Biosafety regulation should provide countries that choose to access
the potential and realized benetits ot agricultural biotechnology

with an etfective process for doing so. This means developing a

regulatory system that includes science-based risk assessment, the
results of which are used to inform decisions that are taken by
regulatory authorities to approve or not approve a specitic
biotechnology product.

Access to current information about technical advances in
agricultural biotechnology is available in the scientitic literature;
what is much harder to come by is up-to-date information about how
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the dynamic nature of biotechnology products and processes are
atfecting environmental risk assessment and, by extension,
regulatory policy.

This was the catalyst for a series of workshops, symposia and
conferences organised by CERA during 2011, in collaboration
with ILSI Branches and other partner organisations. In each case,
scientists from government, academia and the private sector came
together to discuss progress, challenges and experiences with
environmental risk assessment of genetically moditied plants.

Symposium on Environmental Risk Assessment of Genetically Modified Crops in Mexico

* March 2-3, 2011 in Mexico City

» Co-organised with the Government of Mexico, ILSI Mexico, AgroBio Mexico and the Agricultural
Biotechnology Stewardship Technical Committee

South Asia Conference on Current Approaches to the Environmental
Risk Assessment of Genetically Engineered Crops

* May 16-18, 2011 inNew Delhi, India.
» Co-organised with the Government of India and BCIL

Workshop on Environmental Risk Assessment of

Genetically Engineered Crops in Colombia

* November 17-18, 2011 inBogota

» Co-organised with the Government of Colombia, ILSI Nor-Andino and Agro-Bio

Workshop on Environmental Risk Assessment of
Genetically Engineered Crops in Chile

* November 14-15,2011 in Santiago
» Co-organised in with ILSI Sur-Andino

South East Asia Conference on Current Approaches to the Environmental
Risk Assessment of Genetically Engineered Crops

 June 27-29,201 1 inHanoi, Vietnam.

» Co-organised with the Government of Vietnam and ILSI South East Asia Region

Symposium on the Environmental Risk Assessment of
Genetically Modified Plants in Low-Exposure Scenarios

* November 18, 2011 in Seoul, Korea
» Co-organised with ILSI Korea and ILSI Japan

Details about each of these activities can be found on CERAs website at www.cera-gmc.org.

HENY

- SEARCH FOUNDATION

The application of RNA interference (RNAIi) to produce
genetically engineered crops with improved agronomic,
nutritional, industrial and food-processing traits is becoming
increasingly common. As new products approach commercial-
ization, it is timely to consider whether the approach currently
applied to the environmental risk assessment of genetically
engineered crops expressing novel proteins remains approp-
riate for the ERA of genetically engineered plants utilizing RNAI
approaches. This question was the subject of the conterence
“Problem Formulation for the Environmental Risk Assessment of
RNAi Plants” convened by CERA from June 1-3, 201 1. CERA
gratetully acknowledges the tinancial support provided tor the
conterence from the USDA National Institute of Food and
Agriculture through the Biotechnology Risk Assessment Program

competitive grant #2010-33522-21/796.

Etfective problem formulation requires a determination of what
constitutes an adverse etfect, and this is guided by the protection
or management goals defined in legal instruments or policy
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documents of the pertinent regulatory authorities. For the
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purposes of this conference, participants were asked to focus
their discussions on the management goals used by USEPA and
USDA/APHIS in their regulation ot genetically engineered plants.

Four case studies of RNAI plants, prepared and presented by
orinciple investigators, were provided as practical examples to
help tocus, but not limit, subsequent discussions that took place
in breakout groups and in the tinal plenary session.

For each case study plant, scenarios by which the cultivation of
the crop could potentially lead to an adverse environmental
impact were identitied. Plausible risk hypotheses and relevant
information to test these hypotheses, including the applicability
of existing information and the need tor new experimentation,
were also discussed.

Following extensive discussions by the breakout groups a
the tinal plenary session, the conference p
the tollowing points of consensus:

E nvironment al 1 The paradigm currently applied to the environmental risk assessment of

. genetically engineered plants is adequate tor the assessment of RNAI plants.

No plausible risk hypotheses were identitied that can be considered unique to RNA
- mechanisms when compared to other genetically engineered plants with similar traits.

The same tests and protocols that are used for evaluating other genetically engineered
- plants will be sufticient for testing RNAI plants, including plants expressing pesticidal traits.

. to characterize potential susceptibility of relevant non-target species.

4 For plants expressing pesticidal dsRNAs, bioinformatics can be applied

The accumulation of bioinformatic data that defines thresholds for activity spectra
- based on shared sequence identity will reduce the need for non-target organism testing.

6 Baseline data about environmental fate of dsRNA

- will be broadly usetul tor future exposure analyses.

The conference proceedings are available at http://cera-gmc.org/index php2action=publications




