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Introductory Remarks
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Implementation . % e

Need for a standard procedure for clear and timely

communication of new requirements to applicants

Need for sufficient and realistic transition periods
before attaining mandatory compliance with the
requirements set out in new guidance documents

EFSA guidance should not be applied retroactively

Need to justify the relevance for risk assessment
(hazard x exposure)

EuropaBio welcomes EFSA’s “multiannual project to
develop a customer-oriented approach for regulated
products”
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Delay in EFSA Review

Sufficient and realistic transition period warranted
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Exponential increase in requirements
excellent global safety records

2006 2007

2008 2009

2010 2011

2012 2013

2015

Risk assessment of GM
plants and derived food and
feed Guidance (May 2006)

Statistical Considerations

Guidance (21 April 2009)

Selection of comparators
Guidance (14 April 2011)

Indicative timelines for sub

additional or supplementary information
to EFSA during the risk assessment
process (January 2014)

mitting

I I

Renewals Guidance
(6 December 2006)

Stacks Guidance
(16 May 2007)

Allergenicity Guidance
(30 June 2010)

[ ——

EC Implementing Regulation I
503/2013 (32 April 2013)

Environmental risk
assessment Guidance
(21 October 2010)

Risk assessment of food and feed from
GM plants Guidance (24 May 2011)

| -

Allergenicity Assessment
| Supplementary Guidance
| (July 2016) I

[ —_— -

90-day Rat Feeding Studies

Explanatory Note (9 October 2014)

N |

Submission of applications
Guidance (12 July 2011)

Review of the strategies for the i
comprehensive food and feed safety and :
nutritional assessment of GM plants :

per se (3 September 2013)

Post-market Environmental Monitoring
GM plants Guidance (6 July 2011)

Submission of applications
Guidance (December 2013)

90-day Rat Feeding Studies
Guidance (9 November2011)

i

Agronomic and

Explanatory note to the Guidance on Risk assessment of

food and feed from GM plants on the use of the [

Comprehensive Database for dietary exposure assessment
in industry dossiers of GM foods Explanatory Note

(December 2014)

Annual Post-Market ¥
Environmental Monitoring :
1

Reports Guidance |

1

[}

i Post-Market Monitoring of |

| GM Plants for the use as :

| food orfeed (Dec2014)
1

Phenotypic I

Characterisation Guidance (March 2015) |

— o o e e

Renewals Guidance
(March 2015) I

Development of reliable sampling
approaches for GM Plants (Dec 2015)
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Thank you!
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