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Additional documentation - GM O assessment in Norway

Norway participatesin the EU’s GMO risk assessment process, but subsequently makes a final
national decision following an authorization in the EU. According to the European Economic Area
(EEA) Agreement’, Norway is entitled to take into account other criteriain addition to health and
environmental risk when evaluating an application for market placement of a GMO. Market
placement S?f GMOsis regulated by the Norwegian Gene Technology Act' (the Act) and related
regulations'.

The purpose of the Norwegian Act, as specified in itsfirst section, isto ensure that the production
and use of genetically modified organismsis ethically justifiable, socially acceptable, and in
accordance with the principle of sustainable development and without adverse effects on human
health, animal health, and the environment.

Section 10, second paragraph, of the Act states that the deliberate release of genetically modified
organisms may only be approved when there is no risk of adverse effects on human or animal health
or the environment, and that considerable weight is to be given to whether the deliberate release of
genetically modified organisms will be of benefit to the society and islikely to promote sustainable
development.

The Norwegian Ministry of Environment has requested the Norwegian Biotechnology Advisory
Board to provide an opinion on how to implement the concepts of “sustainable development” and
“benefit to the community” set out in the Act. The Norwegian Biotechnology Advisory Board
published its report “Sustainability, benefit to the community and ethics in the assessment of
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genetically modified organisms. Implementation of the concepts set out in Sections 1 and 10 of the
Norwegian Gene Technology Act” ® in 1999.

For our national assessment of GMOs, additional information from applicantsis therefore often
required. For agiven notification, for instance of a herbicide tolerant or insect resistant plant, it
might be relevant to draw attention to and ask about what changesin agricultural practice the use of
such a GMO may lead to compared with its conventional counterpart. Of special interest are
changesin the use of pesticides and herbicides, both in terms of types and amount, which again
could result in changes of exposure both to agricultural workers and the environment. The nature of
these changes should be related to and discussed together with the overall possible benefit to society
and contribution to sustainable development. The Norwegian Biotechnology Advisory Board
welcomes reference to our national GM O-legisation in the guidance documents provided by
EFSA, as applicants most often request authorization also in Norway.

Substantial equivalence and the importance of OECD consensus documents

The concept of substantial equivalence relies heavily on comparative analyses on the molecular
level and on the evaluation of agronomic and morphological characteristics of the organismsin
guestion. The Norwegian Biotechnology Advisory Board would like to stress that it isvery
important that a notifier takes into account and provides the information that is outlined in the
relevant OECD consensus documents.

Transparancy, reference material, independent resear ch

Transparancy is an important factor whenever public trust is a defined goal. The Norwegian
Biotechnology Advisory Board finds it of of utmost importance that the majority of the
documentation accompanying a notification is available in the public domain. In addition, sufficient
reference material should be easily accessible by independent labs for further research and analysis.

Adjuvance

Recently, the issue of a possible adjuvant effect of Cry proteinsin GMOs (especially maize) has
been raised by Norwegian Authorities. It is obvious that maize may be eaten together with other
foods containing components to which an immune response may be enhanced due to a possible
adjuvant effect of Cry proteins. If Cry proteins act as adjuvants, the effect will be expected to be
seen as an increase in adlergies to the most commonly allergenic foods rather than to maize.

The Norwegian Biotechnology Advisory Board sees the need for further clarification regarding the
possible adjuvant effect of Cry proteins and welcomes a chapter on adjuvance in the allergy section
of the EFSA guidance document.

Sincerely,

Lars @degard, Head Sissel Rogne, Director
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