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Release with controls any
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Under section 38A of the Hazardous Substances
and New Organisms Act 1996
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Please note

This application form covers the import for release, or release from containment, with
controls, of any genetically modified organism under s38A of the HSNO Act. This form
may be used to seek approvals for more than one organism where the organisms are
of a similar nature.

This is the approved form for the purposes of the HSNO Act and replaces all previous
versions.

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.

Confidential information must be collated in a separate appendix. You should justify
why you consider the material confidential, 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 8 of this application form).

Applicants must sign the application form and enclose the negotiated application fee
(including GST). ERMA New Zealand will not process applications that are not
accompanied by the correct application fee.

Unless otherwise indicated, all sections of this form must be completed to the best of
the applicant’s ability for the application to be processed.

Please provide an electronic version of the completed application form, as well as
sending a signed hard copy

All applications to conditionally release new organisms will be publicly notified by
the Authority. A hearing may also be required.

If you need additional guidance in completing this form please contact
ERMA New Zealand.

This form was approved on 16 October 2009 by the Chief Executive of
ERMA New Zealand acting under delegation from the Authority.
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Section 1: Application details

c) Application title

d) Organisation name

e) Postal address
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Section 2: Summary of application

a) Provide a summary of the application and a description of the proposed use of the organism(s)

Provide a brief summary of the application in language that people not directly connected with the application can understand;

including:

A details of your intended use of the organism, for example size, location and timing of conditional release (if relevant); and

A your rationale for making this application, including the context of the application, and why you are applying for a release
with controls rather than a release without controls.
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Section 3: Identification of the proposed organism(s) to be released with controls

a) ldentify the organism(s) you wish to release

The description must be sufficient to uniquely identify the organism for the purposes of the public register. Your
ident[fication should also include the taxonomic level at which you wish the organism(s) to be specified, giving reasons if the
GFrE2y2YAO tS@St Aa RAFFSNBy(d (2 aqalLlSoOrasSats

b) Provide details of the genetic maodification of the organism(s)

Describe the host organism and how it has been genetically modified, including the type and source of the additional donor
genetic material.
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¢) Characteristics of the organism(s):

Describe the biology and the main features or essential characteristics of the organism

What are the affinities of the organism with other organisms in New Zealand?

Does the organism have any likely inseparable organisms?
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Section 4: Details of consultation

Discuss any consultation undertaken 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 positive effects identified during consultation in
more detail in Section 5.

Page 7 of 18



Section 5: Identification and assessment of adverse and positive effects

You are required to identify and asses$oth the adverse and positive effects of the organism(s) in the context of this
application. Adverse effects include risks and costs. Positive effects are benefits.

A Identification involves describing all the potential effects that you are aware of.
A Assesmientinvolves considering the magnitude of the effect and the likelihood or probability of the effect being realised.

a) ldentify and assess any possible adverse effects of the organism(s) that you are aware of

i.  On the environment:

ii. On human health and safety:

ii.On the relationship ofandkegrinciples af the Tneaty &f Waitangi:o n me n t
When identifying potential effects you should consider effects to environmental (e.g., physical impacts on native flora
FYR Fldzyl 2 6 GSNIJo02RASAT GNIRAGAZ2YIE TFT22R NBaz2dz2NOSa Sio
health and wellbeing (e.g. specific physical and spiritual healtheffeOi 80X SO02y2YA O 6Sod3Idx GKS |
SO02y2YAOILtft&0 yR 2y GKS LINAYyOALX S& 2F GKS ¢NBlLGe 27F 2
or natural resources). Include any relevant issues raised or information obtained through consultation.

- o
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iv. On society and communities:

v. On the market economy:

vi On New Zealandb6s international obligations

vii. Are there other possible adverse effects that do not fall under the headings above?
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b) Identify and assess any possible positive effects of the organism(s) that you are aware of

i. On the environment:

ii. On human health and safety:

ii.h. On the relationship ofandkkgrnciples af the Theaty af Waitangi:o n me n t

As 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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iv. On society and communities:

v. On the market economy:

vi On New Zeal andds international obligations

vii. Are there other possible positive effects that you are aware of that do not fall under the headings above?
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¢) Could the organism(s) form a self sustaining population?

Discuss the ability of the organism to form a self sustaining population, and the ease with which the organism could be
recovered or eradicated if it established an undesirable self-sustaining population.

d) Pleaseansweriyes 6 or finodo to the following

Yes No

Is the organism likely to cause any significant displacement of any native species within its natural
habitat?

Is the organism likely to cause any significant deterioration of natural habitats?
Is the organism likely to cause any significant adverse effects on human health and safety?

La GKS 2NBHIFIyAaY tA1S8te G2 OFdzaS lye airaday)
diversity?
Is the organism likely to cause disease, be parasitic, or become a vector for human, animal, or

plant disease, (unless the purpose of the release is to release an organism to cause disease, be a
parasite, or a vector for disease)?

i. I'f the ans wenyofihsabdve, pleage ddsaribbe inanore detail below.
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Section 6: Proposed controls
Section 38D of the HSNO Act lists controls that may be imposed on a release with controls. These include, but are not limited to:
A controlling the extent and purposes for which organisms could be used;
A requiring any monitoring, auditing, reporting, and record-keeping;

A imposing any obligation to comply with relevant codes of practice or standards (for example, to meet particular co-
existence requirements);

A requiring contingency plans to be developed to manage potential incidents;

A limiting the dissemination or persistence of the organism or its genetic material in the environment;

A requiring the disposal of any organisms or genetic material;

A limiting the proximity of the organism to other organisms, including those that could be at risk from the conditionally
released organism;

A setting requirements that must be met for any material derived from the organism;

A imposing obligations on the user of an approval, including levels of training or knowledge, limits on the number of users

who may hold an approval, and the persons that they could deal with in respect of the organism;

A specifying the duration of the approval or of a control before requiring review by the Authority, and the nature of that
review.

a) What controls do you propose the organism would be subject to upon its release?

Based on your assessment of the adverse effects (risks and costs) in Section 5, and using the list above as a guide, what
controls do you propose in order to prevent or manage those risks?

i.  How effective do you think these controls will be in terms of preventing or managing risk?
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ii. Whatis the estimated cost of complying with the controls you have proposed?

b) Questions relating to the HSNO (Genetically Modified Organisms i Information Requirements for
Segregation and Tracing) Regulations 2008

i.  What specific measures’, if any, do you intend to take to keep the genetically modified organism
separate from other organisms, whether or not the other organisms are genetically modified or not?

ii.  What specific measures, if any, do you intend to take to enable the genetically modified organism to
be traced after it is released with controls?

! Specific measures could include information about any code of practice or standard relating to the segregation or tracing of organisms,
including genetically modified organisms, that applies to your intended use of the genetically modified organism.
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iii. What level of effectiveness do you expect these measures to achieve?

iv. If you do not intend to take any segregation or tracing measures please set out your reasons for not
taking the measures:
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Section 7: Is there any other information relevant to the consideration of this application
that has not been mentioned earlier?
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Section 8: List of appendices, referenced material and Glossary (if applicable)

a) List of appendices attached

Appendix Number

Title

b) List of references used

Hard copies must be attached to the application form.

Author

Title and Journal

¢) Glossary

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

Term

Definition
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Section 9: Ethics declaration and signature

In preparing this application | have:
A 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);

A identified any ethical considerations relevant to this application that | am aware of;

A 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

A contacted ERMA New Zealand staff for advice if in doubt about any ethical considerations.

| have completed this application to the best of my ability and, as far as | am aware, 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:

. all sections are completed;

. appendices (if any) are attached;

. copies of references (if any) are attached,;

. any confidential information identified and enclosed separately;

. the application is signed and dated; and

o an electronic copy of the final application is e-mailed to ERMA New Zealand.

Page 18 of 18


http://www.ermanz.govt.nz/resources/publications/pdfs/ER-PR-05-1.pdf

