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Recommendation

The Finance and Expenditure Committee has examined the Hazard-
ous Substances and New Organisms (Genetically Modified Orga-
nisms) Amendment Bill and Supplementary Order Paper No 231
and recommends by majority that the bill be passed with the amend-
nnents shown.

Introduction

The Hazardous Substances and New Organisms (Genetically Modi-
fied Organisms) Amendment Bill (the bill) was referred to the com-
mittee on 5 December 2001 for consideration and report back before
19 March 2002. By leave of the House, the report back date was
extended to 28 March 2002. This bill arose out of consideration of

the Government's response to the Royal Commission on Genetic
Modification (Royal Commission) and amends the Hazardous Sub-
stances and New Organisms Act (the HSNO Act). It implements a
restriction on the Environmental Risk Management Authority
(ERMA) considering and approving the release of genetically modi-
fied (GM) organisms. The restriction will expire on 29 October
2003. It also requires specific, permanent controls be placed on field
tests (and developments in outdoor containment), including any tests
approved between the introduction and enactment of the bill.
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On 18 December 2001, the House resolved to permit the Finance

and Expenditure Committee, in its consideration of the bill, to have

authority to consider and, if it thinks fit, adopt the amendments set

out on Supplementary Order Paper No 231 (the SOP). The SOP also
arose largely from consideration of the Royal Commission. It

amends the Medicines Act 1981 (the Medicines Act) and seeks to

prohibit two specific biotechnical procedures, xenotransplantation

and human germ cell-line procedures, until 30 June 2003 (with

provision for the prohibition to be extended until 30 June 2005).

Xenotransplantation involves the transplantation of living animal

cells, tissue or organs into humans. Human germ cell-line proce-

dures involve the modification of the genetic structure of the nucleus

of a human gamete, zygote, or very early embryo to allow a desired

feature to appear in the resulting baby. This technique could be used
to ensure the child does not have a heritable disease or to give the

child a particular physical feature. The SOP provides for the Minis-

ter of Health to authorise a particular prohibited procedure or for the

Executive to approve a class of prohibited procedures, provided the

Minister is satisfied that there are no unacceptable risks, that any

risks will be managed, and that any ethical, cultural or spiritual
issues have been resolved.

This report details our consideration of the bill and the SOP.

Heritable material

Clause 7 of the bill establishes controls for field tests of GM plants

and animals. In the case of plants, it imposes requirements regarding

the secure containment or destruction of reproductive structures and

heritable material. The term 'heritable material' is not currently

defined in the bill; neither is it defined in the HSNO Act, although
the definition of 'field test' in section 2 uses the term. The Minister,

in her first reading speech, invited us to consider the desirability of
defining the term in the bill.

Currently, ERMA uses a working definition of 'heritable material'

that incorporates biological material that is able to pass on its char-

acteristics to future generations of the organism without human

intervention. Using this definition, the material would be heritable if

it is viable and could allow the plant to regenerate naturally. Such a
definition would include seed, gametes such as pollen, and any
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vegetative material that could give rise to a new organism in the field
such as tubers and bulbs.

Some submitters sought to give 'heritable material' a wider defini-
tion. They recommended the definition include DNA, which may be
released into the soil by the breakdown of organic matter. Some
submitters recommended that the definition be wider still to include

any molecular template that may replicate or pass on genetic infor-
mation, such as RNA or certain proteins. Where a wider definition
was sought, the concern was generally not only related to the plant
regenerating itself, but the risk of horizontal gene transfer. Horizon-
tal gene transfer (HGT) is a process where a gene moves from one
species to another. They suggest that the potential risk of HGT from
the DNA in GM plants and animals into soil bacteria is a significant

risk that must be prevented.

The definition of the term is essential to the functioning of the bill.
For example, to include all DNA and RNA as 'heritable material'
coupled with a requirement for heritable material to be contained,
removed, or destroyed, would result in a de facto moratorium on
field tests, as the secure containment of any fragments or molecules
of DNA and RNA would require an extraordinarily high level of
containment that could not be practically achieved in field tests. This
would also prevent, or make extremely difficult, the study of the
interaction between GM organisms and the environment, an area of
research that the Royal Commission recommended required further
work. Such a wide definition would therefore have a negative impact
on our ability to gain further knowledge in this area. However, other
submitters suggest that a wider definition would have a positive
effect on the environment.

Horizontal gene transfer

We heard evidence from a number of experts on HGT. We are
informed that it is a natural process for bacteria to share genetic
material through HGT. This occurs whether or not the bacteria are
genetically modified. It may be extremely rare for DNA to be shared
through HGT between other non-bacterial organisms, such as plants
or animals, and bacteria. Some submitters told us it is uncertain

whether such HGT occurs naturally at all, but if it does occur, it
would be most likely to have impact on an evolutionary time scale
over millions of years. Some submitters drew our attention to the
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fact that the Royal Commission noted the gaps in knowledge and the
need for further research on HGT, both internationally and specific
to a New Zealand context. Submitters also noted that research since

the Royal Commission has increased our knowledge of HGT.

We were also informed that for such a transfer to have any signifi-
cant effect requires a number of highly unlikely events. If HGT were
to occur, the transferred gene would need to be incorporated into the

bacteria. The new gene would need to be complete and operable, but
experiments show that often only incomplete parts of a gene, which
are unlikely to operate, are transferred. The new gene must provide a
selective advantage that would allow bacteria with that gene to be

predominant. It would also require the modified bacteria to have a
significant ecological impact. We were also informed that there is no

scientific basis for a view that the DNA in GM organisms is more or

less likely to be subject to HGT. There is also no reason to believe
that bacteria modified by HGT from GM plants and animals would

have any greater or lesser impact on the environment than bacteria

modified with genes from non-GM plants and animals.

Experts also pointed out to us that genetic material is constantly
released into the soil by allliving organisms after they die and break

down in the soil, and that humans eat large quantities of DNA in our
lifetimes without noticeable problems of HGT. Other scientists sub-
mitted that it is theoretically possible for new pathogens to be

created through HGT if selective pressures were favourable. We are
informed that ERMA has considered the risks of HGT in 11 out of

13 applications for field tests, and in all cases has found the risks to
be negligible.

Definition of 'heritable material'

The majority considers the bill should define 'heritable material' as
viable biological material (including gametes and spores) arising

from the organism that can, without human intervention, regenerate
the organism or reproduce a new generation of the same species of
the organisnn.

The majority also recommends the bill be amended to add a defini-
tion of a new term, 'genetic element', into the HSNO Act. This term

would include, in relation to a new organism, heritable material and

any genes, nucleic acids or other molecules that are capable, without
human intervention, of being replicated in a biological system and of
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transferring a character or trait to another organism or to subsequent
generations of the organism. This recognises the mechanism of
HGT.

This definition of heritable material is narrow, captures the signifi-
cant mechanisms of transmission of genetic material, and extends
beyond plants to all organisms. However, the new term 'genetic
element' includes a broader view of material that carries genetically
modified information. Elsewhere, we use this term when recom-

mending other changes to the controls imposed by ERMA.

Cleanup following field tests

Clause 7 of the bill requires controls of field tests of plants to ensure
that 'all material associated with the test is capable of being
removed; or destroyed without being removed.' We were invited by
the Minister to clarify the term 'all material'.

This issue raises similar questions to those raised in the debate over
'heritable material'. Some submitters, most notably scientists prac-
tising genetic modification, consider a wide definition of 'all
material' would unnecessarily prohibit field tests. They note that, if
they were required to remove all DNA, for example, it might be
necessary to remove all soil in the field to a depth of two metres or
more at considerable financial and environmental cost. Some

material will not be viable or present a risk, and should not need to
be removed. The term 'all material' might extend to fallen leaves,
microscopic plant fragments or soil and water from the trial area. It
is notable that 'material' could relate to biological material, physical
material or inanimate objects.

Submitters who consider DNA and molecular templates to be 'heri-
table material' generally support a wide interpretation of 'all
material'. They consider the term should include any soil or water

where the genetically modified 'heritable material' was present, and
that such material should be removed or destroyed.

We also sought information on whether it would be possible to
destroy DNA in the soil, and were informed that it would be very
difficult to destroy the DNA, and that it is difficult or impossible to
test whether the DNA has been destroyed. Both DNA and molecular
templates such as RNA could stand up to substantial pressure with-
out damage. We considered whether it would be possible to use
intense heat to destroy the DNA, but this does not seem likely. We
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note that DNA has been discovered in fossils, which are likely to
have been subject to extremes of heat and pressure. We are informed
that it is likely that the DNA structure will be destroyed by a
combination of high temperatures and highly oxidising conditions,
such as those of a cement kiln. We are also informed that cement

kilns have been used to destroy chemical contaminants in the soil

during the clean up of a contaminated site, but that the process burns
all organic matter in the soil. Given this evidence, it would be
impractical to require the destruction of DNA or molecular tem-
plates as part of the clean up of a field test.

Given the purpose of the HSNO Act is to protect the environment
and the health and safety of people and communities by preventing
and managing the adverse effects of new organisms, the majority

believes the material required to be removed or destroyed should be
limited to 'heritable material', which poses the greatest risk through
reproduction of the organism. As this bill is trying to protect the
environment from the particular risk posed by heritable material, it
would be unnecessary to require the destruction of material that
would not pose any such risk.

However, the majority recommends omitting new section 45A in
clause 7, including the requirement for 'all material' to be removed
or destroyed. We would replace the section with three new
provisions.

• The first provision, in new section 45A(2)(a), should require
ERMA to impose controls on field tests to ensure the removal
or destruction of the organism and any heritable material.
This would not require the destruction of DNA itself, but only
material that can regenerate itself.

• The second provision should require ERMA to take into
account any effects of genetic elements on other organisms in
or around the site of the field test. This provision should be
introduced through clause 6 as proposed new section
44A(2)(c).

• The third provision, in new section 45A(2)(b), should give
ERMA a discretion to impose controls on field tests if it sees
fit to require the retrieval or destruction of some or all remain-
ing genetic elements.

The majority notes this approach ensures any material that could
easily replicate itself is cleared at the end of the field test. This
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covers heritable material from plants, animals and other organisms.
At the same time, it requires ERMA to consider the risk of HGT and
if necessary put additional controls on the test to ensure such risks
are minimised or do not occur. It also allows ERMA's consideration

of the risk posed by HGT to change and grow as scientific know-
ledge about HGT increases.

The decision by ERMA would need to state that it had considered
the risk and explain why no controls were imposed. Given the

apparent difficulty involved in destroying DNA, the majority con-
siders ERMA would be likely to turn down any applications where
HGT was a risk, rather than attempt to control the risk. At the same
time, it ensures tests that pose little risk of HGT are able to continue

with only reasonable restrictions. It also clearly outlines the consid-

erations ERMA must make when approving a field test, while giving

ERMA flexibility in its consideration. ERMA also continues to be

able to use the existing provisions in the HSNO Act to impose

conditions. The majority considers this approach achieves an effec-
tive and satisfactory balance between the various concerns

expressed by submitters.

Additional matters to be considered by ERMA

Clause 6 of the bill adds a proposed new section 44A to the HSNO
Act. This section outlines additional matters that ERMA must con-

sider when approving an application for field test. It currently only
applies to field tests of GM plants or animals. The majority recom-

mends deleting the current proposed new section 44A, to be

replaced by a new section that will accomplish the same purposes as
the current section.

The majority recommends the new section apply to all GM orga-
nisms, as we note it is conceivable that other organisms, a GM fun-

gus for example, may be field tested, and it is desirable that such

organisms also be covered by the section. The majority also notes
that it is questionable in some cases whether micro-organisms would

be classified as a plant, animal, or some other classification. We
consider this amendment would clarify that micro-organisms should
be subject to this section.

We note that the large-scale fermentation of micro-organisms is
included in the definition of'field test' in the HSNO Act. Should the

section apply to all organisms, the majority recommends the section
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exclude the large-scale fermentation of micro-organisms inside a
containment structure from its scope. We understand such fermenta-
tion occurs in enclosed vessels isolated in buildings, and the contain-
ment issues this section seeks to remedy do not arise.

The majority recommends the new section 44A(2) require ERMA to
take into account any 'adverse effects of field testing the organism'.
The majority notes the current proposed new section 44A(2)(a)
focuses on the effects of the field test, which we consider to be

inconsistent with the focus in the HSNO Act on the organism itself
and the management of adverse effects from the organism. The
majority considers this amendment adequately addresses this
inconsistency.

Proposed new section 44A(2) also refers to the 'safety and ecologi-
cal effects' of the field test as matters ERMA must take into account.

Submitters suggest this phrase is imprecise and unclear. The major-
ity recommends amending proposed section 44A(2) to clarify the

meaning of'safety and ecological effects'. In particular, the majority
recommends amending the reference to 'safety' to 'human health
and safety', and omitting the reference to 'ecological effects' in
favour of a reference to 'the environment, in particular ecosystems
and their constituent parts'. The majority notes that a similar phrase
is already used in the HSNO Act, and this amendment would there-
fore be consistent with the Act.

Proposed new section 44A(2)(b) requires ERMA to consider any
alternative method of achieving the research objectives that is as
effective as, or more effective than, the field test. Some submitters

suggest that this is an inappropriate matter for ERMA to be required
to consider as it is not well equipped to consider the appropriateness
of other methods, and that researchers would be unlikely to conduct

a field test if another adequate scientifically valid research method
was available. It was also suggested that this provision might cause
delays to the process as parties challenge decisions by ERMA on the
basis of other, perhaps obscure or untested, methods that should or
should not have been considered.

However, given the potential risks that are presented by field testing

GM organisms, proposed new section 44A(2)(b) adds a process to
ensure that all other potential methods of testing have been explored.
The majority therefore believes proposed new section 44A(2)(b)
provides an important process to the bill and should not be omitted.
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However, the majority recommends the section be amended to

require ERMA to consider any alternative method of achieving the
research objective that has fewer adverse effects on human health
and safety and the environment than the field test. It is important that

the section specify that the comparison of methods is to be on the
basis of adverse effects on human health and safety and the environ-
ment, as this is consistent with the HSNO Act.

The majority has already recommended introducing a new provision

as section 44A(2)(c) that will require ERMA to consider the effects
from the transfer of genetic elements.

The majority also recommends amending proposed new section
44A(3) to provide that the new section does not limit sections 44 and
45 of the HSNO Act. Section 44 outlines additional matters to be

considered on applications to import or field test an organism, and
requires ERMA to have regard to the ability of the organism to

escape from containment. This is an important matter to be con-

sidered, and the majority believes it is necessary to ensure that the
provision is not weakened in the consideration of applications.

Section 45 outlines the process for ERMA when determining an
application.

The Green Party does not agree that field tests outside a contained
laboratory should resume at this time. The Greens believe the scien-
tific controversy over HGT and clean up of test sites is evidence that
the risks are not yet sufficiently understood to control the ecological

risks of growing GM organisms in contact with the environment.
However, in the absence of agreement on this, the Party supports the

greater controls introduced by clauses 6 and 7.

Restriction on the consideration of release applications

Clause 8 inserts a new Part 5A into the HSNO Act, requiring ERMA

to not consider or grant applications to import a new GM organism
for release or to release a new GM organism from containment.
These provisions will expire on 29 October 2003.

Some submitters believe that ERMA should be able to process and

consider applications during the restricted period, but should not
allow implementation until after the restricted period. They argue
the clause as currently written will create an effective three-year
moratorium on release, as ERMA will not be able to receive, con-

sider and approve release in time for planting of crops in the 2003/04
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summer. However, the majority disagrees, and recommend no
change to the bill. The restricted period is not only intended to
prevent the release of GM organisms, but is also intended to restrict
applications for release until further policy is developed, the HSNO
Act is enhanced and other necessary work is completed. It would be
inappropriate to allow applications to be considered under the cur-
rent scheme without the policy work and enhancements to the
HSNO Act that will be implemented over the next two years.

Exempt organisms

The bill provides an exemption from the restriction for certain
medicines under the Medicines Act and certain animal medicines

under the Agricultural Compounds and Veterinary Medicines Act
1997. A number of issues arose in relation to provisions regarding
these exempt organisms.

Proposed new section 73D requires applications for exempt orga-
nisms to demonstrate that the organism cannot persist viably in the
physical environment outside the human or animal recipient. The
majority recommends defining the term 'persist viably' in a new
section 73D(4). The definition should consider whether the organ-
ism can, without human intervention and other than on a temporary
basis, regenerate or reproduce further generations of the same
species of the organism.

The majority recommends amending section 73D to clarify the
nature of information that will be required to demonstrate that the
organism does not 'persist viably'. The majority also considers it
necessary to clarify that the information will be taken into account.
The section currently requires information on this matter be pro-
vided, but does not emphasise that the information will be used to
inform ERMA's consideration of a release application. The majority
recommends including the information provided on the organism' s
ability to persist viably in new section 73E(2)(b) as information
ERMA must have regard to when considering the application.

The Green Party disagrees that the intention of the bill is merely for

ERMA to consider information about the persistence of the organ-
ism. The bill as introduced is clear that an application must demon-
strate that the organism cannot live outside its host, or it is not a valid

application. The Green Party believes the original intent of the bill,
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to allow only those organisms which cannot persist outside their
host, should remain.

Proposed new section 73E(2)(a) requires ERMA to take into account

the safety and ecological effects of the organism and to compare the

efficacy of the medicine with other medicines used to treat the same

condition. The majority has already discussed its reasoning in

recommending replacing references to 'safety and ecological
effects' with references to 'human health and safety' and 'the envi-
ronment, in particular ecosystems and their constituent parts', to be
consistent with other provisions in the HSNO Act. The majority
recommends replacing proposed new section 73E(2) with a new
section that would retain the current provisions in a rewritten form.
New section 73E(2)(a)(i) would require ERMA to take into account
any adverse effects of the organism on human health and safety,
while new section 73E(2)(a)(ii) would refer to the effects of the
organism on the environment, in particular ecosystems and their
constituent parts.

Currently, proposed new section 73E(2)(b) requires ERMA to com-
pare the efficacy of the medicine with other medicines used to treat
the same condition. The new section 73E(2)(d) will retain this consi-

deration of the medicine's efficacy. Some suggest to us that the
effectiveness of a medicine is irrelevant when considering the
adverse effects of an organism. However, ERMA is required by the
HSNO Act to weigh risks and benefits. We therefore consider it is a
relevant issue, when considering the release of a GM medicine or
animal medicine, whether there is a non-GM medicine that is as

effective or more effective than the GM medicine. We note there are

currently no provisions for the consideration of comparative efficacy
under the Medicines Act or the HSNO Act. The majority therefore
recommends introducing a new section 73E(4) that would provide a
medicine-specific definition of efficacy, referring to the ability of a
medicine to produce the intended therapeutic effect but not includ-
ing the potency of the medicine.

The majority recommends making a minor technical amendment to
proposed new section 73C(3)(a)(ii), providing that the restriction
does not apply where the organism is subject to an application to
register a trade name product under sections 9 or 26 of the Agricul-
tural Compounds and Veterinary Medicines Act 1997. The bill
currently provides the exemption where the organism itself is sub-
ject to an application to register. However, sections 9 and 26 of the
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Agricultural Compounds and Veterinary Medicines Act 1997 do not
allow the registration of the organism itself, but only of the organ-
ism' s trade name. This amendment brings the section in line with the
Agricultural Compounds and Veterinary Medicines Act 1997.

Containment for outdoor development

During our consideration of the bill, we discussed the implications
of an application by AgResearch to develop genetically modified
cattle in containment. Our concern with this matter arises because

the application was a development application, part of which will
involve the GM cattle being in outdoor containment.

Development is the stage that generally occurs before field tests, and
involves developing the GM organism to ascertain whether the
modified organism carries the GM traits desired by the researchers.
Once the desired GM organism is developed, approval is required
for the researchers to conduct field tests in containment to examine

how the organism interacts with the environment.

In this instance, the organisms being modified are cattle. Embryos

will be developed in a laboratory and implanted into cows kept in
outdoor containment in a field, who will give birth to the modified
cattle and after a period of time, the milk from the modified cattle
will be tested for certain desired properties.

However, we note that the GM cattle being developed will be kept in
a field during the development process. We understand this is in
order to provide optimal conditions for calf growth. However, the
majority is concerned that the issues and concerns about contain-
ment that arise in field tests also arise in development processes
where the GM organism is kept in a contained field and not in a
contained laboratory. The majority believes it is appropriate for the
conditions for containment of field tests should also apply to
development processes where the organism is kept in outdoor
containment.

To effect this requirement, the majority recommends distinguishing
between 'indoor' containment in a laboratory and 'outdoor' contain-
ment in a field by defining a new term, 'containment structure', in a
new clause 5A. This term should describe a containment facility that
is a vehicle, room, building, or other structure set aside and equipped
for the development of GM organisms. The majority then recom-
mends amending the bill to require any stage in the development
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process that occur outside a containment structure to be subject to
the same provisions as field tests. This would involve amendments

to proposed new sections 44A and 45A.

The majority also recommends introducing new subclauses to

clauses 6 and 7, providing an exemption for applications for approv-

als to develop new organisms in containment made before 1 April

2002. We are concerned that applying these new provisions to an
application that has already been lodged could require ERMA to
consider new information, and this would have a retrospective effect
on the application. In particular, we note this provision would

exempt the AgResearch application. The Green Party does not agree
with this exemption because the amendment does not affect matters

in the application, only the way in which ERMA must consider it,

and the application has not yet proceeded to a hearing.

In considering this matter, we concluded that these amendments are

within the scope of the bill. The purpose of the bill, as stated in
clause 4, is to require ERMA to consider additional matters when

considering applications in relation to certain genetically modified

organisms and to include controls for secure containment and other
matters. We believe that imposing an obligation on ERMA to con-

sider the secure outdoor containment of GM organisms in a develop-

ment process is consistent with this purpose, and these amendments

are therefore within the scope of the bill. We also note that approved

developments in outdoor containment pose similar containment
issues as field tests.

Expiry

Some submitters expressed concern that clause 3 will cause the

restriction on making an application to release a GM organism to

expire on 29 October 2003. While a few submitters supported the

expiry date, most submitters who addressed this issue either opposed
the fact that the restricted period would be automatically lifted,

wanted it extended indefinitely, or wanted the expiry clause omitted

altogether so that there would be no restricted period. Other submit-
ters recommend the restricted period be lifted when research and

current knowledge mean that sufficient knowledge is held to ascer-

tain accurately the impacts of release.

We have considered this matter but the majority believes it is appro-
priate to retain clause 3 in its current form and does not recommend
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any change. We note that the Government has agreed to many of the
recommendations in the Royal Commission and is now working
towards the completion of necessary work and policy development
to ensure the necessary processes are in place prior to expiration of
the restriction. It is therefore important they be clearly subject to an
ultimate expiration date. As the Government anticipates the neces-
sary work being completed prior to 29 October 2003, this is an
appropriate date for the restrictions to expire.

Alliance and Green Party positions on moratorium

The Alliance and the Green Party believe that the constraint period
on the release of GM organisms should not be arbitrarily limited to
two years. The primary purpose of the constraint period is to allow
research on risk to be undertaken and evidence of safety satisfacto-
rily established. They believe that the generic and strategic issues for
New Zealand in respect of GM are such that it is necessary to
prevent any GM release until it has been firmly established that there
is no prospect of harm to New Zealand's environment, economic or
social well-being from GM organisms. The Alliance and Green
Parties recommend that the date for the ending of the restraint period
be removed, and the period be extended until evidence of safety is
established. The Green Party further believes that the special condi-
tions applying to the release of GM vaccines while the moratorium
is in place should be made permanent.

Inspection and monitoring

A number of submitters expressed concern that the bill does not
contain requirements for the inspection and monitoring of field tests.
Currently, ERMA is obliged to set controls covering the matters set
out in the Third Schedule, including inspection and monitoring.
However, it is arguable that the Third Schedule does not clearly
require that these conditions include inspection and monitoring after
the field test research is complete. The majority considers this
should be clarified.

The majority therefore recommends introducing a new clause 9A
into the bill, amending clause 6 of the Third Schedule of the HSNO
Act to ensure that ERMA is required to impose monitoring and
inspection conditions during and after the field test. The imposition
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of inspection and monitoring conditions after the field test research

is complete should not be discretionary.

The majority also recommends the clause provide that ERMA may

specify conditions for inspection of the site prior to the field test. We
consider that it is important that inspection take place prior to the test
to ensure that containment controls are in place. However, the
majority does not recommend requiring ERMA to impose these

conditions, as there are circumstances where such inspections may

be unnecessary. For example, a researcher may have previously used
the same site for another field test, which may mean the necessary

site inspection will have been completed as part of the previous test.

This provision will allow ERMA to impose conditions for prior

inspection when necessary, but does not oblige ERMA to impose
these conditions when they would serve no useful purpose.

Conditional release

The Royal Commission recommended that the HSNO Act provide

for a further level of approval, called 'conditional release'. We

received a number of submissions requesting that we provide for
conditional release as part of the amendments in this bill. However,

the majority does not consider such changes to be appropriate. The

changes necessary to the HSNO Act to create a further level of

approval are substantial, and we consider it most appropriate for the
issues involved to be carefully worked through in order to ensure the

regime is most appropriate for the purpose. We also understand the

Government intends to release a discussion document on changes to

the HSNO Act, which will allow public consultation on issues

surrounding conditional release. In light of these facts, the majority
does not recommend including conditional release as part of the
amendments in this bill.

Treaty of Waitangi

A number of submissions express concern that the HSNO Act does

not give sufficient emphasis to the Treaty of Waitangi. One submit-
ter suggested that, from the Maori perspective, GM raises cultural

risks and the prospect of breaches of the Treaty of Waitangi. The
submitter raised as an example the prospect of gene sequencing of
native species, particularly if the gene sequences were then pub-
lished. Such research may be considered low risk from a scientific
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point of view, but may be cause for concern for Maori, and may
breach the Treaty of Waitangi. The submitter claimed this creates a
tension in the HSNO Act that cannot be reconciled.

Section 8 of the HSNO Act provides that all persons exercising
powers and functions under the Act shall take into account the
principles of the Treaty of Waitangi (Te Tiriti o Waitangi). We heard
evidence from Ngi Kaihauto Tikanga Taiao (Ngi Kaihautu), which
is a body established under the HSNO Act to have input and provide
advice to ERMA on issues relating to MAori and the Treaty of
Waitangi. Nga Kaihauto expressed a view that certain matters on the
Treaty of Waitangi need to be considered and section 8 of the HSNO
Act needs to be strengthened.

We understand the Government agrees that the HSNO Act needs to
be amended to more appropriately reflect the Treaty of Waitangi
relationship. For this reason, a Maori Reference Group is being
established to advise on proposed amendments to the HSNO Act,
and an amendment bill may be introduced into Parliament later this
year. The majority recommends no change to the current bill with
regard to Treaty issues.

Importation of low-risk genetically modified organisms
We received several submissions from scientists involved in

research requesting that recommendation 6.4 of the Royal Commis-
sion be enacted as part of this bill. This recommendation was 'that
the Hazardous Substances and New Organisms Act 1996 be
amended to allow for the efficient importation of low-risk geneti-
cally modified organisms, through delegation of the approval pro-
cess to the Institutional Biological Safety Committees.'

Currently, all applications for the importation of GM organisms
must be made to ERMA. However, the laboratory development of
low-risk organisms in New Zealand is approved by an Institutional
Biological Safety Committee (ISBC), and only organisms of higher
risk need to be approved by ERMA. The submitters expressed
concern that one organism developed in New Zealand may be
approved by an ISBC, but the same organism imported from over-
seas must be approved by ERMA at significant cost. This was
pointed to as an anomaly that should be rectified.

We agree with submitters that this change deserves to be considered.
However, we are unable to make the changes requested, as they are
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outside the scope of the bill. We understand that additional policy
work is required, but the Government hopes to make announcements

on this issue in the current parliamentary term. We encourage this
change and urge that the Minister give it urgent attention.

The SOP

The SOP implements temporary measures to control germ cell-line
procedures and xenotransplantation while a comprehensive legisla-
tive regime is developed. It also requires that the Minister of Health,
before granting an exemption to the restriction, must be satisfied that
the procedure does not pose unacceptable risk to the health and
safety of the public, that any risks are appropriately managed, and
that any ethical, cultural or spiritual issues have been adequately
resolved. When granting an authorisation, the Minister may seek
advice from persons who are appropriately qualified.

We note this provision is unusual in the context of the Medicines
Act. The Act currently requires applications for clinical trials of new
medicines to be approved by the Director-General of Health, and for
such approval to consider the personal health risks for the individual
patient. We understand the biotechnical procedures in this section
are seen to pose risks for the community at large, and this is the first
time the Medicines Act has been used to require consideration of
this factor as a safeguard against such a risk.

The SOP does not amend any provisions in the current Medicines
Act, but instead introduces a new Part 7A into the Act. All provi-
sions necessary for the operation of the restriction are contained
within that part, except for enforcement and incidental matters, and
proposed new section 96I provides that Part 7A will expire on
30 June 2003 unless an Order in Council extends the restricted

period by up to two years.

Terminology

Some submitters suggest that the term 'germ cell-line procedure'
may not be the appropriate term for the procedure being described.
While we understand the terminology is used in Australian scientific
documents, the majority agrees that internationally, the term used is
'germ-cell', and that the word 'genetic' should be added to clarify
that this provision relates to genetic manipulation. The majority
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therefore recommends the term 'germ-cell genetic procedure'
replace references to 'germ cell-line procedure'.

Other submitters suggest the term 'modified gamete' and 'modified

embryo' could capture modifications arising from diagnostic proce-
dures without genetic modification. The majority agrees with these
submitters, and recommends the terms 'genetically modified gam-
ete' and 'genetically modified embryo' be used.

Xenotransplantation

Xenotransplantation is the insertion or injection of living biological
material from animals into humans. We understand there has been

much research internationally into the possibility of using organs
from pigs for transplants into humans, but that the pigs must be
genetically modified to ensure the organ is sufficiently compatible
with human organs to not be destroyed by the body's defences.
However, we also understand the term extends to the insertion of a

small number of living animal cells into humans.

It does not capture the insertion of non-living biological material
from animals. For example, we understand it is common to use heart
valves from pigs in medical procedures, but the SOP would not
cover this as the valves do not contain living cells.

Diatranz

Much of our consideration on the SOP has been focused on an

application by Diatranz Limited (Diatranz) to undertake a clinical
trial involving the insertion of encapsulated living pig cells into the
abdomen of patients with type I insulin dependent diabetes. This
procedure does not involve genetic modification. We understand the
theory behind this treatment is that the pig cells, which are taken
from two-week old piglets, mature in the patient and start producing
insulin. Should the research prove successful, this means that dia-
betic patients may be able to reduce their dependence on insulin

injections. We are informed by Diatranz that early results from a

trial in Mexico have been promising, with one teenage girl seem-
ingly no longer requiring insulin injections several months after
receiving the Diatranz treatment, and several other youths having
notably decreased reliance on insulin injections.

An application by Diatranz to conduct a clinical trial of this process
in New Zealand was declined by the Director-General of Health in
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July 2001. Diatranz appealed this decision on the basis that incorrect
tests were used in deciding the application. The appeal was delayed
because there were insufficient members in the Medicines Review

Committee to hear the appeal, and it is yet to be heard. Diatranz
expressed concern that, even if the appeal against the Director-
General' s decision was successful, the SOP would require them to
submit a new application meeting additional criteria and tests. Dia-

tranz therefore sought to be excluded from the provisions in the SOP
relating to xenotransplantation until the appeal process is completed.
We heard from Diatranz that if the appeal was unsuccessful the

company would be prepared to comply with the requirements of the

SOP for future applications.

Concern with the Diatranz treatment focuses on the risk of porcine

endogenous retrovirus. We learned that endogenous retroviruses

infect the genetic material included in cells. Porcine endogenous
retroviruses are present in all generations of pigs and cannot be
removed by intensive breeding or animal husbandry. Unlike other

viruses, retroviruses cannot normally be transmitted from animal to

person by contact as the virus is incorporated in the genetic material

of the cell. However, laboratory research shows that it may be

possible for the retrovirus to be transmitted into human cells in
certain circumstances. Direct insertion of live pig cells may
represent one of the circumstances where transmission of an endoge-

nous retrovirus may occur. However, the medical director of Dia-

tranz, Professor Bob Elliot, argues that there is no evidence of the

porcine endogenous retrovirus infecting humans outside of a labora-
tory experiment. He suggests that the retrovirus is incompatible with

humans, and that it is highly unlikely that it could spread into the

human population from the Diatranz treatment.

However, we also note that other devastating viruses have spread
from animals to humans. We note that the Bovine Spongiform
Encephalopathy (BSE), although not a retrovirus, was similarly

believed to be of minuscule risk to humans until it spread from cows
into humans to become variant Creutzfeldt-Jakob Disease (vCJD).

We also note it is suspected that HIV/AIDS was caused by the

transmission of a monkey virus into the human pool. In this case the

organism causing HIV/AIDS is an exogenous retrovirus, and evi-
dence was given that it is not directly comparable with porcine

endogenous retrovirus.
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Advice was provided that showed that some humans treated using
living pig tissues tested positive for porcine endogenous retrovirus
DNA. This research found that these tests indicated persistence of
living pig cells several years after treatment, rather than evidence of
active infection. Evidence from a submitter also indicated that some

humans treated using living pig tissue developed antibodies to the
porcine endogenous retrovirus and tested positive for retrovirus
DNA. Others had living pig cells circulating in their bodies eight
years after their treatment. While not conclusive evidence of

retrovirus infection, these results suggest that it is theoretically pos-
sible for retrovirus infected cells to infect humans when trans-

planted, or to persist for several years as potential sources of infec-
tion in the face of the normal human immune response to reject
foreign cells and tissues.

We received evidence from a number of diabetics who stated that

they would go to overseas countries that allow this procedure if it

were banned in New Zealand. They suggested that if New Zealand
banned the procedure because of fears of retrovirus, the risk to New
Zealand would still be present as such xenotourists would return to
New Zealand carrying the virus. New Zealand would still be subject
to the retrovirus risk, but will lose the possible financial benefit of
developing a profitable diabetes cure in the country. However, we

are advised this argument could lead to a lowest common denomina-
tor approach, where New Zealand allows any procedure to be per-
formed if some country overseas with low safety standards allows
the procedure, despite any concerns about risk to the public. Under
this approach New Zealand safety standards would drop to meet the
lowest standards around the world.

This issue could only be resolved by balancing the various consider-
ations. The level of risk posed by the retrovirus is unknown, and may
be very low or zero. However, the potential damaging health conse-
quences could be significant should the risks be realised. If the
procedure poses even a minute risk, the larger the number of people
who receive the xenotransplantation, the greater the mathematical
chance of the risk coming to fruition. This is why it is sensible to
have good data on the risks before taking the risks. At the same time,
we recognise that this treatment may eventually offer a cure to a
terrible disease that thousands of New Zealanders suffer with on a

daily basis.

1
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Having considered this issue, the majority considers it appropriate to
not grant Diatranz an exemption from the provisions of this SOP.
We have sympathy with the suffering of diabetics who could be
helped or cured by this process. However, the majority is concerned
that the procedure may pose unacceptable risks to the human popu-
lation at large by introducing previously unknown viruses, such as
the porcine endogenous retrovirus or other animal viruses, and
allowing them to spread. We received advice from international
sources, including from pro-xenotransplantation organisations such
as the International Xenotransplantation Association, advising cau-

tion before allowing exemptions to this provision.

Given this consideration, the majority considers it essential the

public health risk be given the scrutiny and public input proposed by
this SOP before a trial goes ahead, and does not recommend granting
Diatranz an exemption from the SOP provisions. We note that, if

Diatranz succeeds in its appeal, it will not be required to restart the

process again. It will only be required to undergo a further stage
involving public consultation before possible authorisation by the
Minister.

Biological material

A number of submitters expressed concern that the definition of the

term 'biological material' captured existing medicines, non-living
material and non-animal material. This could mean that the provi-

sions restricting xenotransplantation could capture other treatments

that do not involve the transplantation of living animal material. We

recognise these concerns, but note the provisions in context specifi-
cally ban the insertion or injection of living biological material from

an animal into a human. This ensures that other procedures or

treatments will not inadvertently be banned because of the definition

of'biological material'. We do not recommend amending the defini-

tion, as the current provisions in the SOP adequately address the
concerns.

Germ-cell genetic procedure

The SOP classifies a germ-cell genetic procedure as a restricted
specified biotechnical procedure. We understand the definition of
germ-cells includes sperm and egg cells and cells in the fertilised
egg (the zygote) and the embryo prior to the point where the cells
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begin to distinguish themselves into different tissues and organs.
When an egg is fertilised and begins to multiply to form the embryo,
the cells are all identical and can become any of the tissues that may
later be found in a human. Within two weeks of fertilisation, cells

begin to differentiate and develop into different tissues, and organ
development begins by four to six weeks. Germ-cell genetic proce-
dures involve modifying the germ-cells to alter some characteristics
of the genetic structure in the cells, prior to the cells developing into
tissues or organs. In this way, we learned that it is possible to modify
genetic characteristics at an early stage in the embryo' s
development.

The correction of genetic diseases was raised as a beneficial use of
germ-cell genetic procedures. For example, cystic fibrosis is a
genetic disease caused by the faulty transport of salt within cells
lining organs such as the lungs and pancreas. We were informed that
it would be possible to alter the genetic structure contained within
the germ-cells to replace the cystic fibrosis gene with a normal gene
in a developing embryo. This would mean that as the cells develop
into different body organs, cystic fibrosis would not develop and the
person would also not pass cystic fibrosis onto any offspring. By
contrast, in the future it may be possible to identify the cells that will
develop into the tissues affected by cystic fibrosis and modify those
specific cells, replacing the faulty gene while the child is still an
embryo, is still in the womb, or at any time after its birth. The
process of correcting specific gene abnormalities in differentiated
cells is called somatic-cell gene therapy and is not subject to this
SOP.

The SOP does not restrict stem-cell or germ-cell research. The
definition of a 'germ-cell genetic procedure' in the SOP is the
artificial insertion or injection of a genetically modified gamete or a
genetically modified embryo into a human being. This means that
laboratory research into modifying germ-cells is not banned, but the
implanting of the resulting embryo into a person for development
into a full-grown human being is banned. It is also important to note
that this SOP does not prohibit any of the techniques currently used
in New Zealand in assisted reproduction. We note that even in the
UK where stem-cell research has been authorised it is under strict

regulatory conditions, which do not exist in NZ.

The concern surrounding these procedures relates both to the high
probability of deformities resulting from the current status of the
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technology and to the fear that the technology can lead, not only to
the removal of genetic diseases, but to the possibility of designer
babies, where couples choose to use the procedure to improve the
looks, intelligence and abilities of the child. There is currently little
or no regulation of this area of research, and this provision will
restrict such procedures until a complete regime of controls is put in
place to address any concerns. As with xenotransplantation,

restricted procedures will be able to be authorised by the Minister of

Health following a process of consultation. This will mean that

procedures that may be of great benefit, such as those to prevent
genetic diseases, could theoretically be authorised but procedures to
generate designer babies for non-health reasons would be less likely
to be approved.

Human cloning

In our consideration, we learned that the definition of 'germ-cell
genetic procedures' could capture human cloning, even though clon-
ing would not normally be considered a germ-cell procedure. This

issue arises because the SOP refers to an embryo or gamete that has
a modified genetic structure. While the intention may have been for
the SOP to only capture the situation where part of the genetic
structure is modified, the term 'modified genetic structure' probably
captures a gamete or embryo where the entire nuclear genetic struc-
ture has been removed and replaced by another complete nucleus.
This was the process used to clone Dolly the sheep in 1997.

We learned that there is currently very little control over human

cloning processes in New Zealand, and that it would potentially be
possible for a person to carry out cloning with no regulation of their
activities. We are concerned at the possibility of unregulated cloning
of humans. The majority therefore does not recommend changes to
the definitions of 'germ-cell genetic procedure', 'genetically modi-
fied embryo', or 'genetically modified gamete' to exclude human
cloning by nuclear transfer from the scope of the SOP. The majority
believes it is appropriate to use the provisions in this bill to prevent
cloning in the interim, while other mechanisms to control cloning
procedures are developed through upcoming assisted reproduction
legislation.
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Expiry of restriction

The provisions in the SOP will expire on 30 June 2003, although
there is provision for an Order in Council to extend the restricted
period. The extended restricted period can end no later than 30 June
2005. Some submitters express concern that the restriction will

expire, and consider a permanent ban on these procedures would be

more appropriate. The majority does not agree. We note that this
area of science is advancing rapidly and that knowledge of risk
management is increasing. The majority therefore considers it

appropriate for the prohibition to be temporary while a more com-

prehensive regime is developed to govern these procedures. There is

no intention to allow xenotransplantation or germ-cell genetic pro-

cedures without restriction after the expiration of this part.

Minister of Health's discretion

A number of submitters express concern that the Minister of Health

(the Minister) will be able to grant exemptions from the restriction.

Some are opposed to these biotechnical procedures, and believe it is
inappropriate to allow the Minister to grant exemptions at all. How-

ever, the majority considers it appropriate to give the Minister dis-

cretion to provide exemptions on a case-by-case basis. Particular

procedures may be proven scientifically to pose no risk to the

general public and may be important for humanitarian reasons. In

such instances it is appropriate to provide an exemption.

Other submitters believe there is a potential for political interference

in allowing the Minister to grant exemptions without requiring con-

sultation. Some pointed to existing mechanisms as being appropri-

ate, and cited ethics committees, peer review, public scrutiny, and

the general powers of the Director-General of Health regarding

clinical trials of new medicines. Others recommended forming a

new committee of scientists to consider applications for exemption.

We understand the intention of this SOP was to require a process of

public consultation on the biotechnical procedures prior to the Min-
ister granting an approval. The majority therefore recommends

amending proposed new section 96E and introducing a new section

96EA to clarify the requirement for public consultation.

New section 96E requires the Minister to consider, before authoris-

ing a specified biotechnical procedure, whether the procedure poses

unacceptable risk to the health and safety of the public, whether any
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risks posed are adequately managed, and whether any ethical, cul-
tural or spiritual issues raised by the procedure have been adequately
addressed. If the Minister is not satisfied that these criteria are met,

the Minister may obtain advice from qualified persons and then
resume considering the authorisation on the basis of the advice
given.

Proposed new section 96EA provides for the Minister to obtain
advice from a committee or body. That committee could either be
established under existing provisions in the Medicines Act or the
New Zealand Public Health and Disability Act 2000, or established
by the Minister as an ad hoc committee. The Minister could also
require the applicant to form a committee from people nominated by
the Minister. New section 96EA(2) requires the advising committee
to give members of the public and interested parties an opportunity
to make submissions on the application prior to providing advice to
the Minister or applicant. New section 96EA(3) gives an ad hoc
committee the inquiry powers set out in sections 74-86 of the New
Zealand Public Health and Disability Act 2000, as if the committee
were an inquiry board. The remaining provisions in new section

96EA provide for the applicant to pay or contribute to costs of the
advising committee if the application has significant commercial
benefit, or for the Minister to pay or contribute to costs of the
committee if the application will benefit the public. The majority
considers these amendments clearly set out the obligation on the
Minister to obtain advice on authorisation applications, and also
clarify the importance of public consultation in the process.

The Green Party does not believe there should be the possibility of
any approval to genetically modify human beings through germ-line
genetic procedures in the foreseeable future.

National and ACT Parties minority view

The National and ACT minority believes that the bill does not
legislate for important recommendations of the Royal Commission
on Genetic Modification. It goes beyond the Royal Commission
recommendations. It adds hurdles to research applications and
places a moratorium or 'constraint period' for the consideration and
approval by ERMA for applications to release genetically modified
organisms into the environment. No provision is made in this bill for
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the 'conditional release' provisions recommended by the Royal
Commission.

The HSNO Act and the related body ERMA are widely regarded as

providing some of the world' s toughest regulations and safeguards
for GM applications. The Royal Commission expressed confidence
in ERMA. This bill undermines the confidence that was expressed

by the Royal Commission.

This legislation was introduced under urgency at the end of the
Parliamentary year. Deliberations on the bill started at almost the
same time as the Prime Minister made her statement to Parliament

"growing an innovative New Zealand". That statement con-on

cluded that promotion of biotechnology was one of the three key
areas "most likely to help move New Zealand on to a higher growth
plain". This bill does directly the opposite.

Submissions to the bill from New Zealand's largest company,
Fonterra, from AgResearch, Crop & Food Research and Hort-
Research all demonstrated that the Government bill would make

biotechnology research applications more difficult for them. They
warned about loss of biotechnology opportunities and loss of bio-
technology scientists from New Zealand. They also warned that
New Zealand would lose its competitive edge in the vital areas of
agriculture, horticulture and forestry research which are so impor-
tant to our economy. The bill would cause significant increase in
compliance costs to research applications.

Practical examples of this bill frustrating New Zealand research
institutions at this point in time include:

1. Crop & Food Research have a GE potato trial ready to go for a
"conditional release" application. The bill has made that

impossible.

2. AgResearch is negotiating a transgenic cow programme with
PPL (United Kingdom) worth approximately $50 million.
They said that because of the bill there is a high probability of
that deal falling through.

3. ERMA submitted that excessively prescriptive legislation can
have the unwanted effect of putting blocks on future develop-
ments. They indicated this bill has the danger of being overly
prescriptive.

t
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Several submitters stated that the bill was unnecessary legislation
because the existing HSNO legislation was more than adequately
able to deal with applications anyway.

The Royal Commission recommended that research applications for
low risk organisms should be made easier. This bill does not cover

that important aspect.

Submitters recommended that importation of low risk organisms
should not have to go through ERMA and thus cost researchers extra

unnecessary expense. This bill does not address their concerns.

Submitters requested that applicants be allowed to begin the process
now, rather than at the end of the constraint period. The bill has

ignored that request.

Crop & Food Research and Wrightsons submitted that because of
factors relating to planting out at the optimal time of the season that

the constraint period would in reality mean that hold-ups for applica-

tions could well be longer than two years. The bill does not address
those concerns.

Several scientists mentioned that the risk of GM technology to New

Zealand was likely to be less than risks occurring from-

1. mutations that occur in nature; and

2. from conventional breeding techniques involving irradiation
and chemicals such as colchicine.

Those observations have recently been backed up by a statement

from Robert Lord May, President of the Royal Society of London
and former Chief Scientific Adviser to the British Government.

"In short, with GM foods, you are mucking around with the genome

much less than with other conventional breeding programmes".

The constraint period contained within this bill is contrary to the
recommendations of the Royal Commission. This bill does not take
into account that all actions are associated with risks and instead of

the bill allowing for scientific estimation of relative risk, it literally
bans everything. The exception clauses are bureaucratic and risk
involving political judgement. If the Government were genuinely
interested in advancing biotechnology and science in New Zealand,
it would take notice of the Royal Commission' s confidence in
ERMA and the recommendations for 'conditional release'. Applica-
tions should continue to be processed and judged on their merits on a
case by case basis.
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Science will not advance when a total ban is put in place. Some of
the major advances in science have occurred where small calculated
risks have been permitted. Imposing a moratorium after consulting
widely amongst the New Zealand public and spending $6 million on
a Royal Commission is reminiscent of 19th century Luddites. This
bill defies the Government's own aim of advancing biotechnology.
By passing this legislation the Government is either seriously turn-
ing back the clock on its strategy for promoting biotechnology or
compromising itself and scientific integrity to the will of the Green
and Alliance parties.

Supplementary Order Paper No 231-Xenotransplantation

It is bizarre that an SOP involving a research application that has

already been considered through the Ministry of Health should be

introduced under Urgency by the Minister for the Environment. The

Minister of Health told the Finance and Expenditure Committee that
the Minister for the Environment would not be expected to know the
details of the issues involved in the bill but that she was not prepared
to answer the committee's questions because it was not her bill. The
committee decided that it was not worthwhile to question the Mims-

ter for the Environment as it was clearly not part of her portfolio.

Mai Chen, a prominent lawyer, has described the Government' s

action of bringing in an SOP when an application for the research is
already being considered by the Courts as a "constitutional out-

rage". It is inappropriate for legislation to override a matter which is
currently the subject of a live appeal to the Medicines Review
Committee. It seems quite wrong that the Government should effec-
tively legislate to obstruct an application that was already going
through the Courts.

It is inappropriate that xenotransplantation in all its possible forms
should be curtailed by this bill. Applications should be considered
on a case by case basis. The very fact that the Diatranz application

for xenotransplantation research has already been turned down by
the processes that are available in New Zealand demonstrates that

the existing process works. Therefore, this SOP is unnecessary.

Xenotransplantation is being carried out on a research basis in the
United States under careful informed consent conditions. There are

various risks and opportunity costs to the people of New Zealand by
putting a ban on xenotransplantation applications. Submitters told us
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that they would be prepared to go to other countries where trials in

xenotransplantation might be much less well controlled than in New

Zealand-for example, Mexico or the Cook Islands. They said they

would then consider returning to New Zealand and the very risks of
retrovirus transfer that the Ministry of Health is concerned about

would be just as likely to occur. However, the ability to closely

monitor those people would not be nearly as great. While the Minis-

try of Health had great concern about the possible dangers of
retrovirus transfer to the public, they had done nothing to ensure that

six patients who had undergone xenotransplantation in New Zealand
were carefully monitored afterwards.

Submitters noted that xenotransplantation technology might be
accessible to wealthy New Zealanders who could afford to travel
overseas but not to New Zealanders who were less well off which

could include Maori.

The effect of the SOP is to politicise decisions rather than deal with

them on a case by case scientific basis. In her oral evidence to the
committee, the Minister of Health said herself she did not believe

that the Minister of Health should have the power to veto this sort of

application.

Imposing a blanket ban on xenotransplantation is in direct contradic-

tion to the Government stated plan of promoting biotechnology. All

human activity is associated with some degree of risk. Some of the

most significant advances in medicine and surgery have occurred

where courageous individuals have been prepared to undertake

risks. That has been clearly demonstrated in the field of immunisa-
tion. This SOP is a direct contradiction to the Government's

expressed statement that they want to promote biotechnology. Xeno-

transplantation does not usually imply genetic modification, and the
scope of the Royal Commission Inquiry on Genetic Modification did

not apply to non-genetic techniques such as the Diatranz application.

Germ cell-line gene therapy

It is our view that bringing in an SOP to deal with this subject in

isolation is inappropriate given the international controversy that

surrounds this area of research. Although there are no known appli-
cations for research of this kind in New Zealand, the Government

has chosen to rush through an SOP without appropriate considera-

tion or consultation. To our knowledge the public were entirely
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unaware that the Government was intent on banning cloning in New

Zealand within this legislation. If the population had been aware it is

highly likely there would have been more than one submission

regarding this aspect of the SOP. Cloning legislation would be more
properly dealt with by the Government's proposed 'Reproductive

Technology Bill' which has been languishing for many years.

The Government has often stated that it will seek wide public con-
sultation regarding health matters and given the international con-

text of controversy and concern over cloning, one would expect the

Government to have clearly published its intention within this SOP.

It was a huge surprise to members of the opposition when the
Government announced, after the short consultation period had

lapsed, that they were also intending to ban human cloning by this
SOP. It is an indication of the Government's muddled thinking on

the complex issues surrounding germ cell-line gene therapy that
members were unaware of the Government's intent until 19 March,

2002 at approximately 5.00 pm. Only two hours earlier in the com-
mittee, officials had recommended that human cloning should not be
included in this SOP because of the fact that there was no consulta-

tion with the public regarding it, and that the subject of human

cloning and all its ramifications were highly controversial and com-
plex. We believe the SOP does not adequately cover human cloning.

National and ACT minority conclusion

We consider the HSNO Amendment and SOP No 231 represent ill

conceived, unnecessary and rushed legislation that is in direct con-

tradiction to the Government's policy of promoting biotechnology.
The 'constraint period' flies in the face of the Royal Commission

Executive Summary which states "the continuation of research is
critical to New Zealand's future".
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Appendix

Committee process

The Hazardous Substances and New Organisms (Genetically Modi-
fied Organisms) Amendment Bill was referred to the committee on
5 December 2001. Supplementary Order Paper No 231 was referred
to the committee on 18 December 2001. The closing date for sub-
missions on the bill and the SOP was 1 February 2002. We received
and considered 83 submissions from interested groups and indivi-
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The Parliament of New Zealand enacts as follows:
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(1)

(2)

cl 1

(2)

Hazardous Substances and New

Organisms (Genetically Modified
Organisms) Amendment

Title

This Act is the <Hazardous Substances and New Organisms
(>Genetically Modified Organisms<) AmendmenO <and
Restricted Biotechnical Procedures> Act 2001.

Struck out (majority)

In this Act, the Hazardous Substances and New Organisms 5
Act 19961 is called "the principal Act".
11996 No 30

Part 1

Preliminary provisions
Commencement 10

This Act comes into force on the day after the date on which it
receives the Royal assent.

Expiry

Sections 5 and 8 expire on the close of 29 October 2003.

New (majority)

Part 3 expires on the expiry of Part 7A of the Medicines Act 15
1981.

Purpose

The purpose of this Act is-

(a) to require the Environmental Risk Management Autho-
rity (the Authority) to consider additional matters 20
when considering <certain> applications in relation to
<certain> genetically modified organisms and, if it
approves the applications, to include <particular> con-
trols for <secure containment and other matters> <field
tests and certain developments>; and 25

(b) to impose a restriction, from 29 October 2001 to the
close of 29 October 2003, on the Authority considering
or approving applications to import new organisms for

release or to release new organisms from containment if

t



(C)

(d)

Hazardous Substances and New

Organisms (Genetically Modified
Organisms) Amendment Part 2 cl 5AB

the new organisms are genetically modified organisms;
and

to provide exceptions to the restriction; and

to provide transitional provisions for approved applica-

tions relating to certain genetically modified organisms; 5
and

New (majority)

(e) to provide for temporary measures, pending the

development of a comprehensive legislative regime, to

control the use of germ-cell genetic procedures and

xenotransplantation procedures in respect of human 10

beings to ensure that-

(i) a procedure of that kind does not pose an unac-

ceptable risk to the health or safety of the public

and that any risks are appropriately managed; and

(ii) any ethical, cultural, or spiritual issues raised by a 15

procedure of that kind are adequately addressed.

Part 2

<Release and field testing of genetically modified
organisms> <Amendments to Hazardous Substances

and New Organisms Act 1996> 20

New (majority)

5AA Hazardous Substances and New Organisms Act 1996

called principal Act in this Part

In this Part, the Hazardous Substances and New Organisms

Act 19962 is called "the principal Act". 25
2 1996 No 30

5AB Interpretation

Section 2(1) of the principal Act is amended by inserting, in
their appropriate alphabetical order, the following definitions:

"containment structure means a containment facility that is

a vehicle, room, building, or other structure, set aside and

3
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(1)

Part 2 cl 5AB

Hazardous Substances and New

Organisms (Genetically Modified
Organisms) Amendment

New (majority)

equipped for the development of genetically modified
organisms

"genetic element, in relation to a new organism, means-

"(a) heritable material; and

"(b) any genes, nucleic acids, or other molecules from the
organism that can, without human intervention, repli-
cate in a biological system and transfer a character or
trait to another organism or to subsequent generations
of the organism

"heritable material, in relation to a new organism, means
viable biological material, including gametes and spores, aris-
ing from the organism that can, without human intervention,
regenerate the organism or reproduce a new generation of the
same species of the organism".

5 New section 25AA inserted

The principal Act is amended by inserting, before section 25,
the following section:

"25AA This Part subject to Part 5A

This Part applies subject to Part 5A."

New section 44A inserted

The principal Act is amended by inserting, after section 44,
the following section:

Struck out (majority)
1 1

"44A Additional matters to be considered for certain field

tests

"(1) This section applies to an application to field test a new
organism in containment if the new organism is-

"(a) a genetically modified plant; or
"(b) a genetically modified animal.

"(2) In deciding whether to approve or decline an application, the
Authority must take into account-
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Hazardous Substances and New

Organisms (Genetically Modified
Organisms) Amendment Part 2 cl 6

Struck out (majority)
1 1

"(a) the safety and any ecological effects of the field test;
and

"(b) any alternative method of achieving the research objec-
tives that is as effective as, or more effective than, the

field test. 5

"(3) The matters referred to in subsection (2) are in addition to the
matters referred to in section 45."

New (majority)

"44A Additional matters to be considered for certain

developments and field tests
"(1) This section applies to an application- 10

"(a) to develop a new organism in containment that is a
genetically modified organism, to the extent that the
development does not take place in a containment
structure:

"(b) to field test a new organism in containment if the new 15
organism is a genetically modified organism.

"(2) In deciding whether to approve or decline an application, the
Authority must take into account-
"(a) any adverse effects of developing or field testing the

organism on- 20
"(i) human health and safety; and
"(ii) the environment, in particular ecosystems and

their constituent parts; and

"(b) any alternative method of achieving the research objec-
tive that has fewer adverse effects on the matters 25

referred to in paragraph (a) than the development or field
test; and

"(c) any effects resulting from the transfer of any genetic
elements to other organisms in or around the site of the
development or field test. 30

"(3) The matters referred to in subsection (2) are in addition to the
matters referred to in sections 44 and 45.
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7

(1)

Part 2 cl 6

Hazardous Substances and New

Organisms (Genetically Modified
Organisms) Amendment

New (majority)

"(4) In this section, field test does not include large-scale fermen-
tation of micro-organisms inside a containment structure."

(2) This section does not apply in relation to applications for
approvals to develop new organisms in containment made
before 1 April 2002. 5

New section 45A inserted

The principal Act is amended by inserting, after section 45,

the following section:

Struck out (majority)
1 1

"45A Containment and other controls required for certain
field tests 10

"(1) An approval under section 45 to field test a new organism that
is a genetically modified plant must include controls to ensure
that,-

"(a) if any reproductive structure on or above the ground

contains pollen, seeds, or other heritable material, the
material is securely contained, or removed and

destroyed, before the material is capable of being
released:

"(b) when the field test is complete, any tubers, bulbs, rhi-
zomes, or other heritable material from the organism 20

beneath the ground is-

"(i) removed and either securely contained or
destroyed; or

"(ii) destroyed without being removed:

"(c) any reproductive structure or heritable material from 25

the organism required for research purposes is securely
contained:

"(d) any reproductive structure or heritable material from

the organism that is transported is transported in secure
containment: 30

"(e) all material associated with the test is capable of

being-
"(i) removed; or

15 1
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Organisms (Genetically Modified
Organisms) Amendment Part 2 cl 6

Struck out {majority)
1 1

"(ii) destroyed without being removed.

"(2) An approval under section 45 to field test a new organism that
is a genetically modified animal must include controls to
ensure that the animals and their offspring-
"(a) are securely contained; and 5
'(b) can be identified.
1 1

New (majority)

"45A Controls required for certain developments and for all
field tests

"(1) This section applies to an approval under section 45-

"(a) to develop a new organism in containment that is a 10
genetically modified organism, to the extent that the

development does not take place in a containment struc-
ture; or

"(b) to field test a new organism in containment if the new
organism is a genetically modified organism. 15

"(2) An approval-
"(a) must include controls to ensure that, after the end of the

development or field test, the organism and any herita-
ble material from the organism is removed or
destroyed; and 20

"(b) may include controls to ensure that, after the end of the
development or field test and after heritable material is
removed or destroyed, some or all of the genetic ele-
ments remaining from the organism are removed or
destroyed. 25

"(3) In subsection (2), destroyed includes leaving genetic elements
to break down or become inactive at the site of the develop-
ment or field test."

(2) This section does not apply in relation to applications for
approvals to develop new organisms in containment made 30
before 1 April 2002.
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Part 2 cl 8

Hazardous Substances and New

Organisms (Genetically Modified
Organisms) Amendment

8 New Part 5A inserted

The principal Act is amended by inserting, after Part V, the
following Part:

"Part 5A

"Restrictions on approving certain applications
"73A Interpretation

In this Part, unless the context otherwise requires,-

"medicine and new medicine have the same meaning as in
section 3 of the Medicines Act 1981

"restricted period means the period beginning on 29 October
2001 and ending on the close of 29 October 2003

"veterinary medicine has the same meaning as in section
2(1) of the Agricultural Compounds and Veterinary
Medicines Act 1997.

"73B Application

This Part applies to new organisms that are genetically modi-
fied organisms.

"73C Authority must not consider or approve certain
applications during restricted period

"(1) If an application that subsection (2) applies to is made to the
Authority during the restricted period (whether before or after
the commencement of the Hazardous Substances and New Orga-

nisms (Genetically Modified Organisms) Amendment Act 2001), the

Authority-

"(a) must not consider the application; and
"(b) must not approve the application; and

"(c) must return the application, and any fee accompanying
it, to the applicant as soon as practicable.

"(2) This subsection applies to the following applications:
"(a) an application to import a new organism for release:
"(b) an application to release a new organism from

containment.

"(3) However, subsection (2) does not apply to the following
applications:
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Organisms (Genetically Modified
Organisms) Amendment Part 2 cl 8

"(a) an application to import a new organism for release or

to release a new organism from containment if the

organism is-
"(i) a medicine or new medicine-

"(A) to which the Minister of Health has given 5

his or her consent or provisional consent
under section 20 or section 23 of the

Medicines Act 1981; or

"(B) that is the subject of a clinical trial

approved by the Director-General of 10
Health under section 30 of that Act; or

"(ii) the subject of an application to register <the
organism> <a trade name product> under section
9 or section 26 of the Agricultural Compounds

and Veterinary Medicines Act 1997 and the 15

organism will be a veterinary medicine used for

therapeutic or prophylactic purposes:

"(b) an application under section 47 of this Act.

"73D Additional information required for certain applications

"(1) This section applies to an application- 20
"(a) referred to in section 738(3)(a); and

"(b) made during the restricted period.

"(2) An application must include information demonstrating that
the new organism, and any inseparable organism, that the
application relates to cannot persist viably in the physical 25

environment beyond the human being or animal that is subject
to treatment.

"(3) The information referred to in subsection (2) is in addition to

other information required by or under this Act.

New (majority)

1 1

"(4) For the purposes of subsection (2), an organism cannot persist 30

viably unless the organism can, without human intervention
and other than on a temporary basis, regenerate or reproduce

further generations of the same species of the organism.

9
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Hazardous Substances and New

Organisms (Genetically Modified
Organisms) Amendment

"73E Additional matters Authority must consider for certain
applications

"(1) This section applies to an application-
"(a) referred to in section 738(3)(a); and

"(b) made during the restricted period. 5

Struck out (majority)
1 1

"(2) In considering whether to approve or decline an application,
the Authority must take into account-
"(a) the safety and ecological effects of the new organism;

and

"(b) the efficacy of the new organism as a medicine, new 10
medicine, or veterinary medicine compared to
medicines, new medicines, or veterinary medicines that
are used to treat the same condition.

New (majority)

"(2) In considering whether to approve or decline an application,
the Authority must take into account- 15

"(a) any adverse effects of the new organism on-
"(i) human health and safety; and

"(ii) the environment, in particular ecosystems and
their constituent parts; and

"(b) the information provided under section 730(2); and 20
"(c) the efficacy of the new organism as a medicine, new

medicine, or veterinary medicine compared to a
medicine, new medicine, or veterinary medicine that
does not contain a genetically modified organism.

"(3) The matters referred to in subsection (2) are in addition to the 25
matters that the Authority is required to take into account by
or under this Act.
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Organisms (Genetically Modified
Organisms) Amendment

New (majority)

Part 2 cl 9

"(4) In subsection (2), efficacy means the ability of a medicine, new

medicine, or veterinary medicine to produce the intended

therapeutic effect, but does not include the potency of the
medicine.

"73F No compensation 5
No compensation is payable by the Crown to any person for
any loss or damage arising from the restriction imposed by
section 73C.

"73G Expiry
This Part expires on the close of 29 October 2003." 10

9 Transitional provision

(1) This section applies to an approval issued by the Authority
if-

(a) the approval was issued in the period beginning on 29
October 2001 and ending on the close of the day before 15
the date on which this Act receives the Royal assent;
and

(b) had this Act been in force when the approval was
issued, sections 44A and 45A of the principal Act would
have applied to the approval. 20

(2) The Authority must review the approval within 5 working
days after the commencement of this Act.

(3) The Authority must cancel the approval if, after reviewing the
approval, it decides that, had section 44A of the principal Act
been in force when it considered whether to approve or 25
decline the application, it would have declined the
application.

(4) If the Authority cancels an approval under subsection (3), the
owner of the organism must, within the time specified by the

Authority,- 30
(a) stop the field test of the organism; and
(b) dispose of the organism in accordance with the controls

as to disposal in the approval.

11
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(5)

(6)

(7)

9A

(1)

(2)

666A

666B

12

Hazardous Substances and New

Organisms (Genetically Modified
Organisms) Amendment

The Authority must include additional controls, or substitute
controls, or both, if, after reviewing the approval, it decides
that,-

(a) had section 45A of the principal Act been in force when it
approved the application, it would have included in the 5
approval controls relating to the matters referred to in
that section:

(b) had section 44A of the principal Act been in force when it
approved the application, it would have included in the
approval different controls. 10

Controls added or substituted under subsection (5) apply
immediately.

No compensation is payable by the Crown to any person for
any loss or damage arising from the enactment or operation of
this section. 15

New (majority)

Third Schedule amended

Part I of the Third Schedule of the principal Act is amended by
omitting from clause 6 the words "or field testing".

Part I of the Third Schedule of the principal Act is amended by
inserting, after clause 6, the following clauses: 20

Controls imposed on an approval to field test a genetically
modified organism-

"(a) must specify-

"(i) inspection and monitoring of containment facili-
ties during the field test; and 25

"(ii) inspection and monitoring of the site, after the
field test, to ensure that all heritable material is

removed or destroyed; and

"(b) may specify inspection of the site before field testing
commences. 30

Clause 6A applies, with all necessary modifications, to con-
trols imposed on an approval to develop a new organism
that is a genetically modified organism, to the extent that
the development does not take place in a containment struc-
ture." 35

1
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New (majority)

Part 3 cl 11

Part 3

Amendments to Medicines Act 1981

10 Medicines Act 1981 called principal Act in this Part

In this Part, the Medicines Act 19813 is called "the principal 5
Act".

3 1981 No 118

10A Interpretation

Section 2(1) of the principal Act is amended by adding to the
definition of animal the words "; but does not include a

human being".

11 Part 7A inserted 10

The principal Act is amended by inserting, after section 96,
the following Part:

"Part 7A

"Restrictions on specified biotechnical procedures

"96A Interpretation 15

In this Part, unless the context otherwise requires,-

"biological material means-

"(a) the whole or part of any organ, bone, tissue, or cell; or
"(b) blood or body fluids

"genetically modified embryo means a zygote or an embryo 20

whose genetic structure has, as a result of artificial processes,
been modified

"genetically modified gamete means an ovum or a sperm

whose genetic structure has, as a result of artificial processes,
been modified 25

"germ-cell genetic procedure means the artificial insertion
or injection into a human being of-

"(a) a genetically modified gamete; or
"(b) a genetically modified embryo; or
"(c) a zygote or an embryo derived from a genetically modi- 30

fied gamete

"specified biotechnical procedure means-

13
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New (majority)

"(a) any germ-cell genetic procedure; or
" (b) any xenotransplantation

"xenotransplantation-

"(a) means a medical procedure that involves the insertion
or injection into a human being of any matter that con-
sists of, or includes, living biological material of an
animal, whether or not that biological material also
includes biological material of a human being; and

"(b) includes the transfusion into a human being of any
human blood or any human body fluid if the blood or
the fluid has, as part of a biotechnical procedure, been in
contact with living biological material of an animal.

"96B Restrictions on specified biotechnical procedures
"(1) No person may conduct a specified biotechnical procedure

otherwise than in accordance with an authorisation under

section 968 or section 96D.

"(2) Subsection (1) applies to a person who continues, after the
commencement of this section, to conduct a specified
biotechnical procedure that was begun before that
commencement.

"(3) Every person commits an offence and is liable on summary
conviction to imprisonment for a term not exceeding 6 months
or to a fine not exceeding $200,000 who contravenes sub-
section (1).

"96C Authorisation of particular procedures
"(1) The Minister may, by notice in writing, authorise a person or a

body of persons to conduct a particular specified biotechnical
procedure.

"(2) The Minister may issue a notice under subsection (1) only if

satisfied that the conduct of the procedure concerned meets
each of the criteria specified in section 96E(1).

"(3) An authorisation granted by a notice under subsection (1) may
be granted unconditionally or subject to any conditions that
are specified in the notice.
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New (majority)

1 1

"(4) The Minister may, at any time, by written notice, do any 1 or
more of the following in relation to an authorisation granted
under subsection (1):

"(a) vary the authorisation:
"(b) vary or revoke any condition subject to which the 5

authorisation was granted:

"(c) make the authorisation subject to new conditions:
"(d) revoke the authorisation.

"(5) As soon as practicable after giving a notice under subsection (1)
or subsection (4), the Minister must publish the notice in the 10
Gazette and present a copy of the notice to the House of
Representatives.

"96D Authorisation of class of procedure
"(1) The Governor-General may, by Order in Council made on the

recommendation of the Minister, authorise the conduct of 1 or 15

more classes of specified biotechnical procedure.

"(2) The Minister may make a recommendation under subsection (1)
only if satisfied that the conduct of every class of procedure

concerned meets each of the criteria specified in section 96E(1).

"(3) An authorisation granted by an Order in Council under this 20
section may be granted unconditionally or subject to any
conditions specified in the order.

"96E Criteria for authorisations

"( 1) The Minister may grant or recommend an authorisation
sought by an application under section 96F only if satisfied that 25
the application relates to the conduct of a specified biotechni-
cal procedure or class of specified biotechnical procedure that
meets each of the following criteria:
"(a) the conduct of the procedure or class of procedure does

not pose an unacceptable risk to the health or safety of 30
the public:

"(b) any risks posed by the conduct of the procedure or class
of procedure will be appropriately managed:

"(c) any ethical issues have been adequately addressed:
"(d) any cultural issues have been adequately addressed: 35

15
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New (majority)

"(e) any spiritual issues have been adequately addressed.

"(2) A reference in any of paragraphs (c) to (e) of subsection (1) to issues
is a reference to issues raised-

"(a) by the conduct of the procedure or class of procedure to
which the application relates; and 5

"(b) by any technology involved in that conduct.

"(3) If the Minister is not satisfied that the conduct of the proce-
dure or class of procedure to which the application relates

meets any 1 or more of the criteria specified in subsection (1),
the Minister- 10

"(a) may direct that advice on the question whether or not
the conduct of the procedure or class of procedure
meets that criterion (or, as the case may be, those elite-
ria) be obtained from persons who, in the Minister' s

opinion, are appropriately qualified, or have the appro- 15
priate expertise, to advise on the question; and

"(b) after obtaining that advice, may resume his or her consi-
deration of the application on the basis of that advice.

"96EA Advice on applicability of criteria

"(1) For the purpose of obtaining advice of the kind referred to in 20
section 96E(3)(a) in relation to an application, the Minister may
do any 1 or more of the following:
"(a) establish a committee to advise on the criteria in

question:

"(b) request a body or a committee or an association of 25
persons formed or recognised by or under an enactment
to advise on the criteria in question:

"(c) request the person who made the application under
section 96F (in this section referred to as the applicant)
to obtain advice on the criteria in question from a com- 30
mittee consisting of persons nominated by the Minister.

"(2) A committee or body or an association of persons that is to
provide advice for the purposes of section 96E(3)(a) may provide
that advice only after it has-
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New (majority)

Part 3 cl 11

"(a) given interested parties and members of the public a
reasonable opportunity to make submissions in writing
or orally, or both; and

"(b) taken any such submissions into account.

"(3) Sections 74 to 86 of the New Zealand Public Health and 5
Disability Act 2000 apply, with all necessary modifications, to
the establishment and procedures of a committee that is to be
established or that has been established under subsection (1)(a)
as if it were an inquiry board under that Act.

"(4) The Minister may agree with an applicant whose application 10
relates to the work of a committee, body, or association estab-
lished or requested under subsection (1)(a) or (b) that the appli-
cant will pay, or contribute towards the payment of, any costs
incurred or to be incurred by the committee or body or associ-
ation in the examination of aspects of the applicant's applica- 15
tion that, in the Minister' s opinion, could have significant
commercial benefits (whether or not that examination also

benefits the public).

"(5) The Minister may agree with an applicant whose application
relates to the work of a committee of persons nominated by 20
the Minister under subsection (1)(c) that the Minister will pay, or
contribute towards the payment of, any costs incurred or to be
incurred by the committee in the examination of aspects of the
applicant' s application that, in the Minister' s opinion, are
likely to benefit the public (whether or not that examination 25
also has commercial benefits).

"(6) If the Minister is, under subsection (4), attempting to reach an
agreement with the applicant, the Minister may direct the
committee, body, or association concerned not to consider any
matters relating to the applicant's application until agreement 30
under subsection (4) has been reached; and the committee or

body or association must give effect to that direction.

"96F Applications
"(1) A person may, by application to the Minister, request the

Minister to grant an authorisation under section 96C or to rec- 35
ommend an authorisation under section 96[1(1).
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New (majority)

"(2) An application under subsection (1) must be in a form approved

by the Director-General and must be accompanied by the

prescribed fee.

"(3) If the Minister has, under section 96EA(1)(c), requested a person
who applies under subsection (1) to obtain any advice, the
Minister may defer consideration of the person's application

until the person has obtained that advice.

"96G No compensation

No compensation is payable by the Crown to any person for

any loss or damage arising from the restrictions imposed by
section 968.

"96H Enforcement powers

"(1) Sections 63(1), 63 (2)(a) to (d), (h), (k), and (3), 66,68,74(1),

and 85 apply to any investigation or, as the case requires, any

prosecution of an offence against section 968 as if-

"(a) the term medical device included any substance or

thing used as part of, or in connection with, a specified

biotechnical procedure (within the meaning of this

Part):

"(b) there were inserted in section 63(2)(a), after the word

'manufactured', the word 'used,':

"(c) there were inserted in section 63(2)(b), after the word

'manufacture', the word 'use,':

"(d) there were inserted in section 66(1)(a), after the word

'sale', the words 'or for use in a specified biotechnical

procedure (within the meaning of Part 7A)':
"(e) there were inserted in section 66(1), after the words

'dealing with the importation', the word 'use,'.

"(2) To avoid any doubt, subsection (1) does not limit the application

of any of sections 75,76,79, and 84 to any matter concerning,

or arising out of, the commission, investigation, or prosecu-

tion of an offence against section 96B.
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"96I Expiry of Part

"(1) This Part expires on the close of 30 June 2003.

"(2) The Governor-General may, by Order in Council, before the

date specified in subsection (1), on the recommendation of the
Minister, specify a later date in substitution for that date, but 5

that substituted date may not be later than 30 June 2005.

"(3) An Order in Council made under this section is a regulation

for the purposes of the Regulations (Disallowance) Act 1989."
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