* Guidance for environmental risk
assessment (ERA) of genetically modified
plants (GMPs) is a quantum-leap forward,
real progress in terms of scientific rigorosity,
quality, and for environmental safety

* Recognising calls from scientists for such
improvements were finally heard —
rewarding, confidence building and for the
greater good to the European people



Criteria for field trials in

receiving environment

« Guidance recognises importance of field trials

« Guidance provides criteria on practical set-
up, representativeness, statistical analysis

 Tiered approach for non-target organisms
(NTO) is not appropriate for approval for
cultivation

» Mandatory field trials on NTO effects,
laboratory studies alone are not sufficient
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assessment as a general principle for the =R
risk assessment of GM plants

Responsibility

 EFSA introduces ,comparative safety
assessment” as ,general principle® in a legally
binding EU document on ERA

« ,Comparative safety assessement” is a new
expression for the concept of substantial
equivalence

 Used and criticised in the context of GM food
safety assessment

* Not accepted as useful approach in ERA
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In contradiction with:

Environmental
Responsibility

Regulation 1829/2003: ,Whilst substantial
equivalence is a key step in the procedure for
assessment of the safety of genetically modified
foods, it is not a safety assessment in itself.”

Codex GL 45-2003: “The concept of substantial
equivalence is a key step in the safety assessment
process. However, it is not a safety assessment
in itself; rather it represents the starting point
which is used to structure the safety assessment of
a new food relative to its conventional counterpart.”
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In contradiction with

Directive 2001/18 EC =

9 general principles working in accordance with
the precautionary principle as basis for ERA:

 analysis of the ‘cumulative long-term effects’
« comparison of GMO with parental organisms
 scientifically sound and transparent manner

* case by case basis

 readdress ERA when new information
becomes available
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3. scientifically sound and transparent manner
4. case by case basis
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becomes available
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1. Introduction

2. Strategies for ERA of GM plants

2.1 Comparative safety assessment

Applicants may declare GM plants
as safe BEFORE conducting ERA

3. Specific areas of risk to be addressed

3.1 Persistence and invasiveness, including
plant-to-plant gene flow
|
3.2 Potential for plant to micro-organisms gene
transfer

|
3.3 Interaction of the GM plant with target
organisms

3.4 Interactions of the GM plant with non-target
organism

|
3.5 Impacts of the specific cultivation,
management and harvesting techniques
|
3.6 Effects on biogeochemical processes

I
3.7 Effects on human and animal health

‘ Mives of different ERA steps | al 2.3. Cross-cutting considerations

~

2.2.1 Step 1: Problem formulation (incl.
hazard identification)

|

2.3.1. Choice of comparators

I

2.2.2 Step 2: Hazard characterisation

2.2.3 Step 3: Exposure characterisation

2.2 4 Step 4: Risk characterisation

2.2.5 Step 5: Risk management strategies

3.8 Overall risk evaluation and conclusions

2.2.6 Step 6: Overall risk evaluation and
conclusions

4. PMEM plan

2.3.2 Receiving environment(s)

I
2.3.3. General statistical principles

I
2.3.4 Long term effects (including techniques
for their assessment)
I
2.3.5 GM plants containing stacked
transformation events

References

Appendices

A. Background information for geographical
zones in the receiving environment(s)

[

B. Considerations for long-term effects
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Elements of comparative

for Social and
Environmental

safety assessment

« Determination of the consistency of the
observed differences;

 Determination of the non-transient nature of
the observed differences:

« Determination of the biological relevance of
the observed differences

* Observed statistically significant unintended
effects will only be included in ERA when
passing all three tests
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Biological relevance decided

by Concept of Familiarity &

 Differences between GM plant and parents
compared with range of differences between
other comparators

 None of the criteria are defined or described

« Concept of Familiarity only proposed for ERA
by OECD in 1993

* Rejected in negotiations on Cartagena
Protocol in 1998

* Not taken up in Directive 2001/18
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ENSSER recommendations

» Deletion of Chapter 2.1 and abandonment
of concept of ,comparative safety
assessment” and concept of familiarity

o Strict application of the 2001/18 general
principle ,comparison of GMO with parental
organisms” in ERA

« Establishment of scientific criteria to
iInterprete statistically significant differences
In unintended effects
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the notifier shall

generate the necessary data. Where
applicable, data already available from
scientific literature may be used.



Requirements for toxicological

for Social and

data in ERA BT

(b) Toxicological studies carried out to assess
risk(s) to human or animal health shall be
conducted in facilities which comply with the:

(i) requirements of Directive 2004/10/EC; or

(i) ‘'OECD Principles on Good Laboratory

Practice’ (GLP), if carried out outside the
Union.
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Requirements for

for Social and
Environmental

environmental data in ERA e

(c) Studies other than toxicological studies
shall:

(i) comply with the principles of Good
Laboratory Practice (GLP) laid down in
Directive 2004/10/EC,; or

(i) be conducted by organisations accredited
under the relevant ISO standard.
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ENSSER conclusions

e 2010 Guidance on ERA for GMPs remained
unchanged

* Applicants can circumvent ERA by using
the concept of familiarity

« 2010 Guidance uses obsolete concepts
contradicting the legal framework to
facilitate GMP application procedure

Dec 01, 2016



ENSSER conclusions L)
e et
Environmental
Respons ibility

« Standard of Good Laboratory Practice is
NOT a scientific standard BUT a technical
standard for documentation of procedures
In commercial research

« Public organisations are not GLP-certified

* |[f an ERA would take place at all, the use of
data from public science would be
prohibited from being recognised in ERA

 EU GMO legislation abandons itself
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