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Please note

This application form covers the field testing of genetically modified organisms (i.e. in
an outdoor containment facility)

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

Commercially sensitive information must be collated in a separate appendix. You
should justify why you consider the material commercially sensitive, and make sure it
is clearly labelled as such.

If technical terms are used in the application form, simply explain these terms in the
Glossary (Section 9 of this application form).

Unless otherwise indicated, all sections of this form must be completed for the
application to progress.

Applicants must sign the application form and enclose the correct application fee
(including GST). The application fee can be found in our published Schedule of Fees
and Charges on the ERMA New Zealand website. We are unable to process
applications that do not contain the correct application fee.

An electronic and paper copy of the final completed form must be submitted.

If you have any queries regarding the information required or would like to discuss
your draft application form, please contact a New Organisms Advisor at
ERMA New Zealand.

This form was approved by the Chief Executive of
ERMA New Zealand on 6 October 2009 This form replaces all previous versions.
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Section 1: Application details

a) Application title

b) Organisation name

c) Postal Address
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Section 2: Summary of application

a) Provide a plain English summary of this application including:

Explanation of the purpose of your research in the context of your organisation history and goals.

The purpose of the application (e.g., what is the research you wish to perform and why do you consider that it is
important? what are the benefits of this research?).

If there are any alternative methods to achieve the aims of this research, explain why you wish to perform the research
this way.

Describe the project you wish to undertake (section 40(2)(a)(ii) of the HSNO Act).

Are you aware of any possible adverse effects of the organism on the environment? If so, any potential mitigation
measures?

Where do you intend to conduct these activities? Are there specific location(s) or are you seeking approval for all of
New Zealand?

Whether you will be using genetic material obtained directly from New Zealanders or native flora and fauna?

How do other legislative requirements apply to your proposed activities? (e.g., the Resource Management Act, the
Medicines Act.

If technical terms are used here or elsewhere in the application, add simple explanations for these terms in the Glossary
(Section 9 of this application form).

b) Provide a short summary statement of the purpose of this application to be used on

ERMA New Zeal egistet s publ ic

This statement must be a maximum of 255 characters including spaces and punctuation. If native or human genetic
material directly obtained from New Zealanders is to be used, include this information here. Sufficient details must be
provided to enable the Authority to provide the information required in the register under section 20(2)(c) of the HSNO
Act.

To field test
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Section 3: The proposed organism(s) to be developed

Section 2(1) of the HSNO Act defines what & A R Sy (i A Fvaunbistiproda¥ suffickerd information to fulfill the criteria

listed in the HSNO Act to enable the Authority to uniquely identify the organism in the register (as required in section 20(2)(b)
of the HSNO Act).

As per sections 40(2)(a)(i)-(iv) of the HSNO Act, you must:

. Identify the new organism(s) (at the appropriate taxonomic levelt you could start by discussing the characteristics of
the host organism and then how the proposed genetic modifications are expected to alter these characteristics).

. Describe the genetic modifications of the organism(s) to be tested.

You must describe the biological characteristics of the new organism(s). The information should be relevant to:

. The hazardous nature of the organism(s) that you are aware of. For example, is it a plant that is known to cause allergic
reactions? Will the modifications change these characteristics?

Which characteristics may enable it to escape from containment? For example, can it produce air-disseminated spores?
Can it dig under fences? Can it jump or fly over high fences (section 44(b) of the HSNO Act)?

. Can the organism(s) form an undesirable self-sustaining population and how easy such a population could be eradicated
(section 44(a) of the HSNO Act)?
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Section 4: The nature and methods of the field test and the experimental procedure to
be used (section 40(2)(b)(iv) of the HSNO Act)

Provide details of the proposed nature and methods of the field test and the experimental procedures to be used.

For example, explain how you intend to run the field test including what positive or negative effects you intend to test. State
whether specified or unspecified durations and locations are applied for.

Explain how your proposed field test meets the definition of a field test under the HSNO Act which includes:
= qctivities involve the carrying on of trials into the effects of the organism.

= field testing will be under conditions that are similar to those of the environment into which the organism is likely to be
released (including locations).

= organism or any heritable material arising from it can be retrieved or destroyed at the end of the trial.

Note - details about the propose@ontainment regime of the GMO must be placed in Sectiérof this application form
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Section 5: The proposed containment system

In this section you should outline how you propose to adequately contain the new organism(s) (section 40(2) of the HSNO Act)
and manage any hazards associated with the organism(s). HintT you can refer to the appropriate MAF/ERMA Standards and
AS/NZS 2243.3:2002 (or any updated version) NB lj dzA NBYSy ia | yR @2dz2NJ FI OAtAGeqQa O2yidl A

Discuss the method of containment, based on the characteristics of the organism. For example, bagging plants or temporal
separation to prevent pollen escape.

Are you aware of any possible adverse effects of the organism on the health and safety of the person people working the
containment facility? If so, what risk mitigation strategies do you propose? For example, requiring pathogenic bacteria to be
only handled by people using the appropriate safety gear.

Discuss whether controls are required for inspection and monitoring before, during and after the field test.

Section 45A(2)(a) and (b) of the HSNO Act requires that at the completion of a field test the organism and any heritable
material from the organism (along with some or all of the remaining genetic elements) are removed or destroyed. Describe
how you will achieve these objectives.
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Section 6: Details of consultation

If applicable, discuss the consultation process and summarise the outcomes. Attach specific details of the consultation process
(such as copies of written responses) as a separate Appendix. Discuss any adverse or beneficial effects identified during
consultation in detail in Section 7.
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Section 7: Describe the risks, costs and benefits that you have identified

This section must include information on the beneficial and adverse effects, risks, costs and benefits referred to in the HSNO Act
and the HSNO (Methodology) Order 1998. It is easier to regard risks and costs as being adverse (or negative) effects and
benefits as beneficial (or positive) effects. You should consider both non-monetary and monetary (dollar value) costs and
benefits, the distribution of their occurrence as well as who and what might be affected.

Provide a description of where the information in the application has been sourced from e.g., from in-house research,
independent research, technical literature, community or other consultation. Please attach copies of all reference material cited

in the application.

a) What are the nature of the adverse effects and the costs of the organism that you have
identified?

i. On the environment (section 40(2)(a)(v)of the HSNO Act).

For example, could the organism adversely affect the environment while in containment? If the organism were to
escape could it have an adverse effect on the environment?

ii. Adverse effects of occupational exposure (section 40(2)(a)(v) of the HSNO Act)

For example, could the organism adversely affect the health and safety on any person exposed in the workplace
environment while in containment?
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ii.hOn the relationship of Maori to the envir@etiment an
6(d), 8 and 40(2)(b)(v)of the HSNO Act)

For example, if the organism were to escape could it have an adverse effect of potential specifichk Y L2 NIi I y OS (2 an:
When identifying potential effects you should consider effects to environmental (e.g., physical impacts on native flora

andfauna, 6 GSNJ 02RASE&S (NI RAGAZ2YLFE F22R NBaz2dNOSa SioOuvsx Odz G
and wellbeingd S®Id FLISOATFTAO LIKE&AAOIE YR &ALANRGdzr f KSFEGK STFSI
economically)anR ¢ NBIF G& 2F 2 AGFy3aA o6SPadsd (KS 2y3I2Ay3I YEYylFISY!
Include any relevant issues raised or information obtained through consultation.

iv. On society and the community including public health (section 40(2)(a)(v) of the HSNO Act)

For example, could the organism in containment adversely affect individuals or communities? If the organism were to
escape could ithavean ROSNE S SFFSOUG 2y a20AS8Ge& 2N 2y LIS2L) SQa 4S8t fc

v. On the market economy (section 40(2)(a)(v) of the HSNO Act)

For example, could there be any adverse effects on the New Zealand economy at a local, regional or national level? Are
there any public commercial risks or costs?
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vi. Are there other potential adverse effects that do not fall under sections (i) — (v)?

b) What are the nature of the potential beneficial effects associated with the organism(s) that
you have identified

i.Beneficial effects on the environment and ecosystems

For example, could the organism in containment beneficially affect the environment? If the organism were to escape
could it have a beneficial effect on the environment?

iiBeneficial effects on the relationship of Maori to
Waitangi
For example, if the organism were to escape could it have a beneficial effect of potential specificA Y LJ2 NI | y O& (2 an 2
for the identification of adverse effects, you should consider effects to environmental, cultural, health and wellbeing,
economic and Treaty of Waitangi. Include any relevant issues raised or information obtained through consultation.
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iii. Beneficial effects on public health, society and community
C2NJ SEFYLX S5 AF GKS 2NHIFEYAAY 6SNB G2 Sa0F LIS OzdzAZ R Al
wellbeing? Could the organism in containment have benefits for individuals or communities? This might include
increased knowledge.

iv.Beneficial effects on the market economy

For example, could there be any beneficial effects on the New Zealand economy at a local, regional or national level? Are
there any public commercial benefits?

v.Are there other potential beneficial effects f that do not fall under sections (i) — (iv)?
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Section 8: Is there any other information relevant to the consideration of this
application that has not been mentioned earlier?
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Section 9: List of appendices, referenced material and Glossary (if applicable)

a) List of appendices attached

Appendix Number

Title

b) List of references used

Author Title and Journal
c) Glossary
Term Definition
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Section 10: Declaration and signing the application form

In preparing this application | have:
= Taken into account the ethical principles and standards described in the ERMA New Zealand Ethics Framework
Protocol (http://www.ermanz.govt.nz/resources/publications/pdfs/ER-PR-05-1.pdf);

= |dentified any ethical considerations relevant to this application;

= Ensured that this application contains an appropriate level of information about any ethical considerations
identified, and provided information about how these have been anticipated or might be mitigated; and

= Contacted ERMA New Zealand staff for advice if in doubt about any ethical considerations.

As far as | am aware, and to the best of my ability, | consider that the information | have provided in this application
form is correct.

Signed Date

Signature of applicant or person authorised to sign on behalf of applicant

Before submitting your application you must ensure that:
e All sections are completed.
e Appendices (if any) are attached.
e Copies of references (if any) are attached.
e Any confidential information identified and enclosed separately.
e The application is signed and dated.
e An electronic copy of the final application is e-mailed to ERMA New Zealand.
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