ANNEX A

GM crops with Part C product approval for importation and processing only -
not to be grown in the EU

Date Lead Company Reference Crop/ Consent

submitted CA modification issued

Dec 94 UK Monsanto C/GB/94/M/3/1 Soybeans/ May 96
herbicide tolerance

March 96 UK Aventis C/GB/95/M/5/1 Oilseed rape/ June 98
herbicide tolerance

June 96 UK Northrup King C/GB/96/M/4/1 Maize/ insect and June 98
herbicide tolerance

GM crops holding part C consentsfor cultivation in the EU®

Date Company Reference Crop / modification Scope Consent

submitted / issued

Lead CA

Nov 93 SNETA C/F/93/08/02 Tobacco / herbicide Cultivation | June 94

France tolerance®

Feb 94 PGS/Aventis C/GB/94/M1/1 | Oilseed rape/ Seed Feb 96

UK herbicide tolerance’ Production

March 95 Ciba—Geigy/ C/F/4/11-3 Maize/ insect and Import and | Feb 97

France Novartis herbicide tolerance cultivation

April 95 Bejo Zaden BV | C/NL/94/25 Chicory/ herbicide Seed Aug 96

Netherlands toleance’ production

June 96 Monsanto C/F/95/12/02 Maize/ insect Import and | Aug 98

France resistance cultivation

June 96 AgrEvo/ C/F/95/12/07 Maize/ herbicide Import and | Aug 98

France Aventis tolerance cultivation

Sept 96 Florigene C/NL/96/14 Carnation/ flower Cultivation | Dec 97

Netherlands Europe colour

Aug 98 Florigene C/INL/97/12 Carnation/ increased Cultivation | Oct 98

Netherlands Europe vase-lifed

§ Inthe UK no agricultural crops can yet be grown commercially because none have yet satisfy all the
other relevant legislation and approvals eg the seed certification and pesticide legislation.
€ Only grown in France
fOnly grown for seed production — not for general cultivation

9 To be grown mainly by Dutch cut flower producers




Applicationsfor Part C approval for placing on the EU market for GM crops for
cultivation in the EU under consideration in Europein Autumn 1998

GM Crop Reference No. | Applicant Lead Stagein the
Competent regulatory
Authority process’

Herbicide tolerant maize (GA21) | C/ES/98/01 Monsanto Spain 5

Insect and herbicide tolerant C/NL/98/08 Pioneer Netherlands 4

maize (T25+MON810)

Insect resistant Maize C/F/96/05-10 | Novartis France 4

Herbicide tolerant fodder beet C/DK/97/01 Monsanto Denmark 5

Herbicide tolerant oilseed rape C/DE/96/5 Aventis Germany 5

Industrial Starch potato C/SE/96/3501 | Amylogene HB Sweden 4

Herbicide tolerant oilseed rape C/BE/96/01 Aventis Belgium 5

Below thisline awaiting final consent:

Delayed ripening tomato C/ES/96/01 Zeneca Spain 6

I nsect tolerant cotton C/IES/96/02 Monsanto Spain 6°

Herbicide tolerant cotton C/ES/97/01 Monsanto Spain 6

Insect tolerant Maize C/F/95/12-10/B | Pioneer France 6°

Herbicide tolerant oilseed rape C/F/95/05-01 Averntis France 7

A&B

¢ Reached the end of the evaluation process and comitology dictates that product islikely to be

approved in the next 12 months

4 QMV infavour December 1996 but France has still not issued consent. They could do so at any time.




Stages in the evaluation process for obtaining part C marketing
consent for GM cropsunder directive 90/220/EEC

Stagel Part C applications to place GM crops on the market in the European Community are first
submitted to any one of the 15 Member States which then becomes the |ead Competent
Authority (CA). Thelead CA has 90 days in which to complete its evaluation.

In the UK thisinvolves a thorough review of the application dossier by scientistsin the UK Joint

Regulatory Authority (DETR, MAFF, Scottish Executive, National Assembly for Wales and Northern

Ireland LA). English Nature are statutory consultees on all applicationsto market GM crops and

independent expert adviceis given by the Advisory Committee on Releases to the Environment (ACRE).

Stage 1A - early applications which have not yet gone to ACRE for Ministerial advice;

Stage 1B - applications which ACRE have reviewed and given advice to Ministers.
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Stage 2 Following the 90 evaluation period, the lead CA submits the application dossier to the

European Commission with either afavourable opinion that the product should be placed
on the market or, it rejects the dossier.
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Stage 3 If the lead CA submits the dossier with afavourable opinion the Commission circulatesit
to the other 14 Member States who have 60 days to comment.
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If all Members States approve the marketing If one or more Member States objects (whichis
application then the lead CA issues the Part C normal) then the Commission will attempt to resolve
marketing consent which applies across all the objections

Member States.
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Stage 4 This usually involves seeking an opinion from its Scientific Committee on Plants (SCP)
which isacommittee of experts rather like ACRE.
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Stage5 Following consultation of the SCP, if the Commission judges that the GM crop should
receive marketing approval it will ask the Members States to vote again, thistime by the
Qualified Mgority Voting (QMV) procedure. Once the Members States receive the call to
vote they have 28 days in which to respond on whether or not to accept the Commissions
proposal. If thereisaQMYV in favour the lead Member State will issue consent.
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Stage 6 If thereisno QMV in favour the Commission will refer the decision to the Council of
Ministerswho have 90 daysto respond. At this stage the Council of Ministers can reject
the Commission’s proposal (that the GM crop should receive marketing consent) but only
by a unanimous decision. If the Council of Ministersfailsto act or to reach a unanimous
decision the GM crop will be approved and the lead CA issues consent.
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Stage 7 The Commission instructs the lead competent authority to grant consent.




