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. This information note has been prepared as support for the Communication from the President
in association with Mrs Wallstrom, Mr Byrne, Mr Fischler, Mr Lamy, Mr Liikanen and Mr
Busquin for an orientation debate on Genetically Modified Organisms (GMOs) and related
Issues.
Detailed background information is provided in the Annex on the following GMOs related
Issues:

1) Pending approval procedures for GMOs products

2) Pending safeguard national measures

3) National measures on co-existence
i

4) Tolerance thresholds for"GM seeds in seeds ofnon-GM varieties

5) The European Strategy for Life Sciences and Biotechnology
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. ANNEX

PART!

PENDING APPROVAL PROCEDURES FOR GMOS PRODUCTS

1. APPROVAL OF NEW GMO PRODUCTS UNDER DIRECTIVE 2001/18/EC

Twenty-two applications for the placing on the market of GMOs have been submitted to
the authorisation procedure under Directive 200l/l8/EC. Nine of these applications have
scopes restricted to import and processing, while the remainder also include cultivation

as a requested use.
The procedure under Part C of Directive 200l/l8/EC is divided into three main periods.

(i) A 'national period' where the lead Competent Authority (CA) has up to 90 days,
from the date of receipt of the application, to prepare and submit an assessment
report. During this 90-day period the 'clock' can be stopped if the lead CA isawaiting additional information from the notifier to complete the notification, I

thus extending the deadlines. '

(ii) A 'Community period', which comprises a 105-day period, which can be sub-
divided'into two phases. During the first 60 days, the competent authorities of
Member States can raise reasoned objections to the application. The final 45
days of the 105-day period is akin to a 'conciliation-type step', where the
Commission, lead' and objecting competent authorities can try and reach
agreement. During this 45-day period the 'clock' can be stopped in case further
information is awaited from the notifier. '

(iii) In cases where objections are not withdrawn at the end of the above 45-day
period, a decision shall be adopted and published within 120 days. During this
l20-day period the 'clock' can be stopped if further information is awaited from
the notifier. In case where objections are based on environmental or human
health considerations, the European Food Safety Authority (EFSA) shall be
consulted. ~FSA is required to provide an opinion within 90 days

The most advanced of the above 22 applications in the procedure is the Monsanto
NK603 GM maize on which EFSA has provided a favourable opinion (step iii). This
application is for import and processing. !t does not include cultivation as a

reauested use.
Directive 2001/18/EC requires the Commission to adopt a Decision fo.llowing
consultation of the Member States in a Regulatory Committee. DG ENV intends to
call a meeting of the Regul3;tory Committee on 18 February 2004.

Two further applications (Monsanto GT73 oilseed rape as well as Monsanto maize
MON863 and hybrid maize MON863 x MON8IO) have been formally submitted to
EFSA for evaluation and an opimon is expected by the end of January and by March
2004 respectively. Two further applications (Syngenta Btil maize and Pioneer Hi-Bred
and Mycogen seeds 1507 maize) are shortly to be submitted to EFSA for evaluation and
opinions are expected by end of April 2004. The scope of these applications is limited to
import and processing (except for Btll). The remaining applications are currently being
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. appraised by national authorities under periods (i) and (ii) above. It should be noted that
the 'clock' can be stopped at various stages in the procedure, where further infonIlation is
requested from the applicant, effectively extending the deadlines and making it difficult

to predict a time-scale for possible approval of these products.

2. AUTHORISATION OF GM FOOD UNDER REGULATION (EC) No 258/97 ON NOVEL

FOODS AND NOVEL FOOD INGREDIENTS

Article 46(1) of the Regulation on GM Food and Feed Iprovides that applications made
under the Novel Foods Regulation which have received a final scientific assessment
before the coming into application of the new Regulation are still to be processed under

the Novel Foods Regulation.
There are currently eight GM products pending authorisation under the Novel Food

Regulation.
The scientific risk assessment was completed for three of the applications, a GM sweet
maize from Syngenta (Btll), a GM field com from Monsanto (GA2l) and a GM maize
from Monsanto (NK603). The Commission received the validatjon of a detection method
by the Joint Research Centre of the Commission (JRC) for Btll sweet Iilaize in October
last year. It is expected that the validation process will be soon completed for GA2l and

NK 603.

A draft Commission decision aimed to grant a Community authorisation to GM
Sweet Maize Bt11 was submitted to the Standing Committee of Food Chain and
Animal health on 8.12.2003. As no qualified majority was reached by the
CommitteeZ, the Commission must now submit a proposal to the Council. The
written procedure launched for this purpose on 6.1.2004 (E/2661/2003) was

I suspended on

It is likely that the Commission will present a draft Decision for the authorisation of
GM maize NK 603 and GM maize GA21 in the first half of 2004, when the detection

methods will have been validated by the JRC.

The Commission has referred two other maize lines from Monsanto (MON 863 and
MON 810 X MON863) to EFSA for a scientific evaluation. In both cases, the
Commission has to await the advice from EFSA before proceeding with these

applications:The four remaining applications are currently in the first stage of the authorisation
process and are still undergoing risk assessment by a competent authority in a Member
State. It is therefore difficult to predict when these products would be ready for

authorisation.

3. OTHER IMPLEMENTING MEASURES

Directive 200l/18/EC, which replaces Directive 90/220/EEC, is applicable since 17
October 2002. New Regulations on 1) traceability and labelling ofGMOs and traceability

1 Regulation (EC) No l829/200~ of the EP and of the Council of22.9.2003 on genetically modified
food and feed (OJ L268, 18.10.2003, p.l- applicable by April 2004.

2 The results of the vote were: 33 in favour (SP, IRL, NL, FIN, SW, UK), 29 against (DK, GR, FR,

LUX, AU, P) and 25 abstention (E, D, IT)
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