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Konklusjon pé norsk

Det mangler vesentlig informasjon i dossieren som dermed ikke gir grunnlag for en
konklusjon om sikker bruk av DAS-68416-4. Segker har heller ikke inkludert noe av den
informasjonen omkring samfunnsnytten og barekraftighet til DAS-68416-4 som kreves etter
den norske genteknologiloven (Appendix 4) for godkjenning i Norge.

Basert pa vare funn har vi en rekke konkrete anbefalinger som vi adresserer i vért heringssvar,
og som vi har oppsummert her

Direktoratet for Naturforvaltning bes vurdere folgende

1. Seker ma fremskaffe den nedvendige informasjon om samfunnsnytten av DAS-
68416-4 samt bidraget til beerekraftig utvikling (inklusive data om
sprotemiddelbruk og utbredelsen av skadedyrinsekter som er i malgruppen for
denne GMOen).

Hovedkonklusjon og anbefalinger

Godkjennelsen av DAS-68416-4 som matvare, og bruken av 2,4 D (et sproytemiddel som har vert
forbudt brukt i Norge siden 1997), vil skade grunnleggende etiske og sosiale kriterier for bruk,
som omtalt i den norske Bioteknologiloven. Vi mener det ville vere etisk uforsvarlig og
”dobbeltmoral” for Norge 4 stotte bruk av 2,4 D i andre land gjennom import, nar vi har forbudt
det i eget land pa grunn av negative helseeffekter. Vi mener videre at vare argumenter her er i
samsvar med de bestemmelsene som er satt i Bioteknologiloven for & sikre etisk bruk og for
kriterienefor baerekraftig utvikling. Disse kriteriene gjelder ikke bare for Norge, men ogsa land
som Norge importerer mat fra.

Konklusjon. Seker har ikke fremskaffet den informasjonen som er nedvendig for a kunne
vurdere samfunnsnytte og baerekraftighet, noe som er pakrevd i den norske genteknologiloven
for godkjenning i Norge. Disse manglene gjor at vi mener at seknaden er ufullstendig i sin
naverende form. Vi anbefaler derfor & avsla seknaden. En ny seknad ber bare vurderes om
soker har gitt svar pd de mangler vi har pavist.
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Summary of the assessment of the technical dossier related to
EFSA/GMO/NL/2010/89

As a designated National Competence Center for Biosafety, our mission at GenOk in advice
giving is to provide independent, holistic and useful analysis of technical and scientific
information/reasoning in order to assist authorities in the safety evaluation of biotechnologies
proposed for use in the public sphere.

The following information is respectfully submitted for consideration in the evaluation of
product safety and corresponding impact assessment of event DAS-68416-4, setting out the
risk of adverse effects on the environment and health, including other consequences of
proposed release under the pertinent Norwegian regulations.

This submission is structured to address specific provisions for an impact assessment required
under the Norwegian Gene Technology Act of April 1993, focusing on the requirements in
Appendix 4 - Evaluation of ethical considerations, sustainability and benefit to society, cf
section 17 of the “Regulations relating to impact assessment pursuant to the Gene Technology
Act” of December 2005, pursuant to section 11 cf section 8. Lack of commentary on our part
towards any information under consideration should not be interpreted as specific
endorsement of that information.

Key findings

* The applicant has not submitted the necessary information to be compliant with
provisions under the Act, specifically those related to Appendix 4 - Evaluation of
ethical considerations, sustainability and benefit to society, cf section 17 of the
“Regulations relating to impact assessment pursuant to the Gene Technology Act” of
December 2005, pursuant to section 11 cf section 8.

* The acceptance DAS-68416-4 as a foodstuff, which utilizes 2,4-D, (a chemical that
has been banned in Norway since 1997) as the main agrochemical in its management,
would violate basic ethical and social utility criteria as laid out in the Norwegian Gene
Technology Act. That is, we find that it would be ethically incongruous and a double
standard of safety for Norway to ban the use of this herbicide domestically as a health
concern, but support its use in countries through the purchase and importation of its
products that use it abroad. This line of reasoning is consistent with the provisions under
the Act to assess ethical, social utility and sustainable development criteria not only for
Norway, but for countries from which Norway imports food.

Gen@k — Senter for biosikkerhet * Forskningsparken, Pb. 6418, 9291 Tromse 3
TIf. 77 64 44 88 - Fax: 77 64 61 00 « www.genok.no



gk Var ref:2011/h91
DN ref: 2011/313630 ART-BI-BRH

Gen@k - Centre for Biosafety

Recommendations

The Direktoratet for naturforvaltning is encouraged to request:

The Applicant should submit required information on the social utility of DAS-68416-4
and its contribution to sustainable development, including information for an ethical
assessment, in accordance with the Norwegian Gene Technology Act.

Overall recommendation

Based on our detailed assessment, we find that the informational deficiencies
identified in the dossier do not support ethically defensible acceptance of DAS-68416-
4. Critically, the Applicant has not included any of the required information to
assess social utility and sustainability as required in Appendix 4 of the revised
regulations (2005) under the Norwegian Gene Technology Act, which would be
necessary for consideration of approval in Norway. Hence at minimum, the dossier
is deficient in information required under Norwegian law.

Gen@k — Senter for biosikkerhet * Forskningsparken, Pb. 6418, 9291 Tromse 4
TIf. 77 64 44 88 - Fax: 77 64 61 00 « www.genok.no



gk Var ref:2011/h91
DN ref: 2011/313630 ART-BI-BRH

Gen@k - Centre for Biosafety

Assessment of the technical dossier related to
EFSA/GMO/NL/2011/91

About the event

The transgenic maize DAS-68416-4, developed by Dow AgroSciences LLC, has been
genetically engineered to confer tolerance to 2,4-D and AOPP (“fop”) herbicides.

Missing information in relation to requirements under the Norwegian Gene
Technology Act

Social utility and sustainability aspects

In addition to the EU regulatory framework for GMO assessment, an impact assessment in
Norway follows the Norwegian Gene Technology Act. In accordance with the aim of the
Norwegian Gene Technology Act, production and use of the GMO shall take place in an
ethically and socially justifiable way, under the principle of sustainable development. This is
further elaborated in section 10 of the Act (approval), where it is stated “significant emphasis
shall also be placed on whether the deliberate release represent a benefit to the community
and a contribution to sustainable development”.

These issues are further detailed in the regulation on consequence assessment section 17 and
its annex 4. The Applicant has not provided relevant information that allows an evaluation of
the issues laid down in the aim of the Act, regarding ethical values, social justification of the
GMO within a sustainable development. Given this lack of necessary information for such an
evaluation, the Applicant has not demonstrated a benefit to the community and a contribution
to sustainable development from the use of DAS-68416-4. The Applicant should thereby
provide the necessary data in order to conduct a thorough assessment on these issues, or the
application should be refused.

Further, the Norwegian Gene Technology Act, with its clauses on societal utility and
sustainable development, comes into play with a view also to health and environmental
effects in other countries, such as where GMOs are grown.

Recommendation: The Applicant should submit required information on the social utility of
DAS-68416-4 and its contribution to sustainable development, in accordance with the
Norwegian Gene Technology Act.
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Ethical considerations

DAS-68416-4 has been genetically altered to permit to tolerance to 2,4-D and AOPP (“fop”)
herbicides. The evaluation of co-products, that is, secondary products that are specifically
designed and intended to be used in conjunction with the GMO, is considered important in the
risk assessment of a GMO (Dolezel et al, 2009). This provision is outlined in the updated 2005
regulations of an impact assessment under the Norwegian Gene Technology Act, where it is
stated in Part C2 - Methodology, that the identification of adverse effects includes indirect
effects from “changes in management, including, where applicable, in agricultural practices™".
The directed change in herbicide management to a high(er) level of 2,4-D and its impacts
should therefore be included in the risk assessment.

The chemical 2,4-D has been banned for use in Norway since 1997. While it is understood that
the Applicant has not applied for deliberate environmental release of DAS-68416-4 in Norway,
the acceptance of a product in which the intended use includes the co-use of a product banned
in Norway would violate basic ethical and social utility criteria, as laid out in the Act. That is,
we find that it would be ethically incongruous and a double standard of safety for Norway to ban
the use of this herbicide domestically as a health concern, but support its use in countries by
importation of its products as acceptable to social utility criteria. This line of reasoning is
consistent with the provisions under the Act to assess ethical, social utility and sustainable
development criteria not only for Norway, but also for countries from which Norway imports
food.

Therefore, we find it difficult to arrive at justified use of the product DAS-68416-4 without
engaging in such an ethical double standard. Specifically, this issue is relevant particularly in
revised regulations of 2005 Section 17 “Other consequences of the production and use of
genetically modified organisms” points 2 and 3 “ethical considerations that may arise in
connection with the use of the genetically modified organism(s), and “any favorable or
unfavorable social consequences that may arise from the use of the genetically modified
organism(s)”, respectively.

It is also important to evaluate whether alternative options, (e.g. the parental non-GM version
of this DAS-68416-4 has achieved the same outcomes in a safer and ethically justified way.

DAS-68416-4 as a stand-alone product may prove to be perfectly as safe as its conventional
counterpart. However, given the considerable difficulties in justifying acceptance of DAS-
68416-4 on ethical and social benefit grounds, we have not undertaken the investment of
considerable time necessary to perform a technical evaluation of this GMO for safety,
particularly when other considerations loom equally as large, or larger in the final assessment
leading to decision-making.

' See "Regulations related to impact assessment pursuant to the Gene Technology Act, 2005”

http://www.regjeringen.no/nb/dep/md/dok/lover regler/forskrifter/2005/regulations-relating-to-impact-
assessmen.html1?id=440455
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Conclusion

In our brief assessment of DAS-68416-4, we conclude that the acceptance of any
product, though perhaps produced elsewhere, for which a necessary co-product is
banned in Norway, violates ethical principles of promoting safe and sustainable
production. Further, the applicant has not provided the required information under
Norwegian law to warrant approval.

Overall recommendation

Based on our detailed assessment, we find that the informational deficiencies
identified in the dossier do not support an ethically defensible acceptance of DAS-
68416-4. Critically, the Applicant has not included any of the required
information to assess social utility and sustainability as required in Appendix 4 of
the revised regulations (2005) under the Norwegian Gene Technology Act, which
would be necessary for consideration of approval in Norway. Hence at minimum,
the dossier is deficient in information required under Norwegian law.

References

Dolezel M, Miklau, M., Eckerstorfer, M., Hilbeck, A., Heissenberger, A., Gaugitsch,
H., 2009. Standardising the Environmental Risk Assessment of Genetically Modified
Plants in the EU / Standardisierung der Umweltrisikoabschidtzung gentechnisch
verdnderter Pflanzen in der EU. BfN — pp. 259.

Gen@k — Senter for biosikkerhet * Forskningsparken, Pb. 6418, 9291 Tromse 7
TIf. 77 64 44 88 - Fax: 77 64 61 00 « www.genok.no



