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Overview risks



Regulatory requirements

According to Regulation 1829/2003 (Article 4), it must be excluded that food and feed
derived from genetically engineered plants has adverse effects on human health and
the environment:

“(1) Food (…) must not:
(a) have adverse effects on human health, animal health or the environment;

(3) No GMO for food use or food referred to in Article 3(1) shall be authorised unless
the applicant for such authorisation has adequately and sufficiently demonstrated
that it satisfies the requirements of paragraph 1 of this Article.”



The comparative approach



Implementation Regulation (503/2013)

The toxicological impact of any changes on the whole genetically modified

food/feed resulting from the genetic modification such as the introduction of

new genes, gene silencing or over-expression of an endogenous gene shall

be assessed.

Toxicological assessment shall be performed in order to:

(d) identify potential adverse effects on the whole genetically modified food/feed

or address remaining uncertainties through the performance of 90-day

feeding studies.



GRACE and the Implementation Regulation (503/2013)

The Commission shall review the requirement to perform 90-day feeding studies in

rodents with whole genetically modified food/feed (point 1.4.4.1 of Annex II) on the

basis of new scientific information. The results of this review shall be published by 30

June 2016 at the latest.

The GRACE project failed to develop sufficiently reliable and robust methods to replace

the feeding studies.

In the light of these findings and after a detailed analysis of EFSA opinion, Testbiotech

recommends that the standards for risk assessment are substantially raised.



Testbiotech recommendation: First stage of RA

 The requirements on the data to be provided for the first steps of risk

assessment (which is the comparison between the genetically engineered

events and mostly isogenic lines) need to be broadened to include more

detailed methods and data on further substances (such as small RNAs) and

on plant characteristics.

 The functional stability of the additional DNA and its interaction with the

environment have to be given priority. The events should be exposed to a

broad range of defined stress conditions. Data on metabolomics should be

provided.

 Stacked events need to be examined just as carefully as the single plants

(on all stages of RA). In field trials, the parental plants have to be included

as comparators.



Testbiotech recommendation: Second stage of RA

 Independently of the outcome of the first stage of risk assessment, further
investigations must be performed to assess the impact on human and
animal health from the consumption of whole food and feed. These
investigations should also include potential impacts on the immune system
and reproduction.

 Long-term effects have to be given priority. To assess these effects, feeding
trials must take into account the whole lifetime of the animals, including
their offspring.

 Accumulated effects, which, for example, can result from mixing genetically
engineered plants in food and feed or stacked events have to be assessed
in detail.



Testbiotech recommendation: General requirements

 Residues from spraying with complementary herbicides must be assessed
in detail.

 The toxicity of each of the Bt toxins produced in the plants must be
assessed in detail. Whereby special attention needs to be paid to
combinatorial effects with other substances (especially with stress factors)
and the impact on the immune system.

 Specific guidance needs to be established for genetically engineered plants
that are changed in their nutritional composition, in particular, taking into
account the long-term effects of consumption.



Testbiotech recommendation: General requirements

 Independent control during the data generation is absolutely necessary
during each step of risk assessment.

 Cut-off criteria such as a prohibition of market authorisation must be
established for genetically engineered organisms able to spread into native
populations.

 The precautionary principle, the limits of current knowledge and resulting
uncertainties must be given much higher priority.



Thank you very much!
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