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IMPORTANT

10.
11

Please refer to the associated User Guide when completing thisform. If you need further guidance please contact ERMA New
Zealand.

This application form coversimport for release, or release fromcontainment, with controls, of any new organism(including a
genetically modified organism) under s38A of the HSNO Actand may be used to seek approvalsfor more than one organism
wherethe organismsare of asimilar nature.

If you are making an application to import for rel ease or release from containment any new organism(i.e. full releasewithout
controls as opposed to conditional release) you should use Form NOR. If you are making an application for afield testin
containment of any new organism you should use Form NO4.

Y ou should periodically check with ERMA New Zealand or onthe ERMA New Zealand web site for new versions of this and
any other forms mentioned.

Y ou cantalk to an Applications Advisor at ERMA New Zealand who can help you scope and prepare your application. We
need al relevant information early onin the application process. Quality information up front will speed up the process and
help reduce costs.

Any extramaterial that does not fit in the application form must be clearly labelled, cross-referenced, and included s
appendices to the application form.

Commercially sensitiveinformation must be collated in a separate appendix. Y ou need to justify why you consider the
material commercialy sensitive, and make sureit is clearly labelled as such.

Applicants must sign the form and enclose the correct application fee (plus GST). Theinitial application fee can befoundin
our published Schedule of Fees and Charges. Please check with ERMA New Zealand staff or the ERMA New Zealand
websitefor the latest schedul e of fees. We are unabl e to process applications that do not contain the correct application fee.

Unless otherwise indicated, all sections of thisform must be completed for the application to be progressed.
Please provide an electronic version of the completed application form, aswell as sending asigned hard copy.

Note: Applicationsto conditionally releasenew organisms shall be publicly notified by the Authority (s53(1)(d) of the HSNO
Act) and may go to ahearing (s 60 of the HSNO Act).

You can get moreinformation by contacting us. One of our staff memberswill be ableto help you.

ERMA New Zealand

20 Customhouse Quay

PO Box 131

Wellington, NEW ZEALAND
Telephone: 64-4-916 2426
Facsimile: 64-4-914-0433
E-mail: info@ermanz.govt.nz
WWW.ermanz.govt.nz
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Section One — Applicant Details

1.1 Name and postal address in New Zealand of the organisation or individual making
the application

Name >

Postal Address>

Physical Address >

Phone >

Fax >

E-mail >

1.2 If application is made by an organisation, provide the name and contact details of a
key contact person at that organisation
This person should have sufficient knowledge to respond to queries and have the authority to make
decisions that relate to processing of the application.

Name >

Position>

Address>
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Phone >
Fax >
E-mail >
1.3 If the applicant is an organisation or individual situated overseas, provide the

name and contact details of the agent authorised to transact the applicant’s affairs

in relation to the application
This person should have sufficient knowledge to respond to queries and have the authority to make
decisons that relate to processing of the application.

Name >

Position >

Address >

Phone >
Fax >

E-mail >
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Section Two — Purpose of the Application

Thisform isto be used for an application to import for release or release from containment, with controls, any

new organism (i.e. conditional release).

2.1 Give ashort summary statement of the purpose of this application (to be used on

ERMA New Zealand’s public register) - Maximum of 255 characters (including spaces)
Briefly describe the organism(s) to be imported for conditiona release or conditionally released from

containment and the purpose(s) for which you wish to do so.

>

2.2 Provide abrief description of the background and aims of the project suitable for

lay readers

Describe in less than one page the rationale for the overall project these organisms are to be used in so that
people not directly connected with the programme can understand why these organisms are being

conditionally released.

>
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New Organisms Act 1996

Section Three — Information on the Organism(s) to be Conditionally

Released

If more than one type of organism isto be conditionally released, this section must be completed separately for
each organism.

3.1 State the taxonomic level at which the organism(s) to be conditionally released are

to be specified
If the taxonomic levd is different to “species’, provide reasons for this. The reasons should take account of
the need to adequately describe risk.

>

3.2 Givethe unequivocal identification of the organism(s) to be conditionally released
Please include details on the following:
Latin binomial, including full taxonomic authority: (e.g. ----- Linnaeus 1753) class, order and family:
Common name(s), if any:
Type of organism (e.g. bacterium, virus, fungus, plant, animal, animal cell):
Strain(s) and genotype(s), if relevant:
Other information (including presence of any inseparable or associated organisms and information on
consideration of the organism(s) by other states, countries or organisations):
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3.3 Provide unique name(s) for the new organism(s) to be conditionally released

3.4 Characteristics of the organism(s) to be conditionally released
Provide information on the biology, ecology and the main features or essentia characteristics of (each) of
the organism(s) to be conditiondly released. Y ou should also indicate whether the organism is pathogenic
or apotential pest or weed.

3.5 Ifthe organism to be conditionally released is a genetically modified organism,
where applicable provide details on the development of the organism
If the organism to be conditionally released is a genetically modified organism, state whether the
development of the organism was carried out under aHSNO approval. If thiswas the case, provide the
approva number and trand ate the relevant details to the headings below. If the genetically modified
organism isto be imported for conditional release, also provide this information to the extent possible:

| dentify the category of the host organism (i.e. category 1 or 2) and genetic modification (i.e. category
A or B) involved in the development of the or ganism with referenceto the HSNO (L ow-Risk Genetic
M odification) Regulations 2003. Please explain your characterisation.

>

Vector system(s) used in the development of the genetically modified or ganism(s).

Type and sour ce of additional genetic material.

>
20 Customhouse Quay,
Cnr Waring Taylor & Customhouse Quay
PO Box 131, Wellington EUVITUVRIENAT UK MANAGEMEN I AUTHOIUTY
NUA BAINTIARL- UPATO Ve HEAKAZARD TAIAY

Phone: 04916 2426 Fax: 04-914 0433

Email: info@ermanz.govt.nz

Website: www.ermanz.govt.nz



ER-AF-NOCR-1 11/03

Application for approval to import for release or release FORM NOCR
from containment with controls any new organism Pade 7
under section 38A of the Hazardous Substances and g

New Organisms Act 1996

Use of special genetic material (please complete this table by marking the correct box):

Yes | No

Were native or valued flora or fauna used as the host or ganism(s)?
Was genetic material from native or valued flora and fauna used?

If native flora and fauna were involved, were the species concerned
indigenous to New Zealand?

Was human genetic material involved? Answer Yesif human genetic
material in any formwas used, i.e. obtained directly from humans (either Maori
or non- Maori from a gene bank, synthesised, copied and so on).

Was genetic materia obtained directly from human beings used? If Yes,
provide additional details below.

If the genetic modification involved DNA of human origin, provide details of from wherethe material
was obtained (including provenance and/or informed consent), and whether approval was obtained
from an Ethics Committee, and/or whether consultation with Maori has taken place.

Other relevant details(such as what techniques or experimenta procedures were used, whether any unusual
manipulations were carried out, and how the foreign genetic materia is expressed).

>
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Section Four — Proposed Conditional Release Programme and Controls

4.1 Proposed Conditional Release Programme

Please provide full details of your intended conditional release programme e.g. size, timing and
location(s) of the conditional release etc.  Specifically indicate whether or not an expiry date for any

approval is expected and give reasons for this expectation.

>

4.2 Proposed Course of Action if the Conditional Release Approval is Set to Expire
Indicate by marking the following table which course of action is preferred if the conditional release

approval is set to expire:

Course of Action Yes

No

1. Full (unconditional) release of the organism.

Note: you will need to formally apply for a full (unconditional)
release at or after the time of applying for a conditional release but
prior toitsexpiry. Thefull release would then take effect
immediately after the expiry of the conditional release approval.

2. Return of the organism into containment through an existing
containment approval.

Note: give the appropriate approval code and relevant detailsin the
spacebelow.

3. Return of the organism into containment through a new (yet to be
gained) approval.

Note: you will need to formally apply for a containment approval at
or after the time of applying for a conditional release but prior to its
expiry.

4. Disposd of the organism.

Note: unless you have gained another approval (containment or full
unconditional release) prior to the expiry of your conditional release
approval you will need to provide information relevant to disposal in
section 4.3,

Please give reasons jugtifying the selection of the (above) cour se of action and any other relevant
information (e.g. the approval code and details of the appropriate existing containment approval etc.)

>
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4.3

4.4

4.5

Disposal of the organism(s) on the expiry of the conditional release approval
Section 38F of the HSNO Act requires the organism(s) to be disposed of if and when a conditional release
approva expires, unless before expiry another approva (containment or full unconditional release) is
granted under the Act. Provide information (preferably in the form of proposed controls) to explain what
steps will be taken to ensure that the organism(s) can be identified and located at the expiry of the
approval, and the method of disposal intended.

>

Proposed control(s)

Please outline the relevant control(s) that you recommend be imposed to deal with any risks that may be
posed by the organism(s) to be conditionally released. In doing so make reference to the types of controls
listed in section 38D of the HSNO Act. If you do not consider any of these controls to be appropriate
explain why. Also provide information on how effective these controls are likely to be in meeting the
objective(s) of the control(s).

Monitoring of effects

Conditiona releases may provide an opportunity to collect information related to the occurrence of
adverse effects and to the operation or not of associated pathways. The Authority wishes to encourage
applicants to take full advantage of the conditiona release situation to conduct monitoring which will
provide an assurance that risks are being effectively managed through the controls imposed and/or
provide information which will assist in the consideration of any future conditional or full release
applications. Describe any such monitoring you propose to put in place.

>
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Section Five — Identification of Risks, Costs and Benefits

Risk means the combination of the magnitude of an adverse effect and the probability of its occurrence. Cost
means the value of a particuar adverse effect expressed in monetary or non-monetary terms. Benefit meansthe
value of aparticular positive effect expressed in monetary or non-monetary terms. In this part of the form you are
required to identify (in section 5.3) the risks, costs and benefits of the organism(s) in the context of the
application. A very broad approach should be taken to this, so that awide range of possibilities are canvassed.
However, it is adso important at the end of this exercise but till at the identification stage to identify those risks,
costs and benefits which warrant more detailed assessment at alater stage (in section 6). To assist the process of
identification this section aso requires information to be provided on the ability of the organism(s) to establish a
sdf-sustaining population and on the ease of eradication. Please refer to the ERMA New Zealand Technica
Guides “ Identifying Risksfor Applications” and “ Risks, Costs and Benefits for Applications for further
information. These are available from the ERMA New Zealand website or in hard copy on request.

5.1 Ability of the organism(s) to establish a self-sustaining population
Discuss the ability of the organism(s) to establish a self-sustaining population and the ease with which the
organism(s) could be recovered or eradicated if an undesirable sdlf-sustaining population established.

>

5.2  Effects of any inseparable organism(s)
State whether or not there are any inseparable organisms associated with the organism that is the subject
of the application. If there are any effects of inseparable organisms that might need to be considered, state
this and then identify them under the relevant headings in section 5.3.

>

5.3 Identify all the potential risks, costs and benefits of the organism(s) to be
conditionally released
Please identify all potential risks, costs and benefits whether you consider them to be non-negligible or
not. To do this effectively you should identify both the source of the risk (or hazard) and what is at risk
(or area of impact). You should also identify the route (or exposure pathway) between the source and the
area of impact. Anindication of any non-monetary and monetary costs and benefits to be derived from
the conditiona release of the organism(s) and whether these are direct or indirect should be given. Please
cover al of these issues under each of the following headings (areas of impact) which reflect those
matters referred to in Part |1 of the HSNO Act:

A. Effectson theenvironment (in particular on ecosystems and their constituent parts)

As per sections 5(a), 6(a) and 6(b) of the Act, list the risks, costs and benefits associated with the
organism(s) to be conditionaly released. Also address the ways that these risks, costs and benefits might
adversdly effect or improve/enhance (in the case of benefits) the New Zeadland environment e.g. the life
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supporting capacity of air, water, soil and ecosystems; the sustainability of native and valued introduced
floraand fauna; natura habitats and the intrinsic value of ecosystems; New Zealand' s inherent genetic
diversity; animal or plant health.

Risks and costs;
>
Benefits:

>

B. Effects on human health and safety (including occupational exposur€)
As per section 6(c) of the Act, list any potentia risks and benefits to human health that may be related to
the conditiona release of the organism(s) in New Zeadland.

Risks and costs:
>

Benefits:

C. Potential effectson therelationship of Maori and their culture and traditionswith their ancestral
lands, water, sites, wahi tapu, valued flora and fauna and other taonga (taking into account the
principles of the Treaty of Waitangi)

As per sections 6(d) and 8 of the Act, list any potential adverse and beneficia effects on the relationship
of Maori and their culture and traditions with their ancestral lands, water, sites, wahi tapu, valued flora
and fauna and other taonga (taking into account the principles of the Treaty of Waitangi). Inthisareaitis
especidly important to indicate the extent to which potential effects reflect the expressed views of the
Maori community. However, details on this can be dealt with under the assessment section (section 6).

Risks and costs:

>

Benefits:

>
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D. Economic Effects
As per section 6(e) of the Act, list the economic risks, costs and benefits that might arise to New Zealand.

Also identify who will bear the risks and costs and/or who the beneficiaries are likely to be.
Risks and Costs:.

>

Benefits:

>

E. Cultural, social, ethical and spiritual effects
As per section 5(b) of the Act, list any adverse and beneficial impacts on people and communities that
might arise and adversely affect or maintain/enhance (in the case of beneficial impacts) their capacity to
provide for their own socia and cultural wellbeing both now and into the future. Also list any ethical or
spiritual risks, costs and benefits that might arise as per section 68(1)(a) of the Act. Indicate what steps
have been taken to assist the identification of the effects in this area, for example, was there any
community involvement?

Risks and Costs:

>

Benefits:

F. Other effects (including New Zealand’ s international obligations)
List any remaining adverse and beneficid affects not already covered including any effects on New
Zealand' s international obligations (as per section 6(f) of the Act).

Risks and costs:
>
Benefits:

>
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Section Six — Assessment of Potential Non-negligible Risks, Costs and

Benefits

This section entails detailed assessment of those effectsidentified in section 5.3 that you consider to be non-
negligible . 1t should also provide an estimate of the likelihood of occurrence (which may be measured as
frequency or probability) and the magnitude of the outcome if the adverse effect should occur. Please statewhy
you consider an effect to be negligible before discounting it from the assessment. Y ou should carry out your
assessment firdly in the absence of any controls then in the context of the proposed controls being in place.
Evaluating the effectiveness of controlsis also part of the assessment process. ERMA New Zeadland uses
qualitative scales for assessing effects which may be of some use to you in completing this section — please refer
to the ERMA New Zealand Technica Guide “ Decision Making: techniques for identifying, assessing and
evaluating risks, costs and benefits’ for further details. Any uncertainties associated with this assessment should
also be discussed. Please cover al of these issues under each of the following headings (areas of impact) which
reflect those matters referred to in Part 11 of the HSNO Act:

6.1 Effects on the environment (in particular on ecosystems and their constituent
parts)
Assess the risks, costs and benefits associated with the organism(s) to be conditionally released and the
ways that they might adversely affect or improve/enhance (in the case of benefits) the New Zedland
environment e.g. the life supporting capacity of air, water, soil and ecosystems; the sustainability of native
and valued introduced flora and fauna; natural habitats and the intrinsic value of ecosystems; New
Zedand' sinherent genetic diversity; animal or plant health.

Risks and costs;
>

Benefits:

6.2 Effects on human health and safety (including occupational exposure)
Assess any potentid risks, costs and benefits to human health that may be related to the conditional
release of the organism(s) in New Zeaand.

Risks and costs:
>

Benefits:

>
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6.3  Potential effects on the relationship of Maori and their culture and traditions with
their ancestral lands, water, sites, wahi tapu, valued flora and fauna and other
taonga (taking into account the principles of the Treaty of Waitangi)

Assess any potential adverse and beneficial effects on the relationship of Maori and their culture and
traditions with their ancestral lands, water, sites, wahi tapu, valued flora and fauna and other taonga
(taking into account the principles of the Treaty of Waitangi). If there are potentialy non-negligible
effectsto consider in this ares, it is expected that consultation will have occurred with Maori. Give details
of thisin the space provided (see the User Guide for what is required).

Risks and costs:

>

Benefits:

>

Consultation with Maori:

>

6.4 Economic effects
Assess the potential magnitude and distribution of the economic risks, costs and benefits. Effects on third
parties and to New Zealand of the proposed conditiona release need to be specifically evaluated.
Applicants should provide a cost benefit anaysis.

Risks and Costs:
>

Benefits:

>

6.5 Cultural, social, ethical and spiritual effects
Assess the magnitude and distribution of any adverse and beneficial impacts on people and communities
that adversely affect or maintain/enhance (in the case of beneficial impacts) their capacity to provide for
their own socia and cultural wellbeing both now and into the future. Also assess any ethica or spiritual
risks, costs and benefits that might arise.
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Risks and Costs:

>

Benefits:

>

6.6  Other effects (including New Zealand’s international obligations)
Assess any remaining adverse and beneficial effects not already covered including any effects on New
Zealand' s international obligations.

Risks and costs:

>

Benefits:

>

6.7 Overall evaluation of risks, costs and benefits
It isthe role of the Authority to decide whether the positive effects (benefits) of the conditional release
outweigh the adverse effects (risks and costs) taking into account any control(s) that may be imposed.
However, if you have aview on the relative importance of the different risks, costs and benefits and how
they should be brought together in the overall evaluation of your application then please state that here.

>
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Section Seven — Additional Information

7.1 Do any of the organism(s) to be conditionally released need approvals under any
other New Zealand legislation or is the application affected by New Zealand’s
international obligations?

Please indicate whether any of the organism(s) to be conditionally released are subject to other New
Zedand legidative requirements e.g. Biosecurity Act 1993, Welfare Act 1999. Also indicate if the
organism is subject to any international obligations e.g. CITES.

>

7.2 Have any of the organism(s) to be conditionally released been previously
considered in New Zealand or elsewhere?

For example, have the organism(s) been considered for import under the Plants Act? Have the
organism(s) been developed as aresult of a genetically modified devel opment approva from either
ERMA New Zedand or a delegated IBSC, or has it been considered by ERMA New Zealand for field
testing?

>

7.3 Isthere any additional information that you consider relevant to this application
that has not already been included?
>

7.4  Provide a glossary of scientific and technical terms used in the application
>

7.5 List of appendices
>

7.6 References
Please include alist of the references cited in this application form.
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Section Eight - Application Summary

Summarise the application in clear, smple language that is able to be understood by the general public. Include a
description of the organism(s), the purpose of the conditional release, proposed controls and any associated risks,
costs and benefits. Any consultation that was undertaken should be noted. This summary will be used to provide
information for those people and agencies who will be notified of the application (e.g. Ministry of Agriculture and
Forestry, Ministry for the Environment, Department of Conservation, Regional Councils, etc) and for members of
the public who request information. Do not include any commercially sensitive information in this summary — this
should be attached as a separate appendix and clearly marked “confidential” .

Checklist

Pease check and complete the following before submitting your application:

All sections completed Yes
Appendicesenclosed Yes/ NA*
Confidentia information identified and enclosed separately Yes/NA
Copies of additional references attached Yes/NA
Cheque for initia fee enclosed (incl. GST)" Yes/No
If “yes’, state amount: S
Fee direct credited to ERMA bank account: Yes/No

If ‘yes’ give date of DC .../.../... and amount: Sornnn.
Application signed and dated Yes
Electronic copy of application e-maled to ERMA New Zealand Yes

*NA —not gpplicable

"The cost of processing the application will be charged to you in accordance with our pricing policy. A fees and
charges schedule, including the initial fee required with the application can be found on our web site under new

organism applications. Note that we will be moving to afixed pricing policy effective from 1 December 2003 —
please ask ERMA steff for further details.
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Signed: Date:
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