of a health practitioner for the purposes of the practice 30
of his or her profession (whether in a hospital or other clinical

setting, or in an educational, investigative, or research setting)
and that tissue is-

(a) collected from a health consumer or disability services
consumer, or used after being so collected, and col- 35
lected or used in accordance with the Code of Health

13

15
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(1)

(2)

(3)

13

14

(b)

(C)

Human Tissue

and Disability Services Consumers' Rights prescribed
by regulations made under section 74(1) of the Health
and Disability Commissioner Act 1994; or
non-consumer human tissue collected or used with

appropriate consent (as defined in section 7); or 5
collected lawfully from a living individual for a lawful
purpose and used, for a secondary purpose and after the
donor' s death, with appropriate consent (as so defined).

Tissue collected from bodies by or on behalf of medical

practitioners performing post-mortems of those bodies 10
Collection or use of human tissue is lawful if done by, or in
accordance with the instructions of, a medical practitioner for

the purposes of a lawful post-mortem of a body and that tissue
is-

(a) collected from the body; and 15

(b) collected or used with appropriate consent (as defined
in section 7).

A lawful post-mortem of a body is one-
(a) performed in accordance with section 49; and
(b) whose performance is authorised or required by law. 20

Post-mortems of the kind referred to in subsection (2)(b) include
those that one of the following competent legal authorities

has, under one of the following enactments, directed or
ordered be performed:
(a) a coroner acting under section 7 of the Coroners Act 25

1988; and

(b) the High Court acting under section 39 of the Coroners
Act 1988; and

(c) the Director-General of Health acting under section 78
of the Health Act 1956. 30

Tissue collected from bodies for therapeutic purposes or
for medical education or research

Collection or use of human tissue is lawful if done for thera-

peutic purposes or for medical education or research and that
tissue is- 35

(a) collected from a body by a qualified person (in accor-
dance with section 50); and

(b) collected or used with appropriate consent (as defined
in section 7).
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14 Use of bodies, etc, for study and practice of anatomy
Collection or use of human tissue is lawful if done by or on
behalf of a school of anatomy for the purposes of the study
and practice, in accordance with this Act, of the science of

anatomy and that tissue is- 5
(a) a body, or tissue collected from a body; and

(b) collected or used with appropriate consent (as defined
in section 7).

15 Lawful disposal of body, etc, by responsible person

Collection or use of human tissue is lawful if done by or on 10
behalf of the responsible person for the purposes of the burial,
cremation, or other lawful disposal of the tissue concerned
and that tissue is, or is collected from, a body.

16 Use of existing holdings of tissue of educational,
historical, or other cultural significance 15

(1) Use of human tissue is lawful if-

(a) done by or on behalf of a museum, educational or
research institution, or similar organisation; and

(b) done for preservation, education, research, testing

(including donor analysis), and public display, or for 20
any of those purposes, pending lawful disposition or
lawful disposal; and

(c) on the repeal of the Human Tissue Act 1964, that tissue
had been collected from living people or from bodies,
and was being used for all or any of those purposes by 25
the organisation concerned.

(2) Examples of tissue of that kind include ancient human
remains, ancient tattooed dried human heads (toi moko or

moko mokai), ancient artefacts (for example, fiutes) made
from human bone, and human tissue on or in military 30
uniforms, or military equipment, of historical interest.

17 Use of tissue collected outside New Zealand

Use of human tissue is lawful if done for a purpose that is
lawful under, or apart from, this Act, and that tissue was-

(a) collected outside New Zealand; and 35

(b) imported in accordance with section 63 (standards, etc,

for export and import of human tissue).

15
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18 Collection or use for non-therapeutic purposes must
comply with prescribed or approved standards
Sections 11 to 17 are subject to section 48 (under which collec-
tion or use of human tissue for non-therapeutic purposes must
comply with prescribed or approved quality, safety, and other 5
standards).

19 Other lawful collection or use not affected by subpart
Sections 11 to 17 do not-

(a) limit or affect any other rule of law permitting, requir-
ing, or controlling collection or use of human tissue; or 10

(b) make unlawful any collection or use of human tissue if
that collection or use is lawful apart from this Act
(for example, the taking, analysis, retention, or disposal
of a bodily sample under the Criminal Investigations
(Bodily Samples) Act 1995). 15

Compare: 1964 No 19 ss 3(3), (7), 7(2)

Subpart 2-Consent required for collection and use
(including for secondary purposes) of human tissue

from bodies

20 Collection and use of human tissue from bodies without 20

appropriate consent prohibited
(1) No person may collect or use human tissue from bodies for a

purpose that is not a secondary purpose without appropriate
consent.

(2) This section is subject to section 21. 25

21 Exceptions to section 20

Section 20 does not apply to collection or use of human tissue
from bodies-

(a) for the purposes of the prevention, detection, investiga-
tion, prosecution, or punishment of offences; or 30

(b) for the purposes of a post-mortem of a body that one of

the following competent legal authorities has, under
one of the following enactments, directed or ordered be
performed:

(i) a coroner acting under section 7 of the Coroners 35
Act 1988; and
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(ii) the High Court acting under section 39 of the
Coroners Act 1988; and

(iii) the Director-General of Health acting under
section 78 of the Health Act 1956; or

(c) if that collection or use is, or is for the purposes of, the 5

testing or disposal of the tissue because-
(i) that testing or disposal is necessary to avoid

endangering the health or safety of members of
the public; or

(ii) all reasonable attempts have been made, but have 10
failed, to return the tissue to a family member or

other person to whom the tissue would otherwise
be returned for disposal.

22 Use of human tissue from bodies for secondary purpose

without appropriate consent prohibited 15

(1) No person may use human tissue from a body for a secondary

purpose without appropriate consent.

(2) This section is subject to section 23.

23 Exceptions to section 22

Section 22 does not apply to use of human tissue from 20
bodies-

(a) for the purposes of the prevention, detection, investiga-

tion, prosecution, or punishment of offences; or

(b) for the purposes of a post-mortem of a body that one of

the following competent legal authorities has, under 25

one of the following enactments, directed or ordered be

performed:

(i) a coroner acting under section 7 of the Coroners
Act 1988; and

(ii) the High Court acting under section 39 of the 30
Coroners Act 1988; and

(iii) the Director-General of Health acting under
section 78 of the Health Act 1956; or

(c) for the purposes of research that has received the

approval of an ethics committee (even though the ethics 35
committee knew that informed consent had not been,

and would not be, obtained for the research); or

17
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(d) for the purposes of 1 or more of the following activities,
being activities that are each undertaken to assure or
improve the quality of services:
(i) a professionally recognised quality assurance

programrne: 5
(ii) an external audit of services:
(iii) an external evaluation of services; or

(e) if that use is, or is for the purposes of, the testing or
disposal of the tissue because-

(i) that testing or disposal is necessary to avoid 10
endangering the health or safety of members of
the public; or

(ii) all reasonable attempts have been made, but have
failed, to return the tissue to a family member or
other person to whom the tissue would otherwise 15
be returned for disposal.

Subpart 3-Consent required for donor analysis, etc, of
all non-consumer human tissue

24 Donor analysis of non-consumer human tissue, etc,
without appropriate consent prohibited 20

(1) No person may collect non-consumer human tissue for donor
analysis, carry out donor analysis of non-consumer human
tissue, or both, without appropriate consent.

(2) This section is subject to section 25.

25 Exceptions to section 24 25
Section 24 does not apply to collection of non-consumer
human tissue for donor analysis, carrying out of donor analy-
sis of non-consumer human tissue, or both,-

(a) for the purposes of the prevention, detection, investiga-
tion, prosecution, or punishment of offences; or 30

(b) for the purposes of implementing a direction or order of
a court or tribunal; or

(c) for the purposes of providing, for the medical benefit of
another person or a child conceived but not born, infor-
mation about the individual from whom the tissue was 35

collected or derived, if-

(i) it is not reasonably practicable to find him or her
or, if he or she has died, a personal representative
or family member of that individual; and
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(ii) all reasonable efforts have been made to ascertain

whether that individual objected to the tissue

being used for those purposes, and he or she
appears not to have done so; or

(d) for the purposes of research that has received the 5
approval of an ethics committee (even though the ethics
committee knew that informed consent had not been,

and would not be, obtained for the research); or

(e) for the purposes of 1 or more of the following activities,
being activities that are each undertaken to assure or 10
improve the quality of services:
(i) a professionally recognised quality assurance

programme:

(ii) an external audit of services:

(iii) an external evaluation of services; or 15

(f) if that use is, or is for the purposes of, the testing or

disposal of the tissue because-

(i) that testing or disposal is necessary to avoid

endangering the health or safety of members of

the public; or 20

(ii) all reasonable attempts have been made, but have
failed, to return the tissue to the person or persons
to whom the tissue would otherwise be returned

for disposal.

Subpart 4-Consent required for use of human tissue 25
from living individuals for secondary purposes after

donors' deaths

26 Use of tissue from living individual for secondary

purpose after donor's death without appropriate consent

prohibited 30

(1) No person may use for a secondary purpose, after the donor' s

death, and without appropriate consent, human tissue from a

living individual.

(2) This section is subject to section 27.

27 Exceptions to section 26 35

Section 26 does not apply to use for a secondary purpose, after
the donor' s death, of human tissue from a living individual-
(a) for the purposes of the prevention, detection, investiga-

tion, prosecution, or punishment of offences; or

19
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for the purposes of a post-mortem examination of a
body that one of the following competent legal authori-

ties has, under one of the following enactments,
directed or ordered be performed:

(i) a coroner acting under section 7 of the Coroners 5
Act 1988; and

(ii) the High Court acting under section 39 of the
Coroners Act 1988; and

(iii) the Director-General of Health acting under
section 78 of the Health Act 1956; or 10

for the purposes of research that has received the
approval of an ethics committee (even though the ethics
committee knew that informed consent had not been,

and would not be, obtained for the research); or

for the purposes of 1 or more of the following activities, 15
being activities that are each undertaken to assure or
improve the quality of services:
(i) a professionally recognised quality assurance

programrne:

(ii) an external audit of services: 20
(iii) an external evaluation of services:

if that use is, or is for the purposes of, the testing or
disposal of the tissue because-

(i) that testing or disposal is necessary to avoid
endangering the health or safety of members of 25
the public; or

(ii) all reasonable attempts have been made, but have
failed, to return the tissue to the person or persons
to whom the tissue would otherwise be returned

for disposal. 30

Subpart 5-Informed consent required by this Act

Persons entitled to give informed consent for collection, use,
and secondary use of human tissue from bodies

28 Who may consent to collection, use, and secondary use
for general purposes 35
For collection or use of human tissue from a body for a
purpose or secondary purpose that is not anatomical examina-
tion, public display, or both, the informed consent required is
informed consent given-
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(a) by the individual from whose body the tissue concerned
is collected, before his or her death; or

(b) if no consent can be given under parag,aph (a), by that
individual's nominee or nominees, in accordance with

section 32; or 5

(c) if no consent can be given under paragraphs (a) and (b), by
that individual's immediate family, in accordance with
section 33; or

(d) if no consent can be given under paragraphs (a) and (b) and
if that individual's immediate family declines to give 10
consent, by a senior available next of kin of that indi-
vidual, in accordance with section 34.

Compare: Human Tissue Act 1983 (New South Wales) s 23: Human Tissue Act
2004 (UK) ss 2, 3. 54(9): Transplantation and Anatomy Act 1978 (Australian
Capital Territory) ss 27, 28 15

29 Who may consent to collection, use, and secondary use
for anatomical examination, public display, or both
For collection or use of human tissue from a body for a
purpose or secondary purpose that is anatomical examination,

public display, or both, the informed consent required is 20
informed consent given both-
(a) by the individual from whose body the tissue concerned

is collected, before his or her death or, if no consent of

that kind can be given, by that individual' s nominee or
nominees, in accordance with section 32; and 25

(b) by that individual's immediate family, in accordance

with section 33 or, if that immediate family declines to

give consent, by a senior available next of kin of that
individual, in accordance with section 34.

Compare: Human Tissue Act 1983 (New South Wales) s 23; Human Tissue Act 30
2004 (UK) ss 2,3.54(9): Transplantation and Anatomy Act 1978 (Australian
Capital Territory) ss 27,28

Person entitled to give consent for donor analysis of non-
consumer human tissue, etc

Individual concerned may consent 35
For collection of non-consumer human tissue for donor analy-
sis, carrying out of donor analysis of non-consumer human
tissue, or both, the informed consent required is informed

consent given by the individual from whom the tissue con-
cerned was collected or derived. 40

21
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His or her death does not affect the validity of the consent.

Persons entitled to give consent for secondary use after
donor's death of tissue from living individual

Who may consent to secondary use

For use for a secondary purpose, after the donor' s death, of 5
human tissue from a living individual, the informed consent
required is informed consent given-

(a) by that individual's immediate family, in accordance
with section 33; or

(b) if that individual' s immediate family declines to give 10
consent, by a senior available next of kin of that indi-
vidual, in accordance with section 34.

Giving or making, and recording, of
consents, nominations, etc

Making of nominations, and consent by nominees 15

An individual may for the purposes of section 28(b) or 29(a)
nominate a person as the nominee, or as one of the nominees,
who may (alone or with others), on that individual' s behalf,
after his or her death, and in accordance with this Act, give
consent to collection and use of human tissue from that indi- 20

vidual's body.

A nomination of 2 or more nominees, or that results in 2 or

more nominees, must be treated as requiring consent from all

nominees unless the nomination clearly authorises some only
of those nominees to give, independently from the other or the 25
rest of them, consent on behalf of the individual concerned.

A nomination must be disregarded for the purposes of this Act
if no one is able to give consent under it.

A nominee must be treated as declining to give consent if it is
not practicable, within the time available before any consent 30
given must be acted on, to ascertain whether he or she gives
that consent.

Compare: Human Tissue Act 2004 (UK) ss 3(4), (6). (7)

Consent by immediate family
The immediate family of a dead individual must be treated for 35

the purposes of this Act as declining to give informed consent
to collection and use of human tissue collected from that
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individual while living or from his or her body unless a major-
ity of members of that immediate family agrees with that
collection and use.

(2) A majority of members of that immediate family must be
treated for the purposes of this Act as agreeing with that 5
collection and use if a member of that immediate family-
(a) has taken all reasonably practicable steps to consult,

with a view to achieving general agreement on the
matter, members of that immediate family who

represent all of the different interests (if any) of that 10

immediate family; and

(b) as a result of taking those steps, believes on reasonable

grounds that, if all members of that immediate family

were consulted personally, a majority of members of

that immediate family would agree with, and give their 15
informed consent to, that collection and use; and
therefore

(c) gives informed consent of that kind on behalf of that

immediate family in the form required by section 38.

34 Consent by senior available next of kin 20

(1) If the immediate family of an individual, after his or her death

and the expiry of a period within which it is reasonable for that

consent to be given in accordance with section 33, declines to

give consent to collection and use of human tissue collected

from that individual while living or from his or her body, a 25
senior available next of kin of the individual may, on that

individual's behalf, and in accordance with this Act, give
consent of that kind.

(2) A senior available next of kin of a dead individual means a

person specified in- 30

(a) Part 1 of Schedule 2, if the individual was 16 years old or
older when he or she died; and

(b) Part 2 of Schedule 2, if the individual was under 16 years

of age when he or she died.

35 Amendment or revocation of consent, nomination, etc 35

Consent or a nomination given or made for the purposes of
this Act may be amended, revoked, or revoked and replaced in

the same way as it may be given or made.

23
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Consent, nomination, etc, on behalf of another
This section applies to an individual who is, or who would be

if he or she were capable, recognised by this Act as a (or the)
person who is entitled to give consent to collection and use of
certain human tissue. 5

Consent for the purposes of this Act in respect of an individual

to whom this section applies may be given, amended, or
revoked by any person who is, under the general law, entitled
to consent on that individual's behalf.

A nomination in respect of an individual may be made, 10
amended, or revoked by any person who is, under the general
law, entitled to consent on that individual's behalf.

Capacity to give or make consent, nomination, etc

An individual who is not capable (as defined in section 5)
cannot give, make, amend, or revoke consent or a nomination 15
for the purposes of this Act.

An individual who is under 16 years of age-

(a) may, subject to subsection (1), give consent for collection
of non-consumer human tissue for donor analysis, car-

rying out of donor analysis of non-consumer human 20
tissue, or both; but

(b) cannot give, make, amend, or revoke any other consent
or a nomination for the purposes of this Act.

Compare: 1988 No 4 s 5; SR 1996/78 r 2, Schedule, right 7(2)

Form of consent, nomination, etc 25
Consent under this Act, an amendment or revocation of con-

sent under this Act, a nomination, or an amendment or revoca-

tion of a nomination must be given or made either-
(a) in writing (with or without witnesses); or

(b) orally and in the presence of 2 or more witnesses pre- 30
sent at the same time.

Written consent, etc, may be in will

The writing referred to in section 38(a) may be contained in a
person's will if the relevant consent or nomination, or amend-
ment or revocation of a consent or nomination, relates to 35

tissue that is, or is from, that person's body.
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(2) For the purposes of this section, will has the same meaning as
in, and it does not matter whether a will complies with
section 9 of, the Wills Act 1837 (7 Will 4 and I Vict, c 26).

Compare: Human Tissue Act 2004 (UK) s 3(5)(c)

40 Written consent on behalf of immediate family may 5
include details of consultation within that family

Consent given in writing, under section 38(a), may, if it is
consent by a member of an immediate family on behalf of that
family under section 33(2)(c), include details of the steps taken
to consult required by section 33(2)(a), or the grounds for the 10
belief required by section 33(2)(b), or both.

41 Consents, nominations, etc, may be recorded in national
organ and tissue donor register
Nothing in this Act prevents a consent, nomination, amend-
ment, or revocation given or made in accordance with section 15

38, or other donor information, from being recorded in the
national organ and tissue donor register.

Ascertaining whether appropriate consent exists and
may be acted on

42 Person proposing to collector use tissue must ascertain 20
whether appropriate consent exists and may be acted on

(1) A person who proposes to collect or use human tissue must,
before collecting or using the tissue, take all reasonably prac-
ticable steps to ascertain-

(a) what consent (if any) is required by this Act for the 25

proposed collection or use of that tissue; and
(b) whether any appropriate consent (as defined in section 7)

exists and may be acted on.

(2) If the tissue proposed to be collected or used is tissue from a

body, the steps required by subsection (1) include, if and so far 30

as they are reasonably practicable,-
(a) consulting the responsible person; and
(b) ascertaining whether appropriate consent is recorded in

the national organ and tissue donor register.

(3) If consulted under subsection (2)(a), the responsible person must 35
take all reasonably practicable steps to help a person who

25
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proposes to collect or use human tissue to comply with
subsection (1).

Persons 16 years old or older presumed to be capable

An individual who is 16 years old or older must be presumed

to be capable (as defined in section 5) of giving, making, 5

amending, or revoking consent or a nomination for the pur-

poses of this Act, unless there are reasonable grounds for
believing otherwise.

Compare: 1988 No 4 s 5; SR 1996/78 r 2, Schedule, right 7(2)

Consent given presumed to be free and informed 10

This section applies to consent given by an individual (a deci-

sion-maker) that this Act recognises as a (or the) individual
who is entitled to consent to a kind of collection or use of

human tissue.

The consent is presumed, in the absence of evidence to the 15

contrary, to have been given by the decision-maker freely, and
after he or she has received all information that a reasonable

person, in the decision-maker's circumstances, needs in order

to give informed consent.

Authority to act on appropriate consent 20

Appropriate consent (as defined in section 7) given other than

under section 33 or 34 may be acted on with no further authority
than this subsection.

In particular, appropriate consent (as so defined) given by an
individual, nominee, or nominees, in accordance with section 25

28(a) or (b), is valid, and may be acted on, even if it is dis-

agreed with by the responsible person, or all or any members
of that individual' s immediate family, or both.

Appropriate consent (as so defined) given under section 33 or 34

may be acted on with no further authority than this subsection 30

only if the following requirements (if applicable) have been
satisfied:

(a) the requirement to comply with section 46 before acting
on consent given under section 33 on behalf of the imme-

diate family: 35

(b) the requirement to comply with section 47 before acting
on consent given under section 34 by a senior available
next of kin.
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46 Restriction on acting on consent given under section 33

on behalf of immediate family

A person must not act on a consent (to collection and use of

tissue from the individual's body) given by a member of the
immediate family of a dead individual in accordance with 5
section 33(2)(c) unless, after all reasonably practicable inquiries
in relation to the individual have been made, it appears to the
person that-

(a) the member has taken the steps to consult required by
section 33(2)(a); and 10

(b) the member has formed the belief, and that belief is

based on the reasonable grounds, required by
section 33(2)(b).

47 Restriction on acting on consent given under section 34
by senior available next of kin 15

(1) A person must not act on a consent (to collection and use of
tissue from the individual's body) given by a senior available
next of kin of a dead individual in accordance with section 34

unless, after all reasonably practicable inquiries in relation to
the individual have been made, it appears to the person that 20
there is no overriding objection.

(2) An overriding objection is an objection, to that collection or
use of the tissue, made by a person of the same class as, or of a
higher order of class than, the class in Part 1 or Part 2 of Sched-
ule 2 of the senior available next of kin. 25

(3) This section does not limit the duties under section 42 of a

person who proposes to collect or use human tissue.

Subpart 6-Requirements, etc, for collection and use of
all human tissue

Collection and use of tissue for non-therapeutic purposes 30

48 Standards for collection and use of human tissue for

non-therapeutic purposes

(1) A person collecting or using human tissue for non-therapeutic
purposes must comply with all relevant quality, safety, and
other standards prescribed or approved by regulations under 35
section 76.

(2) This section applies even if the collection or use of the tissue
is required, permitted, or otherwise controlled by law.

27
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Post-mortems

49 Post-mortems must be performed by, or in accordance
with instructions of, medical practitioners

(1) Every post-mortem must be performed by, or in accordance
with the instructions of, a medical practitioner. 5

(2) A medical practitioner does not contravene subsection (1)
merely by acting under a direction or order of-
(a) a coroner acting under section 7 of the Coroners Act

1988; or

(b) the High Court acting under section 39 of the Coroners 10
Act 1988; or

(c) the Director-General of Health acting under section 78
of the Health Act 1956.

Compare: 1964 No 19 s 4(2)

Collection of tissue from bodies for use for therapeutic 15
purposes or for medical education or research

50 Collection only by qualified person after examination
(1) A person who is not a qualified person must not collect human

tissue from a body for use for therapeutic purposes or for
medical education or research. 20

(2) A qualified person must not collect human tissue from a body
for use for all or any of those purposes unless satisfied, by
personal examination of the body, that life is extinct.

(3) Qualified person, in relation to the collection of human tissue
from a body for use for therapeutic purposes or for medical 25
education or research, means a person who is 1 or more of the
following:
(a) a person who is, or is acting under the supervision of, a

medical practitioner collecting the tissue for the pur-
poses of the practice of his or her profession: 30

(b) a person authorised in writing by or on behalf of the
New Zealand Blood Service, the New Zealand National

Eye Bank, or a body that is a successor to that Service
or Bank, as suitably qualified to collect tissue of that
kind for the purposes of that Service, Bank, or successor 35
body:
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(c) a person who the Director-General has, by notice in the
Gazette. authorised as suitably qualified to collect tissue
of that kind for 1 or more specified purposes.

Compare: 1964 No 19 s 3(4)

Anatomical examinations 5

51 Anatomical examinations must usually be performed at
schools of anatomy

(1) A person must not perform an anatomical examination, or

receive, possess, store, or otherwise use a body for anatomical
examination, at a place that is not a school of anatomy. 10

(2) This section is subject to section 52.

Compare: 1964 No 19 s 7(2)

52 Anatomical examinations outside schools of anatomy

(1) All or a part of a body may be removed by or on behalf of a
person to a place outside a school of anatomy for the purpose 15
of practising anatomy, and the body or part may be received,
possessed, stored, and otherwise used at that place for that
purpose by or on behalf of the person, if the person-
(a) is authorised by a school of anatomy to practise anat-

omy at that school; and 20
(b) has an inspector' s written permission, and written per-

mission from the school's head, to do so; and

(c) takes all reasonable steps to ensure compliance with all
terms and conditions (if any) that the inspector, and the
school' s head, thought fit to impose in giving their 25
written permission for that purpose.

(2) Practise anatomy means to teach the science of anatomy by

performing an anatomical examination.

Compare: 1964 No 19 s 7(3)

Decency to be observed, etc 30

53 Duties of those performing post-mortems or anatomical
examinations, or collecting tissue from bodies

A person who performs a post-mortem or anatomical exami-
nation, or collects tissue from a body, under this Act, must-
(a) do so in a manner that avoids unnecessary mutilation of 35

the body that is being examined, or from which the
collection is being effected; and

29
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(b) conduct the examination or collection in an orderly,
quiet, and decent manner.

Compare: 1964 No 19 s 11

Trading in blood, controlled human substances,
or other human tissue 5

54 Interpretation

In sections 55 to 62, unless the context otherwise requires,-

appointed entity means an entity appointed under section 60

blood means human blood; and-

(a) includes the following: 10

(i) a substance derived from blood:

(ii) a human organ, or human bone marrow, or
human tissue, including the placenta, of a kind
that is suitable as a source from which to derive a

constituent of blood that may be used therapeuti- 15
cally or in the preparation of a substance for
therapeutic use:

(iii) a constituent of an organ, bone marrow, or tissue
described in subparagraph (ii):

(iv) human haematopoietic stem cells, or a constitu- 20
ent of human haematopoietic stem cells, that may
be used therapeutically or in the preparation of a

substance for therapeutic use; but
(b) does not include the following:

(i) any substance derived from blood, a human 25

organ, human bone marrow, human tissue, or

human haematopoietic stem cells that is intended
for use in quality control or as a diagnostic
product:

(ii) any substance containing a fraction of blood, a 30
human organ, human bone marrow, human tis-
sue, or human haematopoietic stem cells that the
Governor-General by Order in Council declares
not to be blood for the purposes of sections 55 to 62

controlled human substance- 35

(a) means-

(i) human bone marrow (other than human bone

marrow referred to in paragraph (a)(ii) of the defini-

tion of the term "blood" in this section) that may
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be used therapeutically or in the preparation of a
substance for therapeutic use; or

(ii) a constituent of human bone marrow described in

subparagraph (i); or

(iii) any other substance of the human body that may 5
be used therapeutically or in the preparation of a
substance for therapeutic use and that the
Governor-General by Order in Council declares
to be included in this definition; but

(b) does not include- 10

(i) a product derived from any controlled human
substance that is intended for use in quality con-
trol or as a diagnostic product: or

(ii) a substance containing a fraction of any con-
trolled human substance that the Governor- 15

General by Order in Council declares not to be a
controlled human substance for the purposes of
sections 55 to 62.

Compare: 1956 No 65 s 92A

55 Trading in human tissue generally prohibited 20

(1) No person may, except under an exemption under section 58,
require or accept financial or other consideration for-
(a) human tissue (for example, blood, or a controlled

human substance) of that person; or
(b) human tissue from a body in relation to which that 25

person is the responsible person.

(2) No person may, except under an exemption under section 58,
provide financial or other consideration for collection or use
of-

(a) human tissue of that person; or 30
(b) human tissue from a body in relation to which that

person is the responsible person.

Compare: 1956 No 65 s 928(1), (2)

56 Collection of blood or controlled human substance

(1) No person may collect blood or any controlled human sub- 35
stance from a person, or from the body of a person, for the
purpose of obtaining that blood or that substance for adminis-

tration to another person.

(2) Subsection (1) does not apply to-
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(a) an appointed entity that is authorised to collect blood
and controlled human substances from persons; or

(b) an employee or agent of an appointed entity who is
authorised by the entity to collect blood or controlled
human substances on behalf of the entity, if the entity 5
has the power to authorise employees or agents to do so.

For the purposes of subsection (2), an appointed entity is
authorised to collect blood and controlled human substances,

and has the power to authorise employees and agents of the
entity to do so, unless the notice by which the entity is 10
appointed provides otherwise.

Every appointed entity described in subsection (2)(a) and every
employee or agent described in subsection (2)(b) who collects
blood or any controlled human substance must give due
recognition to the fact that the blood or controlled human 15
,substance has been donated.

Every appointed entity described in subsection (2)(a) who col-

lects blood or any controlled human substance may require or
accept in respect of that blood or that substance financial
consideration whose value does not exceed the reasonable 20

costs to the entity of all or any of collecting, analysing, and
processing that blood or that substance.

Those costs may include transport costs, compliance or regu-
latory costs, and other administration costs.

Subsection (5) is subject to section 57. 25

Compare: 1956 No 65 s 92C(1), (3)-(5)

Charging for administered blood or controlled human
substance

A person (A) who administers blood or any controlled human
substance to another person (B) must not, except under an 30

exemption under section 58, require or accept financial or other
consideration from or on behalf of B for that blood or that

substance.

Compare: 1956 No 65 s 92D(1)

Exemptions 35

The Minister may, in his or her discretion, on any terms and
conditions he or she thinks fit, and by notice in writing,
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exempt a person or persons or a class of persons from compli-
ance with any or all of the provisions of-

(a) section 55 (trading in human tissue generally

prohibited):
(b) section 57 (charging for administered blood or con- 5

trolled human substance).

The Minister may in the same manner vary or revoke an

exemption of that kind.

After giving a notice under this section, the Minister must-
(a) publish a copy in the Gazette as soon as practicable; and 10

(b) present a copy to the House of Representatives no later

than its 16th sitting day after the day on which the

notice was given.

Compare: 1956 No 65 s 92E

Advertising prohibited 15

No person may distribute an advertisement relating to the

purchase or sale in New Zealand of human tissue (for exam-

ple, of blood or a controlled human substance).

For the purposes of subsection (1), distribute means-

(a) to publish or otherwise disseminate, by newspaper, 20

magazine, periodical, book, billboard, radio, television,

cinematograph film, or any other means whatever (for

example, by the Internet); or

(b) to exhibit to public view in any premises or place; or

(c) to deposit in any area, yard, garden, or enclosure com- 25

prising part of or appurtenant to any premises.

Compare: 1956 No 65 s 92F(1). (2)

Appointed entities to collect and distribute blood and
controlled human substances

The Minister may from time to time, by notice in writing, 30

appoint 1 or more entities to be responsible for the perform-

ance of any functions in relation to blood and controlled

human substances specified in the notice.

An appointment under subsection (1) may be subject to terms

and conditions specified in the notice appointing the 35
appointee.

The Minister may from time to time, by notice in writing,
revoke, vary, or add to any of the following:

33
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(a) the functions for which an appointee is responsible:

(b) the terms or conditions of the appointment.

(4) The Minister may, at any time, by notice in writing, revoke an
appointment under subsection (1)

(5) A notice given under this section takes effect on the date 5
specified for the purpose in the notice or, if no date is specified
for that purpose, on the day after the date on which it is issued.

(6) An appointed entity that performs, in accordance with a notice

given under this section, a function in relation to blood or a

controlled human substance, is entitled to do anything, or 10

refrain from doing anything, that is necessary or desirable for

the purpose of performing that function, unless a notice given

under this section provides otherwise.

(7) After giving a notice under any of subsections (1), (3)(a), or (4),

the Minister must, as soon as practicable, publish in the 15

Gazette, and present to the House of Representatives, a copy
of that notice.

Compare: 1956 No 65 s 92H

61 Exemption from Part 2 of Commerce Act 1986

Nothing in Part 2 of the Commerce Act 1986 applies to- 20

(a) a contract, arrangement, understanding, or covenant in
relation to blood or controlled human substances that-

(i) at the time it is entered into is, or is of a class that

is, approved for the purposes of this section by

the Governor-General by Order in Council; or 25

(ii) is entered into by a person who (at the time it is
entered into) is, or is of a class that is, approved
for the purposes of this section by the Governor-
General by Order in Council; or

(b) an act done to give effect to a provision of a contract, 30

arrangement, understanding, or covenant to which para-

graph (a) applies.

Compare: 1956 No 65 s 92I

Protection of appointed entities

Section 129 of the Health Act 1956 applies to any appointed 35
entity, and to any employee or agent of an appointed entity,

who, in pursuance or intended pursuance of a provision in a
notice given under section 60 (appointed entities to collect and
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distribute blood and controlled human substances), does an

act, or fails or refuses to do an act, in relation to blood or a

controlled human substance.

(2) For the purpose of applying section 129 of the Health Act
1956 in accordance with subsection (1), a provision in a notice 5
given under section 60 (appointed entities to collect and dis-
tribute blood and controlled human substances) must be
treated as a provision of the Health Act 1956.

Compare: 1956 No 65 s 92J

Exportation and importation of human tissue 10

63 Standards, etc, for export and import of human tissue

A person exporting or importing human tissue must comply
with all relevant requirements and quality, safety, and other
standards prescribed or approved by regulations under section
77. 15

Part 3

Technical and miscellaneous provisions

Enforcement provisions

64 Matters to be ascertained by authorised persons

An authorised person who believes on reasonable grounds 20

that there is a place (the place) in which human tissue is

collected or used may, at any reasonable time, exercise any of
the powers in section 65 reasonably necessary to ascertain
whether-

(a) collection or use of human tissue at the place involves a 25
contravention of a section of this Act; or

(b) there is located at the place any thing that is or may be
evidence of a contravention of that kind.

Compare: 2004 No 92 s 67

Powers of authorised persons 30

The powers referred to in section 64, in relation to any place,
are the powers to-

(a) enter the place:

(b) inspect-

(i) any equipment or device believed on reasonable 35
grounds to be used in the place in relation to
collection or use of human tissue:

35
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(ii) any document or record (whether in electronic or
other form) in the place and that is believed on
reasonable grounds to relate to any collection or
use of human tissue:

(c) take or make copies of, or copies of extracts from, any 5
document or record inspected and, for that purpose,-
(i) take possession of and remove the document or

record from the place for any reasonable period:
(ii) in the case of a document or information stored

otherwise than on paper, take any reasonable 10
steps to reproduce, in usable form, any or all of
the information in it:

(d) search for and seize-

(i) any equipment or device referred to in paragraph
15

(ii) any human tissue:
(iii) any document or record (whether in electronic or

other form) in the place and that is believed on
reasonable grounds to relate to any collection or
use of human tissue: 20

(e) use any force for gaining entry to the place and for
breaking open any article or thing that is in the place,
being force that is reasonable in the circumstances and
applied in a manner that is calculated to avoid adverse

effects on any human tissue: 25

(f) take photographs, and make drawings, or other repre-
sentations, of any item that may be seized under para-
graph (d)

(g) mark or identify, by any appropriate means, any item
that may be seized under paragraph (d): 30

(h) require any person appearing to be in charge of the
place concerned (or any part of it) to ensure that any

item that may be seized under paragraph (d) is not
removed or interfered with:

(i) require any person appearing to be in charge of the 35
place concerned (or any part of it) to answer any ques-

tion the authorised person may reasonably ask for the
purpose of exercising the powers of the authorised
person.

(2) An authorised person who enters a place under this section 40
must produce evidence of his or her authorisation-
(a) on first entering the place:
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(b) whenever subsequently reasonably required to do so by
a person appearing to be in charge of the place or any

part of the place.

(3) An authorised person who enters a place under this section
may be accompanied by any number of persons (including 5
any member of the police) reasonably necessary to assist him
or her with the exercise of his or her powers under this section.

(4) A person who accompanies an authorised person under sub-
section (3) may, under the direction of the authorised person,
exercise each of the powers described in subsection (1)(a) to (g). 10

(5) This section does not limit the privilege against self-
incrimination.

Compare: 2004 No 92 s 68

66 Entry of dwellinghouses

(1) An authorised person must not enter a dwellinghouse under 15
section 65(1)(a), except-
(a) with the consent of an occupier of the dwellinghouse; or
(b) with the authority of a search warrant issued under

subsection (2).

(2) A District Court Judge, a Justice, or a Court Registrar who is 20
not a member of the police may, on a written application made
on oath by an authorised person, issue a search warrant in the
form set out in Schedule 3 in respect of a dwellinghouse if
satisfied that there are reasonable grounds to believe that in
thathouse-- 25

(a) an offence against this Act has been or is being commit-
ted; or

(b) there is any thing that is or may be evidence of the
commission of an offence against this Act.

(3) The search warrant authorises the authorised person to whom 30
it is directed to exercise in respect of the dwellinghouse all or
any of the powers described in section 65, and the provisions of
that section apply to the execution of the warrant.

(4) The Judge, Justice, or Court Registrar may issue the warrant
unconditionally or subject to any conditions that he or she 35
thinks fit.

37
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(5) The authorised person to whom the search warrant is directed

may execute it on 1 occasion within 14 days after the date of
its issue.

Compare: 2004 No 92 s 69

67 Identification of authorised person 5
(1) An authorised person exercising powers under section 65 in

respect of any place,-

(a) if a person appearing to be in charge of the place is
present on first entering the place, must identify himself
or herself to that person; and 10

(b) if asked by the person appearing to be in charge of the
place or any part of the place to do so, must produce
evidence of his or her identity and evidence of his or her

appointment as an authorised person.

(2) If the authorised person executes a search warrant issued 15

under section 66, the authorised person must produce the

warrant,---

(a) on first entering the place specified in the warrant, to the
person appearing to be in charge of the place; and

(b) whenever subsequently required to do so by any person 20
appearing to be in charge of the place or any part of that
place.

Compare: 2004 No 92 s 70

68 Notice requirements when place entered

(1) If the occupier of the place is not present when an authorised 25

person enters a place under section 65(1)(a), the authorised per-

son must leave in a prominent location at the place a written

statement of the time and date of the entry, the name of the
person, and the address of the office of the Ministry of Health
to which inquiries should be made. 30

(2) If anything is seized under section 65(1)(d), the authorised per-

son concerned must leave in a prominent location at the place,

or deliver or send to the occupier within 10 working days after
the search, a written inventory of all things seized.

Compare: 2004 No 92 s 71 35
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69 Disposal of property seized

Section 199 of the Summary Proceedings Act 1957 applies to

any property seized by an authorised person under section

65(1)(d), subject to the following provisions:
(a) an item seized by an authorised person may be retained 5

by the authorised person or by or on behalf of the
Commissioner of Police pending the trial of the person
for the offence in respect of which the item was seized;
and

(b) any item retained under paragraph (a) that is any kind of 10
human tissue must receive the expert treatment that is
required to preserve it; and

(c) the item in question must be returned to the person from
whom it was seized,-

(i) if no proceedings are taken in respect of an 15
offence to which the item relates, within

6 months after its seizure; or

(ii) if proceedings are completed in respect of the
offence and no order of forfeiture is made in

respect of the item; and 20

(d) if any person is convicted of an offence to which the
item relates, the Court may, if it thinks fit, order that the

item be forfeited to the Crown or disposed of as the
Court directs at the expense of the convicted person,

and may order that the person pay any reasonable costs 25

incurred by the authorised person or the Commissioner
of Police in retaining the item.

Compare: 2004 No 92 s 72

Offences and penalties

70 Contravening sections specified in Schedule 4 30

Every person who, with the mental element (if any) required,
does an act that contravenes a section specified in column 1 of
the table in Schedule 4 commits an offence and is liable to 1, but

not both, of the following:
(a) imprisonment for a term not exceeding the period speci- 35

fied opposite to that section in column 3 of that table:

(b) a fine not exceeding the amount so specified.

Compare: 1956 No 65 ss 928(3), (4),92C(2),921)(2),92F(3), 137; 1964 No 19 s 12:
2004 No 92 ss 9(5), 75

39
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Mental element required for offences against section 70

For an offence against section 70 involving a contravention of

section 20, 22, 24, 0,26, no mental element is required, so in
proceedings for the offence the prosecution must prove only
that the defendant did the act. 5

For an offence against section 70 involving a contravention of a
section other than section 20, 22, 24, or 26, the mental element

required is intention or knowledge, so in proceedings for the

offence the prosecution must prove that the defendant did the
act intentionally or knowingly. 10

Subsection (2) does not require the prosecution to prove that
the defendant intended to contravene, or knowingly contra-
vened, the section other than section 20,22,24, or 26.

Defence for certain offences against section 70

It is a defence in a prosecution for an offence against section 70 15
involving a contravention of section 20, 22, 24, or 26 if the

defendant proves that he, she, or it believed on reasonable

grounds that appropriate consent (as defined in section 7) had

been given for the relevant collection and use of the tissue.

Liability of employers, principals, and directors for 20
certain offences

This section applies to an offence against section 70 involving a

contravention of any of sections 55, 56(1), 57, and 59(1) (which
relate to unlawful or prohibited trading in, or actions involv-

ing, human tissue, blood, and controlled human substances). 25

An act done by a person as the employee (the employee) of

another person (the employer) is for the purposes of an
offence to which this section applies to be treated as done by
the employer as well as by the employee, if-
(a) the employer approved of the act; or 30

(b) the employer knew that the act was to be done or was

being done and failed to take all reasonable steps to

prevent it.

An act done by a person as the agent (the agent) of another
person (the principal) is for the purposes of an offence to 35
which this section applies to be treated as done by the princi-
pal as well as by the agent, if-

(a) the principal approved of the act; or
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(b) the principal knew that the act was to be done or was

being done and failed to take all reasonable steps to

prevent it.

(4) If a body corporate is convicted of an offence to which this

section applies, a director of the body corporate is to be treated 5

as having committed the same offence, if-

(a) the director approved of the act that constituted the
offence; or

(b) the director knew the offence was to be or was being

committed and failed to take all reasonable steps to 10

prevent it.

(5) In subsection (4), director includes a person who is concerned
in the management of a body corporate.

Compare: 1956 No 65 s 92G

74 Obstructing inspections, etc, by authorised persons 15

Every person commits an offence, and is liable to imprison-
ment for a term not exceeding 3 months, or a fine not exceed-

ing $20,000, who intentionally does all or any of the
following:
(a) obstructs, hinders, or resists an authorised person, or 20

any person lawfully assisting an authorised person, in

the exercise of the authorised person' s powers under
this Act:

(b) refuses or fails to comply with any lawful requirements

of an authorised person under this Act. 25

Compare: 2004 No 90 s 79; 2004 No 92 s 75

75 Offences punishable on summary conviction

Every offence against a section of this Act is punishable on

summary conviction.

Compare: 1956 No 65 s 137. 2004 No 92 + 9(5) 3

Regulations and Orders in Council

76 Regulations prescribing or approving quality, safety,
and other standards for collection and use of human

tissue for non-therapeutic purposes
(1) The Governor-General may, by Order in Council, make regu- 35

lations prescribing or approving standards for collection or

41
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use of human tissue for education, research, or other non-

therapeutic purposes.

The standards may be to ensure minimum levels of quality,
safety, or both, or may be for other purposes.

The standards must include requirements for ethical approval 5
of all research using human tissue.

Regulations prescribing or approving requirements and
quality, safety, and other standards for export and
import of human tissue

The Governor-General may, by Order in Council, make regu- 10
lations for either or both of the following purposes:
(a) prescribing requirements for exportation of human tis-

sue, importation of human tissue, or both:

(b) prescribing or approving standards for exportation of
human tissue, importation of human tissue, or both. 15

Requirements prescribed for importation of human tissue may
relate to informed consent having been given and, if so, they

may differ from similar requirements in this Act.

The standards may be to ensure minimum levels of quality,
safety, or both, or may be for other purposes. 20

Subsections (2) and (3) do not limit subsection (1).

Regulations may incorporate standards by reference

Regulations under section 76 0,77 may incorporate standards
by reference, in accordance with Schedule 5.

Orders authorising establishment of schools of anatomy 25
The Governor-General may, by Order in Council, authorise
the establishment of a school of anatomy where the study and
practice of the science of anatomy may be carried on-

(a) in connection with a university, or a school of medicine,
specified in the order; and 30

(b) at the place or places, and on the conditions (if any),
specified in the order.

Compare: 1964 No 19 s 7(1)
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Inspectors of schools of anatomy

Appointment

The Director-General may from time to time appoint 1 or
more persons as an inspector or inspectors of a school of
anatomy. 5

The persons must be either-
(a) members of the police appointed with the concurrence

of the Commissioner of Police; or

(b) persons who are not members of the police but are
persons who wish to be appointed, and who the Direc- 10
tor-General considers are suitable for appointment,
as inspectors of the school of anatomy.

Compare: 1964 No 19 s 8(1)

Term of office

An inspector continues in office until some other person is 15
appointed in his or her place, unless the inspector ceases to
hold that office earlier because he or she-

(a) resigns from it with the consent of the Director-
General; or

(b) was appointed to it under section 80(1) and (2)(a) and 20
ceases to be a member of the police: or

(c) dies; or

(d) is removed from it under section 82.

Compare: 1964 No 19 s 8(2)

Removal of inspectors who are not members of police 25
If satisfied that 1 or more of the grounds for removal exist in
relation to the inspector, the Director-General may at any
time, by notice to the inspector, remove from office an inspec-
tor appointed under section 80(1) and (2)(b).

The grounds for removal are incapacity affecting performance 30
of duty, neglect of duty, and misconduct.

Before removing an inspector from office, the Director-
General must give the inspector a reasonable opportunity to
make submissions, or be heard, or both, on the proposed
removal. 35

The removal takes effect at the later of the following times:

(a) when the removal notice is received by the inspector:
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(b) a later time specified for the purpose in that notice.

Compare: 1993 No 82 s 2OG(d)

Directions to inspectors

The Director-General may give inspectors written directions
relating to how they must perform the duties of their office. 5

The inspectors must comply with those directions.

The Director-General may, by written notice given to the

inspectors concerned, amend, revoke, or revoke and replace a
written direction under this section.

Compare: 1964 No 19 s 8(1)

84 Inspectors must report irregularities

(1) An inspector of a school of anatomy must, as soon as is
reasonably practicable, report in writing to the Director-

General every irregularity (if any) that appears to that inspec-

tor to have occurred in respect of the receipt, possession, 15

storage, or other use of a body removed-
(a) to the school for anatomical examination; or

(b) from the school to another place, under section 52.

(2) The report must give details of every irregularity concerned

and, as far as they are known to the inspector, identifying 20

details of the individual whose body was concerned.

(3) Inspectors of the same school of anatomy may combine their
reports, or report together jointly, under this section.

Compare: 1964 No 19 s 8(3)

85 Inspectors may visit and inspect school 25

An inspector may, at any reasonable time, visit and inspect the

school of anatomy for which he or she is appointed as an

inspector.

Compare: 1964 No 19 s 8(4)

Disclosure of health information to facilitate consideration 30
of use of tissue for transplantation

or other therapeutic purposes

86 Disclosure to ascertain medical suitability and whether
consent required for use has been, or may be, given

(1) A health agency that holds health information about an indi- 35
vidual who has died need not obtain from the individual' s

10
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representative authorisation for disclosure of the information
if-

(a) the agency believes on reasonable grounds that it is not
desirable or not practicable to obtain authorisation of
that kind; and 5

(b) the disclosure is by a person authorised by the agency to

a person authorised by an authorised tissue bank; and

(c) the disclosure of the information is for the purposes of

helping the authorised tissue bank, or its agents or

employees, to ascertain- 10
(i) whether tissue of the individual, collected before

death or from his or her body, is or may be

suitable for use for transplantation or other thera-

peutic purposes; and

(ii) whether any consent required by law for use for 15

those purposes of tissue of that kind has been, or
may be, given.

(2) The health information about the individual may include-
(a) the fact that the individual has died; and

(b) identifying details of the individual; and 20

(c) identifying details and contact details of members of the

individual's family.

(3) Authorised tissue bank means a tissue bank the Director-

General has by notice in the Gazette authorised for the pur-

poses of this section, and health agency, health information, 25
and representative have the meanings given to them by
clause 3 of the Health Information Privacy Code 1994 issued
under section 46 of the Privacy Act 1993.

Repeal of organ donor provisions in
driver licensing legislation 30

87 Land Transport Act 1998 amended

(1) This section amends the Land Transport Act 1998.

(2) Section 28(1)(i) is repealed.

(3) The following section is inserted after section 28A:

"28B Transitional provision for driver licences showing organ 35

donor information about holders, etc

"(1) Organ donor information (if applicable) about the holder con-

tinues to be shown on a driver licence, despite the repeals and
revocations effected by sections 87 and 88 of the Human Tissue Act
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2006, until the licence is renewed or replaced under Part 12 of
the Land Transport (Driver Licensing) Rule 1999.

"(2) This section does not limit or affect section 199(9) to (11)."

(4) Section 199(2)(q) is repealed.

(5) Section 199(5) is repealed; and section 199(7) and (8) are 5
consequentially amended by omitting "any of subsections (4)
to (6)" and substituting in each case "subsection (4) or (6)".

(6) Section 199 is amended by adding the following subsections:

'(9) The national register may, but need not, continue to show
organ donor information, despite the repeals and revocations 10

effected by sections 87 and 88 01 the Human Tissue Act 2006, while
that information continues to be shown on the relevant driver

licence in accordance with section 28B.

"(10) The Authority may retain for initial disclosure, and may dis-
close (initially, and again on 1 or more later occasions during 15
the period specified in this subsection), and may for 5 years
(or a shorter period considered appropriate by the Authority)
after initial disclosure under this subsection retain to disclose

again under this subsection, to the national organ and tissue
donor register (as defined in section 5 of the Human Tissue Act 20
2006), organ donor information that was, or may have been,
formerly shown-

"(a) on the relevant driver licence, under section 288; and

"(b) by the national register, under subsection (9).

"(11) Subsection (10) overrides subsection (9)." 25

88 Land Transport (Driver Licensing) Rule 1999 amended
(1) This section amends the Land Transport (Driver Licensing)

Rule 1999.

(2) Rules 9(h) and 63(1)(k) are revoked.

Amendment ensuring taking of tissue from live donor for 30
transplantation, etc, is health treatment

89 Interpretation

(1) This section amends the Health and Disability Commissioner
Act 1994.

(2) Section 2(1) is amended by inserting the following definition 35
in its appropriate alphabetical order:
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"health treatment, to avoid doubt, includes treatment of a

person (A) that is, or is related to, the taking of human tissue
from A for all or any of the following purposes:

"(a) transplantation, or another therapeutic purpose, for the

benefit of 1 or more persons other than A: 5

"(b) educational purposes or research purposes".

Consequential amendments and repeats

Consequential amendments
The Acts listed in Schedule 6 are amended in the manner indi-

cated in that schedule. 10

Repeals

The Human Tissue Act 1964 is repealed.

Part 3A (trading in human blood and controlled human sub-

stance) of the Health Act 1956 is repealed.

Savings and transitional provisions \5

Exemptions under section 92E(1) of Health Act 1956

This section applies to notices given under section 92E(1) of
the Health Act 1956 if those notices were in force immedi-

ately before the repeal of Part 3A of that Act.

On and after that repeal, those notices must be treated as if 20
they were given under section 58 (exemptions), and may be

revoked, varied, or added to, under that section accordingly.

Entities appointed under Health Act 1956 to collect and
distribute blood and controlled human substances

This section applies to appointments under section 92H of the 25
Health Act 1956 if those appointments were in force immedi-

ately before the repeal of Part 3A of that Act.

On and after that repeal, those appointments must be treated
as if they were made under section 60 (appointed entities to
collect and distribute blood and controlled human sub- 30

stances), and may be revoked, varied, or added to, under that

section accordingly.
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94 Schools of anatomy and inspectors of them

(1) Orders authorising the establishment of schools of anatomy
and in force on the repeal of the Human Tissue Act 1964 must
after that repeal be treated as orders under section 79, and may
be amended, revoked, or revoked and replaced under that 5
section accordingly.

(2) Orders authorising the establishment of schools of anat-
omy means the following orders under section 3 of the Anat-

omy Act 1875 or section 7 of the Human Tissue Act 1964:
(a) Order in Council Authorising the Establishment of a 10

School of Anatomy in connection with the University
of Otago, 15 June 1876 New Zealand Gazette No 34

page 407:
(b) Order in Council Authorising the Establishment of a

School of Anatomy in connection with Auckland Uni- 15
versity College, 5 March 1888 New Zealand Gaz,ette

No 14 page 298:

(c) University of Otago School of Anatomy Order 1969
(SR 1969/278) (Wellington Hospital):

(d) University of Otago School of Anatomy Order 1988 20
(SR 1988/206) (Christchurch Hospital).

(3) Every inspector of a school of anatomy who was in office
immediately before the repeal of the Human Tissue Act 1964

continues in office after that repeal as if appointed by the
Director-General- 25

(a) under section 80(1) and (2)(a), if the inspector is a member
of the police; and

(b) under section 80(1) and (2)(b), in every other case.

(4) Every direction by the Minister to an inspector of a school of
anatomy under section 8( 1) of the Human Tissue Act 1964 30
and in force on the repeal of that Act must after that repeal be
treated as a direction by the Director-General under section 83,
and may be amended, revoked, or revoked and replaced under
that section accordingly.

95 Existing holdings of human tissue 35
(1) This section applies to human tissue that, immediately before

the repeal of the Human Tissue Act 1964, had been collected,
or was being used (existing holdings).

(2) Collection, use, exportation, and importation of existing hold-
ings must comply with all relevant requirements and quality, 40
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safety, and other standards prescribed or approved by regula-
tions under section 76 or 77.

(3) However, no other requirements in this Act apply to existing
holdings, and the Human Tissue Act 1964 continues to apply
to existing holdings as if that Act had not been repealed. 5
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Column 1

Person

Human Tissue

Schedule 1

Person lawfully in possession of
certain kinds of body

The person for the time
being in charge of a hospital
care institution as defined in

section 58(4) of the Health

and Disability Services

(Safety) Act 2001

The person for the time

being in charge of a hospital
as defined in section 2(1) of

the Mental Health (Compul-

sory Assessment and Treat-
ment) Act 1992

The person for the time

being in charge of a secure
facility as defined in section
5( 1) of the Intellectual Disa-

bility (Compulsory Care and
Rehabilitation) Act 2003

The prison manager of a
prison (as those terms are
defined in section 3(1) of the

Corrections Act 2004)

The head of a school of anat-

omy

Column 2

Kind of body 5

A body lying in that institution

A body that is-
(a) the body of a patient (as so

defined); and

(b) lying in the hospital 15

A body that is-

(a) the body of a person who was
required to stay in the facility: 20
and

(b) lying in the facility

A body that is-
(a) the body of a prisoner (as so 25

defined).and

(b) lying in the prison

A body that is-
(a) received and possessed by the

school. with appropriate consent 30
(as defined in section 7), for ana-

tomical examination: and

(b) lying in the school

10
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Schedule 2 s 34(2)

Senior available next of kin of dead individual

Part 1

Individual 16 years old or older at time of death

1 A person who was a spouse, civil union partner, or de facto 5
partner of the individual immediately before his or her death.

2 If the individual, immediately before his or her death, had no
spouse, civil union partner, or de facto partner, or if the
individual had a spouse, civil union partner, or de facto part-
ner, but a person who was then the individual's spouse or civil 10
union partner, or a de facto partner of the individual, is not
available-a son or daughter-
(a) of the individual; and

(b) who is 16 years old or older.

3 If no person referred to in clause 1 or 2 is available-a parent 15
of the individual.

4 If no person referred to in clause 1,2, or 3 is available-
a brother or sister-

(a) of the individual; and

(b) who is 16 years old or older. 20

Part 2

Individual under 16 years of age at time of death

1 A parent of the individual.

2 If a parent of the individual is not available-a person who
was a guardian of the individual immediately before his or her 25
death.

3 If no person referred to in clause 1 or 2 is available
or sister-

(a) of the individual; and

(b) who is 16 years old or older.

a brother

51
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Form of search warrant

Warrant under section 66(2) of Human Tissue Act 2006
to enter dwellinghouse

To Istate name of authorised personl.

Being satisfied on written application made on oath by an authorised
person that there are reasonable grounds to believe that in the dwel-
linghouse located at [state address or other description of loca-
tion]-

(a) an offence against the Human Tissue Act 2006 has been or is 10
being committed; or

(b) there is any thing that is or may be evidence of the commis-
sion of an offence against the Human Tissue Act 2006,-

by this warrant I authorise you, on 1 occasion within 14 days of the
issue of this warrant, to enter that dwellinghouse and exercise the 15
powers conferred by section 65 of that Act.

Dated at Istate place and date of issuel.

52

Conditions (if any) subject to which warrant issued: Istate condi-

tions].

District Court Judge (or Justice or Court Registrar
(not being a member of the police))

5

20
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Maximum penalties for contravening
specified sections

Column 1

Section

20

55(1)

55(2)

56(1)

57

59(1)

Column 2

General nature of contravention

Collection and use of human tissue

from bodies without appropriate
consent

Use of human tissue from bodies

for secondary purpose without

appropriate consent

Collection of non-consumer human

tissue for donor analysis, carrying

out of donor analysis of non-con-
sumer human tissue. or both, with-

out appropriate consent

Use of human tissue from living

individual for secondary purpose

after donor' s death without appro-

priate consent

Non-compliance with standards for
collection and use of human tissue

Performance of post-mortem by

person who is not, and is not act-

ing under instructions of. medical

practitioner

Unlawful removal of tissue for use

for therapeutic purposes or medical
education or research

Schedule 4

Column 3

Maximum penalty

1 year

$50.000

3 months

$20.000

1 year

$50.000

3 months

$20.000

3 months

$20,000

3 months

$20.000

1 year
$50,000

Unlawful performance of anatomi- 3 months

cal examination. or receipt. posses- $20.000
sion. or storage of body for that

purpose

Unlawful trading in human tissue: 1 year

requiring or accepting financial or $50.000
other consideration

Unlawful trading in human tissue:

providing financial or other consi-
deration

Unlawful collection of blood or

controlled human substance

Charging for administered blood or
controlled human substance

Prohibited advertising

1 year

$50,000

6 months

$20,000

1 year

$50,000

3 months

$20,000

s 70

53
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Column 1

Section

63

Human Tissue

Column 2 Column 3

General nature of contravention Maximum penalty

Non-compliance with standards. 3 months

etc, for export or import of human $20.000
tissue 5
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Schedule 5 s 78

Incorporation of standards in
regulations by reference

1 Regulations may incorporate standards by reference
(1) Regulations under section 76 or 77 that approve standards (for 5

example, New Zealand standards) may incorporate those stan-

dards by reference.

(2) Standards may be incorporated by reference in the
regulations-

(a) in whole or in part; and 10
(b) with modifications, additions, or variations specified in

the regulations.

(3) Standards incorporated by reference in regulations under
section 76 or 77 have legal effect as part of those regulations.

Compare: 1956 No 65 s 112ZG 15

2 Effect of amendments to, or replacement of, standards

incorporated by reference in regulations

An amendment to, or replacement of, standards incorporated

by reference in regulations under section 76 or 77 (the initial
regulations) has legal effect as part of the initial regulations 20

only i f regulations made under that section after the making of

the initial regulations state that the particular amendment or

replacement has that effect.

Compare: 1956 No 65 s 112ZH

3 Proof of standards incorporated by reference 25
( 1) A copy of standards incorporated by reference in regulations,

including any amendment to, or replacement of, the standards,
(the standards) must be-

(a) certified as a correct copy of the standards by the Direc-
tor-General; and 30

(b) retained by the Director-General.

(2) The production in proceedings of a certified copy of the stan-
dards is, in the absence of evidence to the contrary, sufficient
evidence of the incorporation in the regulations of the
standards. 35

Compare: 1956 No 65 s 112ZI
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4 Effect of expiry or revocation of standards incorporated
by reference

Standards incorporated by reference in regulations under
section 76 or 77 that expire or that are revoked or that cease to
have effect cease to have legal effect as part of those regula- 5
tions only if regulations made under that section state that the
standards cease to have legal effect.

Compare: 1956 No 65 s 112ZJ

5 Requirement to consult

(1) This clause applies to regulations made under section 76 or 77 10
that-

(a) incorporate standards by reference; or
(b) state that an amendment to, or replacement of, stan-

dards incorporated by reference in regulations of that

kind has legal effect as part of the regulations. 15

(2) Before regulations to which this clause applies are made, the
Director-General must-

(a) prepare the standards proposed to be incorporated by
reference or the proposed amendment to, or replace-
ment of, standards incorporated by reference (the pro- 20
posed standards) in consultation with persons or
organisations whom the Director-General considers
appropriate, including persons who are able to represent
the views of health practitioners, or of classes of health
practitioner, who will be directly affected by the pro- 25
posed standards: and

(b) make copies of the proposed standards available for
inspection during working hours for a reasonable
period, free of charge, at the head office of the Ministry
of Health and at any other places that the Director- 30

General determines are appropriate; and
(c) make copies of the proposed standards available for

purchase at a reasonable price; and
(d) give notice in the Gazette stating that-

(i) the proposed standards are available for inspec- 35
tion during working hours free of charge, the

place or places at which they can be inspected,
and the period during which they can be
inspected; and
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(ii) copies of the proposed standards can be pur-

chased and the place or places at which they can

be purchased; and

(e) allow a reasonable opportunity for persons to comment

on the proposal to incorporate the proposed standards 5
by reference; and

(f) consider any comments they make.

(3) Before regulations to which this clause applies are made, the
Director-General-

(a) may make copies of the proposed standards available in 10
any other way that he or she considers appropriate in the
circumstances (for example, on an internet website);
and

(b) must, if paragraph (a) applies, give notice in the Gazette

stating that the proposed standards are available in other 15

ways and details of where or how they can be accessed
or obtained.

(4) A failure to comply with this clause does not invalidate regu-

lations that incorporate standards by reference.

Compare: 1956 No 65 s 112ZK 20

Access to standards incorporated by reference
The Director-General-

(a) must make the standards referred to in subclause (2) (the

standards) available for inspection during working
hours, free of charge, at the head office of the Ministry 25
of Health and at any other places that the Director-

General determines are appropriate; and

(b) must make copies of the standards available for

purchase at a reasonable price; and

(c) may make copies of the standards available in any other 30

way that the Director-General considers appropriate in

the circumstances (for example, on an internet website);
and

(d) must give notice in the Gazette stating that-

(i) the standards are incorporated in the regulations 35

and the date on which the regulations were made;
and

(ii) the standards are available for inspection during
working hours, free of charge, and the location of

57
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the place or places at which they can be
inspected; and

(iii) copies of the standards can be purchased and the
location of the place or places at which they can
be purchased; and 5

(iv) if copies of the standards are made available
under paragraph (c), the standards are available in

other ways and details of where or how they can
be accessed or obtained.

(2) The standards are- 10

(a) standards incorporated by reference in regulations
under section 76 or 77:

(b) any amendment to, or replacement of, those standards
that is incorporated in the regulations or the standards

referred to in paragraph (a) with the amendments or 15

replacement standards incorporated.

(3) A failure to comply with this clause does not invalidate regu-
lations that incorporate standards by reference.

Compare: 1956 No 65 s 112ZL

7 Acts and Regulations Publication Act 1989 not 20

applicable to standards incorporated by reference
The Acts and Regulations Publication Act 1989 does not
apply to-
(a) standards incorporated by reference in regulations

under section 76 or 77; or 25
(b) an amendment to, or replacement of, those standards.

Compare: 1956 No 65 s 112ZM

8 Application of Regulations (Disallowance) Act 1989 to

standards incorporated by reference
(1) Nothing in section 4 of the Regulations (Disallowance) Act 30

1989 requires standards that are incorporated by reference in
regulations to be laid before the House of Representatives.

(2) The Regulations (Disallowance) Act 1989, apart from the
modification to the application of section 4 of that Act made
by subclause (1) of this clause, applies to regulations under 35

section 76 or 77 that incorporate standards by reference.
Compare: 1956 No 65 s 112ZN
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9 Application of Standards Act 1988 not affected
Clauses 1 to 8 do not affect the application of sections 22 to 25
of the Standards Act 1988.

Compare: 1956 No 65 s 112ZO
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Consequential amendments

Births, Deaths, and Marriages Registration Act 1995 (1995
No 16)

Section 39(c)(ii): omit "Human Tissue Act 1964" and substitute 5
"Human Tissue Act 2006".

Section 40(1)(b) and (4): omit "Human Tissue Act 1964" and sub-
stitute in each case "Human Tissue Act 2006".

Section 42(2)(b): omit "Human Tissue Act 1964" and substitute
"Human Tissue Act 2006". 10

Section 51(2)(b) and (3)(c): omit "Human Tissue Act 1964" and
substitute in each case "Human Tissue Act 2006".

Corrections Act 2004 (2004 No 50)

Schedule 2: repeal so much as relates to the Human Tissue Act 1964.

Electronic Transactions Act 2002 (2002 No 35) 15

Part 2 of the Schedule: omit the item relating to section 3 of the
Human Tissue Act 1964 (1964 No 19).

Health and Disability Services (Safety) Act 2001 (2001 No 93)
Schedule 2: repeal so much as relates to the Human Tissue Act 1964.

Health Practitioners Competence Assurance Act 2003 (2003 20
No 48)

Section 67(b)(vii): omit "Human Tissue Act 1964" and substitute
"Human Tissue Act 2006".

Section 100(2)(vii): omit "Human Tissue Act 1964" and substitute
"Human Tissue Act 2006". 25

Schedule 4: repeal so much as relates to the Human Tissue Act 1964.

Health Sector (Transfers) Act 1993 (1993 No 23)
Schedule 4: repeal so much as relates to the Human Tissue Act 1964.

Human Rights Amendment Act 2001 (2001 No 96)
Sections 53 and 54 and heading above section 53: repeal. 30

Relationships (Statutory References) Act 2005 (2005 No 3)
Schedule 1: repeal so much as relates to the Human Tissue Act 1964.
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