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Dear Mrs Madera,

The ﬁresam_: lettor contains the Commission’s decision adopted on the basis of Article 30(2) of
Regulation (ECY No 1829/2003 on GM food and feed on your request for confidentiality as

regards the following applications for suihorisation you have submitred:

- EFSA/GMO/UK/2004/01 ; NK603 x MONS10 maie

- EFSA/GMO/DE/2004/03 : MONSS3 x MONS10 maize

~ . EFSA/IGMO/UK/200406 : MONSS3 x NK03 maige

~ EFSA/GMO/BE/200407 : MONB63 MONSIG x NK603 inaize

- EFSA/GMO/UKI2005/09 : MONS3I x MON1A445 cotion
-~ EFSA/GMO/MKA00S/10 : MONI 5985 cotteg and MON15985 x MON 1445 cotion

According to Arficle 30 of Regulation (EC) No 1829/2003 on GM food and feed, the
Commission must determine, in consultation with the applicant, which infouation contained

n ar application for authorisation of 2 GM food or feed may be considered as confidential

and inform the applicant of its decision, Information may only be considered as confidentia] |
based on verifiable justification provided by the applicant 'demonsn-atiz_:'g that disclosure of
this information rnight significantly harm jts competitive position, However, paragraph 3 of

as confidentia], .

Monsanio Europe S:AJNV. (“Monsanto™ has introduced several applications for
Anthorisation under Regulation (BC) Ne 1829/2003 on GM food mmd fusd smd hag claimed
cowfidentiality for the study reports commissioned by the company in support of fhese
applications, This - issue has been raised In several mestings between the Commission
(Ditrctorate General Healih and Conswiwa Protection) and Maonsanto, the Iatest with date of
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Article 3 first paragraph and do thersfore nat fali under the second paragraph of Article 39

The Commigsion has- requested Monsanto to provide verifisble justification for- its
confidentiality claim conceming the company’s applications for authorisation tnder
Regulation (BC) No 1825/2003. o - "

Following the Commigsion’s request, Monsento submitted to (e Commission its argnments

by letter of ifs legal counsellors dated 14 January 2005. Monsanto: claimed in particular the
information contained in the scientific studies is of the kind deceribed in Article 20,2 of the

"WTO agreement on Trade-Related Aspect of Intellectudl Property Rights (“TRIPS™), and that

the right conferred by the Article is a intellectnal property right that must be recognised in all
Meniber Stutes, . : : :

Tn otr reply dated 4 of February 2005, we confirmod that we Temain of the opinion that we are
1ot I, 2 position te conclude that evidence of a significant hatm to Monsanto’s competitive

" position had been provided, We would like 1o restate our view that the reference to Attiale 39

paragraph 2 of the TRIPS Agreement is not Justified, since this Article doss not have z direct
effect and individunal companics may thetefore not invoke its provisions, Moreover, the data

voncerned constitute “data submitted to governments or governmental agencies™ according to
but under the fhird ome. Finally, tho Commuission considered that the sbses of
confidentiality is in any case justified by reasnns of general intersst and j+ is to the applicant to
take the appropriate measires to protect the intellactzal propetty of his doctunents,

- Therefore, the Commission reiterated fhe request to receive from Monsanto verifishle

justification, in sccordanice with paragraph 1 of Article 30 of Regulation (EC) N 182972003,
of the substantial harm that disclosure of the study reperts in question would do fo ifs
competitive position, : CooTmm o :

By letter of 5 Augnst 2005, Monsanto submitted to the Commission 2 modified requedt,
according to which all study reports submitted in support of the applications for authorisation
under Regulation (EC) No 1829/2003 could be made publicly available, with the exception of

certom catogeties of infumnalion therein, These categories, for which the reguest for

(0} Personal data such as the name of an individual lnvolved in the eonduot of the studies

e

(2} . DNA sequence information (exclqung primer sequences used f"or detsction) and

information. on enzyme kinetics
@ Study protocols developed by Monsanto

() Individual “taw data” points,i.c. the raw data o individual aniraals

The Compission has assessed the new reyuwst and has reached the Tollowing conclusions:

(1) - Personal data

Monsante request is accepted. . _
In accordance with Cdnﬁnunity legislation regarding the protection of personal data,
the Commisgion accepts that such data be withheld from the documents to be made
public as disclosure would underming the privacy and the integrity of the individnal
concerned. , A
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{2)

&)

{4)

Monsanto request is accepted.

In accordance with Cormumunity lé'gislation 1egarding the Protection of personat data,

the Commission accepts that such data be withheld from the documents 1o be made

public as disclosure would undermive th privacy and the integrity of the individnal

- concerned.

DNA sequence information (excluding primer sequences used 'f,or détecﬁon) and

Information on enzyme kinetics

Monsanto request is conditionally aceepted,

sequence information and information on enzyme kineties that has alraady been
otherwise made availsbie to the public, for instance by the granting of a patent, .

On the other hand, the Commission accepts that this information be kept confidential
Insofar a§ it constitutes Monsanto’s secret know-how tesulting from investments in
mnovation and research. The Commission ean follow Monsanto®s argument that the
public release of this information would cause -substantial haym to the COmpany’s

* competitive position by permitting competitors to create prodincts which are
essenilally " copies of proprietary inventions and thus avoid techmical patent’

Study protocols developed by Monsanto

. Monsanto request 15 conditionally accepied,

The Commjsﬁon eonsiders that vonfidential treatment of sfudy protocols cannot be

granted for those protocols that reflest standard industyiaf practices, since thejr |

disclosure would not affect Mansanio’s competitive position.

comtal delails of materials and methods that do not reflect standard practices and
liave been developed by Monsanto, if the following conditions are fulfilled; .

~  that thete protoeols embody secret know-how by the company and

—  that the non-disclosure of the study protocols does not prevent the full

underst g of the effects of the GMO, food or feed, on human and animat

health, and the euvicomment or of any of the other information refarred to in

Article 30(3) of Regulation (EC) No 1829/2003, -
Tndividual “raw data” peints, i.e. the raw data on individual animalg -

Monsanto request (o withhold this information from public disclosurs is rejected.
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The present decision w:ﬂ apply as from 17/4V/2006. As from that date the Commission wilt

assess the accessibility of the documents referred to- in this decision, including mmder

Regulation (EC) N* 1045/2001 regarding public access to Huropean Parliament, Couneil and

Commission documeants!, on the basis of the conelusions ahove.

You are invited to submit before that date to the Commission an overview of the centent of
the applications listed above in tabular form, in which you indicate for sach of the ‘study
reports the infonx;aﬁon'tha; may be treated as confidential according to the present decision.

| Wo would alse invite you to submit to the Ewropean Food Safety Anthority beforé that date an

additional version of each one of these applications, in which this information is made

illegible.

We wonld also remind you that, within the same deadline, Monsants has the possibility of

withdrawing ‘its applications for anthorisation under Regulation (BC} No 1829/2003. Should

this happen, the information on whose confidentiality the Commission and Monsanto do not
agres will remain protected according to the terms of Article 30 (7) of the Regulation.

Dope at Bmssels, 17/10/2006.

- Por the Commission
Markos KYPRIANOU _
Member of the Commission
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