RENESSEN

Renessen Europe SPRL
Avenue de Tesvuren 270
Tervurenlaan 270

B - 1150 Brussels

Belgium

Dr. Per Bergman
LEuropean Food Safety Authority

v,g;;; Largo N. Palli 5/a
41300 Parma
ITALY

Brussels, 30 April 2000

Dear Dr. Bergman,

Re: Application for authorisation of genetically modified LY038 maize submitted under
Regulation (EC) No 1829/2003 ~ Withdrawal of Application EI'SA-GMO-N1-2006-31

A review of the Renessen product portfolio since the initial submission of application
EFSA-GMO-NL-2006-31 (application made 20 December 2003) has concluded that LY038
is of decreased commercial value worldwide and we regret to inform you that LY038
will no longer be a part of the Renessen business strategy in the near future.

Although our preference would have been to complete the EU approval of LY038,
conducting further studies, as requested in your letter of 24 March 2009 (Ref, PB/AC/mit
(2009) 3820240), can no longer be juslified, in view of the additional costs involved and

the reduced commercial interest in this product.

Therefore, Renessen Europe is providing this letter as an official request to withdraw the
application requesting authorisation of genetically modified LY038 maize submitted
under Regulation (EC) No 1829/2003 (EFSA-GMO-NL-2006-31). For clarity, please find
attached a detailed chronology of application EFSA-GMO-NL-2006-31, including data
submissions by Renessen. In light of this decision, we respectfully request EFSA return

to Renessen Europe, any copies of the application in its possession {paper or electronic),



.~

provided for public access on 23 March 2007, and to suspend public access to this

application via the EFSA intranet.

Please address all future correspondence to Ms at the Renessen address

given above,

Renessen would like to thank the GMO Panel, EFSA, and DG SANCO for the work done

to bring the application te this point,

Yours sincerely,

Regulatory Affairs Manager Renessen Europe SPRL

Co of letter: P Gielkens, Dr Glandort (RIVM)
Mr Gerlitg, My Goux, Ms D, Andre, Ms Pelsser, Ms Forppa, Mr Valletta, My Walsh, Ms Nearchou (DG
SANCO)
Mr Van den Eede, Mr Mazzava (DG JRC)
Ms Lhevrewx, Ms Christodoalidou, Ms Todeschi, Ms Hernandez Valero (EFSA)
Nso donsanto)



Attachment 1

Chronology of application EFSA-GMO-NL-2006-31

20 December 2005 | Monsanto  submits  application  to - Dutch - Competent  Authority
| (Application for authorisation to place on the market I Y038 maize in the
| EU, according to Regulation (EC) No. 1829/2003 on genetically modified

food and feed}

27 December 2005 Puch Competent Authority acknowledges receipt of application and

lforwards application to ETSA
18 January 2006 Completeness check commenced by EFSA

13 March 2007

Statement of validity from EFSA

4 May 2007 LEFSA stops  the clock; questions  identified by  the Molecular
Characterisation: and Environmental Working Groups
15 June 2007 1 Monsanto provides answers to questions ol 4 May 2007 (i.e. questions
from Molecular Characterisation and Environmental Working Groups)
17 July 2007 EFoA keeps clock stopped; additional questions identified by the
Food/Feed Safety Working Group
3 September 2007 Monsanto provides answers to guestions of 17 july 2007 (Le. questions

25 Septermnber 2007

from Food/Feed Safety Working Group)

EFSA - keeps clock stopped; additional questions  identified by the
Molecular Characterisation Working Group, and one question  still
outstanding from Food/Feed Safety Working Group (17 July 2007)

20 Navember 2007

EFSA keeps clock stopped; additional questions identified by the
Food /Feed Safety and Environmental Working Groups

249 August 2008

Monsante provides answers to questions of 25 September 2007 and 20
2007 {1e.
Food/Feed Safety and Environmental Working Groups)

November questions  from  Molecular  Characterisation,

16 January 2009

EFSA restarts clock

24 March 2009

EFSA stops clock: additional questions identified by Food/Feed Safety
Waorking Group
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