Undue Delays in the EU Approval of Safe GM Products
Status Update of 1 February 2012
This document lists the status of GM applications in the decision making phase of the EU approval process and demonstrates that for
the processing of GM applications through the decision making system, the timelines foreseen in EU legislation are regularly exceeded.
Check for updates at http://www.europabio.org/positions/undue-delays-eu-approval-safe-gm-products or contact EuropaBio for more info.

Timelines for GM products with a positive EFSA safety opinion and awaiting Commission action:
timelines not compliant with EU law
Product

timelines compliant for the moment
EFSA
Days waiting for the
Opinion
Commission to schedule
vote at committee level1:
maximum: 3 months

1507 maize (c)
Bt11 maize (ipc)
LL Rice62 (ffip)
NK603 maize (ffipc)
MON810 maize (ffipc)
MS8xRF3 rapeseed(ff)
GT73 oilseed rape(ffip)
MON863 maize (ffip)
MON89034x1507xMON88017x 59122 maize (ffip)
MON89034x1507xNK603 maize (ffip)
40-3-2 soybean (ff)
A5547-127 soybean (ffip)
MON87701 maize (ffip)
356043 soybean (ffi)
MON531 cotton (ffip)
MON88017 maize (c)
MON1445 cotton (ffip)
GA21 maize (ffipc)

ff=food, feed and industrial use

i=import

03/03/2005
19/05/2005
30/10/2007
11/06/2009
30/06/2009
22/09/2009
15/12/2009
30/03/2010
27/09/2010
27/09/2010
01/12/2010
10/05/2011
26/07/2011
26/07/2011
16/09/2011
10/11/2011
16/12/2011
16/12/2011

p=processing

voted after 1452 days
voted after 1375 days
1552 days and counting
946 days and counting
945 days and counting
861 days and counting
777 days and counting
672 days and counting
491 days and counting
491 days and counting
voted after 386 days
voted after 235 days
voted after 139 days
voted after 139 days
137 days and counting
81 days and counting
46 days and counting
46 days and counting

Days waiting for the
Commission to schedule
vote in Appeal Committee
maximum: 2 months2

Days after Council/
Appeal vote - waiting
for approval

1070 days and counting
1070 days and counting

voted after 64 days
voted after 64 days
voted after 36 days
voted after 36 days

14 days and counting
14 days and counting
14 days and counting
14 days and counting

c=cultivation

Background on the EU approval system for GM products:
The EU has one of the world’s strictest approval procedures for GM products. If, after an extensive scientific risk assessment, the
European Food Safety Authority EFSA concludes that the product in question is as safe as a comparable non GM variety (for example,
conventional soy or maize), a political decision needs to be taken whether or not to authorise the product. This decision making phase
(risk management) is administered by the EU Commission and involves the Member States. The EU legislation requires the EU
Commission to stick to the following timelines: upon reception of a positive EFSA opinion, the Commission has 3 months to bring about a
vote at the Standing Committee. Once the Standing Committee has voted, if the Member States do not achieve a qualified majority for or
against the approval (which is the usual voting result), the Commission has to submit the approval dossier to the Appeal Committee within
2 months at the very most (or, according to the old procedure, to Council without delay)3. In exceptional circumstances, the
Commission may agree with the applicant to align regulatory procedures (which may result in a delay). More detailed information about
the inconsistency between legally prescribed timelines and the administrative practice has been published by the EU Commission and by
EuropaBio4.
GM Product submissions and authorisations
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Status of overall approvals
43 GM products are authorised in total
71 GM products in the authorisation system:
•
53 in EFSA
•
18 awaiting Commission/Member State action
Background: Since the current authorisation framework is in place (2004),
at any given year more GM applications have been submitted (green box)
than authorisation decisions were made. This results in an ever increasing
backlog, both in EFSA as in the Commission. Ever more GM products are
being cultivated at a rapidly increasing rate in many countries, and the EU
has a high import dependency for many relevant crops.
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Standing Committee or Regulatory Committee
2 months maximum under the new procedure involving the Appeal Committee (even only 1 month ; “without delay” under the old procedure involving Council.
For the timelines see art 7 REG EC 1829/2003 and art 5.4 of the Council Decision 1999/468/EC laying down the procedures for the exercise of implementing powers conferred on the
Commission. In 2011 a new procedure was introduced. In the case of no decision at Committee level, an Appeal Committee (instead of Council as used to be the case under the old procedure)
decides. The Commission has 1 month to submit the draft measure to the Appeal Committee, or 2 months to submit an amended draft to the Appeal Committee.
4
Evaluation report (2011) on approvals for cultivation, published by the Commission: http://ec.europa.eu/food/food/biotechnology/evaluation/docs/gmo_cultivation_report_en.pdf
Evaluation report (2011) on approvals for food/ Feed, published by the Commission: http://ec.europa.eu/food/food/biotechnology/evaluation/docs/evaluation_gm_report_en.pdf
EuropaBio report (2011) “Approvals of GMOs in the European Union”: www.europabio.org/agricultural/positions/approvals-gmos-european-union
2
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