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Brussels, 4" February 2016

Dear [T,

Re: Request for access to documents

In response to your emall letter dated 22 January 2016 concerning receipt of a third party request
for access to one of our studies on Glyphosate In EFSA’s possession, namely,

A chranic feeding study of glyphosate {Roundup
technical) in mice 77-2061 {BDN-77-420) TOX9552381 (the “Study”),

Monsanto her rmally obfects to the disclosure of the entirety of the Study.

The Study is privately owned by Mansanta and is used for the renewal of the approval of the active
substance Glyphosate unter Regulation 1107/2009, presently under review. lts disclosure may harm
legitimate interests of Monsanto as it Is prejudicial to the “commercial interests” of Mansanto (in the
meaning of Article 4{2) of Regulation 1049/2001).

Based on Article 63 of Regulation 1107/2009, Article 4(2) of Repulation 1049/2001, we object the

disclosure because the Study contains confidentlal informatign which disclosure would undermine
the protection of Monsanta's commerclal Interasts,

Furthermore, according to Asticle 4{2) of Regulation 1049/2001, the request for accass to documents
should be refused where the disclosure would undermine the protection of commaercial interests of
a natural or legal person, including Intellectual property. With unlimited disclosure of the Study, it
may not be puaranieed that protected intellectual property rights of Monsanto will not be
disproportionately damagad.

Our objections are also grounded by legltimate economic Interests pratectad by the confidentiality.

The Study represents a material investment in time and maoney for Monsantg and its findings form
part of the core data package and knowledge of relevant product. Hf the Study is made avallable to
the public upon request, this will make investment efforts of businesses like Monsanto usetess,
because effectively anyone, including competitors, would then have access to key commercial
information without any expense Tar possible use in and outside of the EU,



Additionally, Information about undertakings and trade secrets shall be kept confidential as
commercial seerets (protected, inter alia, under Article 41(2) of the Charter of Fundamental Rights

of the European Union as well as relevant case law). It is the duty of the EU Institutions to halance
the cantribution which the information makes Lo the protection of public interest, notably disclosure
for public heaith reasons, and the degree of damage to commercial secrecy resulting from the
disclosure of that information (see the foined Cases C-453/03, C-11/04, C-12/04 and C-194/04). Any
diselosure of the above information should not be disproportionate given the sariousness of the
damage jt may cause. The duty to consult third parties prior to disclosure Js vested with the EU
institution, including EFSA, with the purpose to ensure the procedure where legitimate commercial
interests are not damaged by breach of confidentiality,

Article 63 of Repulation 1107/2009 contalns 3 non-exhaustive list of Information which must be

deemed tp undermine the protection of the commerclal interests, and which should therefore be
treated as confidential,

Inter alia, above information includes know-how {e.g., Monsanta's scientific approaches and
justifications, supgested and applied testing methodology, ete.) retating to the scientific expertise
and strategy, created by Monsanto when preparing the dossier for disclosure in confidence to EFSA.
Accordingly, such Monsanto’s know-how would be adversely afected if disclosed to the public.

in view of the above, Monsanto hereby requests to refuse in access to documents of the Study.

Without prejudice to the above arguments, should EFSA still consider granting access to the
document to the third party, Monsanto would insist on making The Study available to the third party

in a glased data soom, without any possibility to make coples, repraduction or communication of
the inf n and urnder logisticsl conditlons to be agreed with Monsanto.

This would allow the third party to view The Study on a single occasion, without the possibility of
referring to or using The Study for its own ends, while [imiting the detrimental effects of the
disclosure of The Study for Monsanto. Prior to the third party viewing The Study, Monsanto would
request an opportunity to sanitise The Study based on the principles of Article &3 of regulation
1107/2009.

Thank you in advance for your consideratlon of the above arguments and appropriate action. Please
keep us informed on the progress of this matter

EMEA Crop Protection Regulatory Affairs Lead
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e-mail;

Subject: Consultation on an access to documents request related to the study
you submitted to EFSA [or the renewal assessment of the activa
substance glyphosata n the framework of Regulation (EC)
N° 110772009 and it's implementing Regulation (EU) N? 844/2012

Ref.: PAD 2015/143

According to Article 41(1) af Regulation (EC) No 17B/2002' access of citizens to the
documents held by EFSA Is govermned by Regulation (EC) No 1049/2001%. The Regulatlan
applies to all documents held by EFSA, /.e. documents which it has produced or recaived,
In all areas of its activity (hereinafter the “PAD Regulation”).

EFSA has received a request by a non-government organisation for public access to
documents. The public access request concerns the study you submitted to the EFSA for
the renewal assessment of the actlve substance glyphosate’® in the framework of
Regulation (EC) No 1107/2009* and It's implementing Regulation (EU) No 844/201 2%,

Pursuant te Article 4(4) of the PAD Regulation, EFSA is hereby consulting you on the
disciosure of the study with the followlng references:

(1983)
A chronlc feedlng study of glyphosate (Roundup technical) in mice
77-2061 (BDN-77-420)

TOX8552381

' Regulation (EC) No 178/2002 of the European Parllament and of the Councll of 2B January 2002 iaying
down the general principles and requirements of food law, establishing the European Food Salety Authority
and laylng down procedures In matters of food safety, 0) L 31, 1.2.2002, p. 1-24, as last amendad.

?  Requlation (EC) No 1049/2001 of the European Parliament and af the Councll of 3G May 2001 regarding
public access to European Parllament, Cauncil and Commission documents, OF L 145, 31.5.2001, p. 43-49,
applicable to EFSA. Mmm@mmmmpﬂmmﬂm
European Food Safety Authority, 2015. Conclusian an Lhe peer revlew of the pesticide risk assessinent of
the active substance glyphosate. EFSA Journal 2015;13(11):4302 pp. 107 dol:10.2903/).=f52.2015.4302,
available at: hitp:/iwww ef$3.8urona evfen/efsaloumal/gul/a302

*  Regulation (EC} No 844/2012 of the European Parliament and the Council of 21 Octaber 2009 concerning
the placing of plant protection products on the market, ©) L 309, 24,11.2009, p. 1-50.

' Commilssion Implementing Regulation (EU) No 84472012 of 18 September 2012 setting out the provisions
necessary for the Implementation of the repewal procedura for active substances, Q) L 252, 19.9 2012, p.
26-32.
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EFSA would like ta consult with you, to ascertain whether any exception to disclosura in
the sense of Article 4 of the PAD Regulation may apply. We would appreciate to recelve
yaur reply with the following Information regarding the study:

- an indication of any paris of the study which in your view should not be released
as a disclosure would undermine Intellectual property or another interest of
Articie 4 of the PAD Regulation;

- the reason(s) why these parts should in your view nat be released, substantiating
the grounds for protecting the informatlon,

Pleasa note that the PAD Regulation provides that, should only a part of the documents
for which public access is requested fall into an exception to disclosure, the remaining
parts shall be released.

Ta enable EFSA to reply to the request for public access within the time period lald down
in the PAD Regulation, we would like to raceive your reply by 28 January 2016 at the
latest, If we have not received a reply by this date and/for In case of an insufficlently
substantiated negative answer, EFSA will decide on the access request in accordance
with the PAD Requlation.

We would be grateful If you could Inform us timely on your point of vigw, by replying to
this e-mall.

You can reply by writing to:
EFSA Public Access Team

Ee:- (EFSA)
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Mr —
urapean Food Safaty Authority

By e-mail anly

28 January 2016

Re: Request for access to documents

Wa write o you in reply to your lalter sent by e-mail on 22 January 2016 (your reference: -Imm
{2016)-0u1-15182433), in which you inform that you raceived a third parly requesl for accass 1o ona of
our studies on Glyphosate in EFSA's possession. Tha study {“The Study"} in quastion is:

*(1993)
Glyphaosate - 104 Week Combinad Chronic Feeding/Oncogenicity Study in Rats
with 52 Week Interim Kill inesulls after 104 Weeksl
tudy Mo.: 438623; Report No.: 7867
Date: 1983-04-07

GLP
Not published, TOX8750499

Conceming the above request, Cheminova formally objecls 1o the disclosure of tha entirely of The
Study.

It should be naled that The Study is privalely owned by Cheminova and is used for the renewal of the
appraval of the active subslance Glyphosate under Regulation 1107/2009, which is stit currently under
raview.,

The objeclions ta disclosure are justified under Article 63 of Aegulation 1107/2009 because The Study
contains confidenlial information, as welt as under Article 4(2) ol Regulation 1049/2001 because the
disclosure of the Ganfidential Dala would undermine the pratection of Chaminova's commercial
interesis,

Furthermore, as outlined below, EFSA's duty of conlidenliality combined with tha release ol
commercially sensilive information outweighs any public interest which might be pumpared lo accrua,
Consequently, the request must be rejected [n its enlirely.
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1. Exception o Public Accesa to Documents ynder Asticle 4{2) of Requiatign 1049/2001

As provided by Article 4{2} of Regulation 1049/2001, tha request for zccess 1o documents should be
refused where the disclosura would undermine the protactlon of commarcial inlerests of a8 nalural or
legal person, including intellsctual propeny.

As explainad above, The Sludy is owned by Cheminava and is protecled by Intelleciual property rights.
On that basis, all summaries, assessments and other documenis included in Tha Study may not be
disclosed, as this could jeopardize the proper execulion al the intellectual property right.

Canlidentiality of the dala at hand Is also dasigned 1o prolect a legitimate ecanomic interest: speacifically,
ihe daia represents & substantial investment in lime and monaey {or Cheminava and the findings form
part of tha core dala package and knowledge of the praducl. It Is a vital part of Cheminava's business
lo be able 1o protact the sludies commissionad on ils chemicals. If The Study was mada easily availabla
upon request, businesses would be reiuciant to conduct research (b register their substances since third
patles including competitors would lhen hava accass lo key commercial information lor possible uss in
the EU and/or outside the EU where dala protection/confidantiafily rules might be more [anient and
dilficull to monitor and enforce,

Additionally, information about underakings and trade secrels atiracts conlfldenliality as commercial
secrals. Commercial secracy is given wide proteclion as a general principle of European Union law and
is enshrinad in Atticle 41{2) ol the Charter of Fundamenta! Righls of \he European Union. Furtharmore,
there are procedural safeguards to prevent serious damage {rom the improper disclasure of business
secrets (Case C-53/85 Akza Chemie BV and Akzo Chemie UK Lid v Commission [1986) ECR 1965).

Furtharmore, EU Institutions are required to balance on the one hand the contribution which the
information makes to tha prolection of publie interest, notably disclosure Tor public health reasons, and
on the olhar hand the dagres of damaga to commescial secrecy resulting from the disclasure of that
infarmalion {see lhe Jained Cases C-453/03, C-11/04, C-12/04 and C-194/04). In such an Inslance, the
disclosure of coanfidential information shauld not be disproporiicnate having regard to lhe seriousnass of
ihe commarcial damage which the disclosura may cause,

Therelors, it Is clear that Aricle 4(2) of Regulation 1049/2001 Is applicable in the cusrent ease since the
disclosura of the scienlific informalion contained in The Siudy would be prejudicial la the *commercial
interesis” of Chaminova. Consaquantly, the request for access io documenls should not be grantad.

ft should also be notad thal, In respect of third-party documents, Arlicle 4(4) of Reguialion 1049/2001
raquiras institutions la consull third parties pricr lo disclosure, Therelore £U inglilulions such as EFSA
have a duty o taka due account of Chaminova's lagitimate commaercial inlerest in not disclasing lthe
conlidential Siudy.

2. Canfidentiality under Article 63 of Raqulation 1107/2009

Article 63 of Regulation 1107/2009 contains a non-exhauslive list of information which must normally be
deemed to undermine the pralsction of the commercial intarasts or the privacy and integrily of the
individuals concernad, and which shouid therefora be trealed as conlidential.

informalion which should nommally be treated as canfidential includes protected know-how relaling lo
the scientilic experlise and siralegy In {the complalian of the dossier the disclosure af which would
undarmine Cheminova's commercial interests.

The scientilic approaches and justificalions refied upon by Cheminova in order to evaluate endpoints, as
well as suggesled and applied lesting methodology, amount {o propriatary scientilic know-how
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helonging to Cheminova. Should such inlormation be disclosed Io third parties, this would raveal the
know-how, regislration and/or commercial sirategy of Cheminova in defending the active ingredient, and
undermine its compelitiveness. The results of research and development underiaken by Chaminova,
and its relaled know-how, would be adversely affeclad il disclosad lo the public. Indeed, while
Cheminova's research represents significant linancial invesiment and lime spent, that would be made
worthiass il it would become sasily and fraely accessibla by third parties.

Cheminova therelore submils that the request for aceess to documents should nol ba granted since il
contains confidential inlormation which is the property of Chaminova.

3. Alternative: Closed Data Room

Withoul prejudice to the above arguments, should EFSA still consider granting access to the docurnent
to the third party, Cheminova would insist on making The Study available to the third party in a closad
data roam, without any possibilily to make coples, repreduclion or communication of the information.

This would allow the thicd parly to view The Study on a single accasion, wilhout the possibility af
referring to or using The Study for ils own ends, while limiting the detrimental elfects of the disclosure of
The Study for Chaminova. Prior to the third parly viawing The Study, Cheminova would request an
opporunity la sanitise The Sludy based on tha principles of Article 63 of regutation 1107/2009,

In any case, Cheminova raquests {o recaive the identily of the third party sasking access to The Study.
This Information might indeed be relavant for soma of the arguments developad above, as wall as for
Ihe closed data reom alternative proposal.

We Ihank you far your consideration of the points raisad In this letter and for an urgent reply.

Yours sincerely,

lamingya A

Regulatory Alfairs Manager
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Cheminava A/S European Reg. Offlce
8 Cardale Court, Cardale Park
Beckwith Head Road

HG3 1RY Harrogate

United Kingdam

a-mail:

Subject; Consultation on an access to documents request related to tha study
you submitted to EFSA for the renewal assessment of the active
substance glyphosate in the framework of Regulation (EC)
N® 110772009 and it's Implementing Regulatlon (EU) N° 844/2012

Ref.; PAD 20157143

According ta Article 41(1) of Regulation (EC) No 178/2002' access of citizens to the
documents held by EFSA Is governed by Regulation (EC) No 1049/20012, The Reguiation
applles to alt documents held by EF5A, /.e. documents which It has produced or received,
in all areas of its activity (herelnafter the "PAD Regulation”).

EFSA has recelved a request by a non-government organisation for public access to
documents. The publlc access request concerns the study you submitted to the EFSA for
the renswal assessment of the active substance glyphosate® In the framework of
Regulation (EC) No 1107/2009" and It's implementing Reguiation (EU) No 844720125,

Pursuant to Article 4(4) of the PAD Ragulation, EFSA is hereby consulting you on the
disclosure of the study with the following reference:

1993)
Glyphosate - 104 week combined ¢hronlc feeding / oncegenlcity study In rats with 52

Study No.: 438623; Report No.: 7867
Date: 1993-04-07

GLP:

not published, TOX9750459

' Regulation {EC} No 178/2002 of the Eurnpean Parlament and of the Caunchl of 28 January 2002 laylag down the genzrad
principles and requirements of food law, establishing the Eurcpean Food Safety Authonty and laying down procedures in
matters of food safety, OJ L 31, 1.2.2002, p. 1-24, as last amended,

! Reguiation (EC) Mo 1045/200¢ of the European Parftament and of the Councll of 30 May 2004 regarding public access to
Europzan Parllament, Councll and Commission documents, O) L 145, 31,5.2001, p. 43-4B, appllcable to EFSA,

!  European Food Safety Authcrity, 2615. Canclusion on the peer review of the pesticide rsk assessment of the active
substance glyphosate. EFSA Joumal 2015;13(11):4302 pp. 107 dot:10.2903/) efsa.2015.4302, avallable at:
hiteilivayw.elsa.curooa.eufenlelsalgurnal/oub/a302

' Regulation (EC) No B4+4/2012 of the Eurnpean Parfiament and the Counct) of 21 October 2069 conceming the ptacing of
plant protection products an the macket, O L 209, 24,11,2009, p. 1-50,

¥ Commission Implementing Reguiation (EU) tlo B44/2012 of 18 Saptamber 2012 sattUng out the provisions necessary for
he Implementaticn of the renewal procedurs for actlve substances, ©) L 252, 19.9.2012, p. 26-32.

European Faod Safety Autharity » Via Cario Magno 1A » 43126 Parma » {TALY
Tel. + 39 0521 036 111 = Fax + 19 0521 036 110 « swww.efsa,europa.en
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EFSA would like to consult with you, to ascertaln whether any exception to disclosure in
the sense of Article 4 of the PAD Regulatlion may apply. We would appreciate ta racelve
your reply with the following infarmation regarding the study:

- an Indication of any parts of the study which In your view should not be released
as a disclosure would undermine intellectual property or another Interest of
Article 4 of the PAD Reguiation;

. the reason(s) why these parts should in your view not be released, substantiating
the grounds for protecting the information.

Please naote that the PAD Requlation provides that, should only a part of the dacuments
for which publlc access is requested fall into an exception to disclosure, the remaining
parts shall be released.

To enable EFSA to reply to the request for public access within the time period lald down
in the PAD Regulation, we would like to receive your reply by 28 January 2016 at the
latest. If we have not receivad a reply by this date and/or In case of an Insufficiently
substantiated negative answer, EFSA will decide on the access request In accordance
with the PAD Regqulatlon.

We would be grateful If you could Inform us timely on your peint of view, by replying to
this e-mall,

You can reply by writing to:

ours sincerel

Ce: -EFSA)
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Fram: N on behali of EFSA public.access.lo.documents

Sant: 21 June 2016 12:05

To:

Subject; FW: PAD 20167023 _Third consuitation_Arysta Lifesciences SAS

Attachments: EFSA Rel.15663822 PAD 2016 023 _Third consultation of Arysta LifeScience.pdf

From: I 2 s . com]

Sent: 25 May 2016 20:38
To: .public.acce
Ce:

Subject: RE: PAD 2016/023_Third consultation_Arysta Lifesciences SAS

o+

In answer to the question whether or not Arysta intends to publish the 5tudv_{1997) “18-Manth Oraf
Oncogenicity Study in Mice”, could you please be informed that the GTE responded 1o the reguest from the
Commission cancerning the potential publicatian of carcinogenicity studies with an offer ta present all 19
carcinogenicity studies in a reading room, with certain conditions on the management of the reading room. The GTF
propased that the full stully reports should be made available, whh the information considerad confidential in
accordance with article 63 of Regulation 1107/2009 ant any personal data which are subject to the EU data
protection rules being removed,

We believe that EFSA may be already aware af the cammunications on this Lopic between the GTF and the
Cammission,

Being aligned with this position, regarding specifically the Arysta study, we will only cansent to the ralease of our
study as part of the full set of studies in the reading room. In addition, we would like to highlight the fact that our
study was already part of a peer raviewed publication;

Greim H, Saltmiras D, Mostert V, Strupp C. Evaluatinn af carcinogenic potential of the herbicide glyphosate, tirawing
on tumar incidence data from fourteen chronic/carcinogenicity rodent studies.

Crit Rev Tonicol. 2015 Mar;45(3):185-203. dai: 10.3109/104084449 2034,1003423. Epub 2015 Feb 26.

Should you have any further camment, plaase let us knaw.

Best regards

(> Arysta

Aclive subistance Registration manager ! Herbicda  Furopa

EFSA.public.access.to.documents

Envoyé : mercredi 4 mai 2016 11:49
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Ref, I mm (2016) - out- 156630822

!c!!ve su!s!ance registration manager

Arysta LifeSclence
Route d'Artix
64150 Noguéres
France

Ra: Your letter of 14 April 2016 related to the access to documents
request on glyphosate concerning your mouse study

Ref.: PAD 2016/023

Thank you for your letter of 14 April 2016 in which you outlined your concerns with
respect to the request in question and you submit a request to certain documents held
by the European Food Safety Authority {EFSA). I am writing to you ta seek additional
clarifications on some aspects of the confidentiality elalms you put forward in your letter
with respect to a mouse study you submitted to EFSA for the renewal assessment of the
ive substance glyphosate (hereinafter “your study”) with reference:
h (1997)
HR-001: 18-Month Oral Oncogenicity Study in Mice
IET 940151 ALS

GLP: Y, published: M
2309415 / ASB2012-11463

First of all, In reply to your request In this sense, I am pleased to Inform you that EFSA
hereby grants you access to the following documents, enclosed to this letter:
- The first request for access to document from the NGO Corporate Europe (CEQ)
of 10 December 20185,
- EFSA’s first reply following our consultation with you, of 5 February 20186,
- The CEO confirmatory application of 12 February 2018,
- The clarification e-mail to the confirmataory application, narrowing down the
request to three mouse studies, sent on 17 February 2016.

In relation to the concerns outlined in your letter, EFSA seeks clarifications to take a
substantlated decision In reply to the pending confirmatary application under Regulatlion
(EC) No 1049/2001' (hereinafter the "PAD Regulation”). We kindly ask you to reply to
ihe below questions linked to your claims:

' Regulation {EC) No 1049/2G01 of the European Parllamant and of the Council of 30 May 2001 regarding
public access to Eurapean Pariament, Cauncll and Commission documents, 01 L 145, 31.5.2001, p. 43-48,
appiicable to EFSA.
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1) EFSA's peer-review of the active substance glyphosate was finalised on 30
Octaber 2015 and the Conclusion published on 12 November 2015, As regards
the on-going decision of the £EC and Member States, we would like to receive
substantiation why the release of this study would “seriously” affect 1t%,

2} As regards the information indicated in Article 63(2){g) of Regulation {(EC) No
1107/2009* which “shall normally be deemed to undermine the protection of the
commercial interests or of privacy and integrity of individuals® concerned, please
clarify iF there is an Interest of these laboratories laid down in Article 4 of the PAD
Regulation that Is likely to be affected by the disclosure,

3) EFSA would need to know if according to your view the study could be released
deprived from the commerclal sensitlve Information as listed in Artlcle 63(2). IF
this would not bz the case, please Indicate why the rest of the study is also
covered by Article 63(2) of Regulatlon (EC) No 1107/2009. For this purpose, we
would be grateful if you could detail the follawing:

The identification of elements to be kept confidential within the scope of Art.
63(2), line by line in the PDF version of your study;

The verifiable justification of each clatim and evidence that if this Information
Is disclosed that Arysta’s commercial Interest will be undermined,

4) Please clarify the extent of the professional secrecy in the information contained
In the study requested.

S) As regards data protection please specify which information in the study at hand
is exclusive data owned by Arysta and far which protection In terms of reuse or
exploitation of the data can be stili claimed as provided in Art. 59(1), last
paragraph, of Regulation (EC) No 1107/2009. In this regard, please also specify
your viewpoint how the sharing of the study for reassessrnent purposes, pubiic
scrutiny or academic use affects the protection of proprietary data under Article
59 of Reguiation (EC) No 1107/2009.

Finally we would like to know if Arysta intends to publish the study in question, and if so
when.

To enable EFSA to reply to the request for public access within the time period laid down
in the PAD Ragulation, we would like to recelve your reply by 13 May 2016 at the
latest.

If we have not received a reply by this date and/or In case of an insufficlently
substantiated answer, EFSA will declde on the access request in accardance with the PAD
Regulatioyd Regulation {EC) No 110772009,

are

Yours si

ce: AT R (=5

1 European Food Safety Authority, 2015, Concluslon on the peer review of the pesticide risk assessment of
the active substance glyphosate. EFSA Journal 2015;13(11}:4302 pp., 107 doi:10.2903/}.ef52.2015.4302,
avallable at: Wtp:/fwwy, efsn.auronn.sulen/elsajournal/pub/d 303,

1 1n additlon, pleasa allaw me to clarify that the EFSA’s Management Board decision you mentioned In your

first letter Is nat any longer in force, The valld declsion was adopted on 16 September 2003, please see

EFSA’s Management Board Daclslon conceming Access to decuments, of 16 September 2003, available at:

: 1 I fayle/files .

Regulation (EC) No 1107/2009 of the European Farllament and of the Councll of 21 October 2009

concernlng the placing of plant protection products cn tha market and repealing Councll Qirectives

79711 2/EEC and 91/414/EEC, Q) L 309, 24.11,2009, p. 1-50, as last amended,
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Head of Legal & Regulatory Affalrs
European Food Salely Authority (EFSA)
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Arysia LifeScienca
Active subslance reglstration manager
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By Emall
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EFSA . public.accass.to.documents@elsa.europa.ey

Without Prejudice MNoguéres, 14 April 2018

Re; Access to documents on glyphesate - Consultation under Article 4{4) Reg. 1049/2001
- Confirmatory Appilcation for Publlc Access under Articla 7(2) (ref: PAD 2018/023
CA)

Wae refer to your letler of 23 March 2018 conceming a confirmatory application by an unidentified third
party {the "Confimalary Application”) feliowing a reques! for access to the study [N 1997)
"18-Month Qral Oncogeniclly Study in Mice* (the “Siudy"). submiltad by Arysta LifeScience, In tha
conlext of the renewal of glyphosate under Regutation 1107/2009 and Regulation 844/2012 (“AIR2").

Arysla LifeSclence wes not provided with a copy of that request, so it Is not possible for us to assess
ils legal basis properly, It would seem from your letter thal such request would be basad on Regulation
{EC) n. 049/2001 conceming public access to documents held by EU Institutions {'PAD Ragulation’)".
We further undersiand thal you have consulted Arysta LifeScienca on the basis of Article 4(4) of the
PAD Regulation.

As further explained below, we consider that the applicant's request must be rejecled because the study
at hand is slit being assessed by the evalvators and remains subject to ongoing inter-Inslitution
decision-making process. Therefore, we conslder that the request should be rejected basad on the so-
called ‘decision-making’ excaplion st aut in Adicle 4{3) of tha PAD Regulation, which protscts the
ntegrity of ihe decision-making process of tha institution of the European Unign ('EU').

' Regulalion {EC) Mo 1049/2001 of the European Padlament and ol the Council of 30 May 2001 regarding public access lo
Evropean Parloment, Council and Cammission documonts
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Moraover, disclosura of tha study would undermine Arysta LifeScience’s commerclal interests and
inte:lectual property rights In the study inc'uding the know-how and melhodology used for conducting
the study. Therelora, wa consider thal the requesl should be rejecled also on grounds of the protection
of commercial intarests / intellectual praperty r.ghts pursuant lo Artic e 4{2} of the PAD Regulation,

Lasily, we consider that ihe study conlains a series of confidentlal information concerning the persons
and laboratorles invalved In the test. Disclosura would harm ihe integrity of those persons and entilles
and therefore must be refused also on that basis.

Each of these grounds is further developed harein below, in turn.

1) Exception under Article 4{3) of the PAD Regulation : disclostre would adversely

affect the ‘decision-making' prucass

By way of background, access lo documents held by Institutions is not an absolute righl but is subject
o some condilions and exceptions, like for instance the 'decision-making' axception.

in particular, under Article 4{3) of the PAD Regulalion tha "fajccess to a document, drawn up by an
instilution for internal use or recaivad by an Inslitution, which relates to a maitar wherae the decision has
nat yai bean taken by the institulion, shall be refused if disclosura of the document would serlously
underming the institution's decision-making process, unlass there Is an overriding public Interast in
disciasure”, 'n accordanca with the sellled EU case-law, the impact on the deciston-making process
must ba assessed on a case-by.case basis, depending on all of the specific cwcumslancas in each
specific case,

Tha scope of Article 4(3) has been clarified in the EFSA’s Managament Board decision concarning
accass to documents.? Specifically, pursuant (o Article 2.1.e) thereof “fifhe Authorily shail refusa
access lo certaln documants in application of [...] Article 4 of Regulalion (EC) No 1049/2001 [...}, and
in particular where the disclosure would undermine [...) the Autherily’s decision-making pracess,
Inlernat or praliminary consultations and deliberations, with a view to safeguard the freedom of the
scigntific debala and guarantee the independenca vis-é-vis exiernal influence.” The study in queslion
Is part of an ongaing assassmant conductad by EFSA In view of presenling an opinion io the
Commission which will, in luen, make proposals for the adopton of reguiatory measures thal will affecl
iha sulcome of the adminisiralive initiated by Arysta LifeScience in ils capacily as nolifler of glyphosale
under the AIR2 programme. As such, the EFSA avaluation constitutes an intermedlary and preparalory
slap for further actions laken at EU ievel. In Lhis respecl. preparalory documents held by the Agency
{i.e.. working documents, internal notes. documents used for preparing opinions and other decuments
related (o preliminary consuitations within the Aulhority) are overall excluded from disclesure.

The EFSA's Management Board decision explicily provides for the possibility to disclosa
preparatory documents only in specific and well identified cases where Union legisiation requires
open consultation on a draft opinion or raport and/or wherg spacifically agreed by the Executive Director
of Ihe Authorily in cansultation with the Scientific Committee or a Scientific Panel, which is not the case.
Nor is thera a risk for public health since glyphosate is currenily approved under Regulation 1107/2008
and the renewal process is still ongoing. Indeed, the study on glyphosate, subject to he applicanl’s

?  Revislon of the declsion congerning access lo docurments, 20 Gelober 2011, MB 20 30 11, tem 11 doc 9; adoplad pursuanl
10 Anticte 11 of Regulation (EC) No 170/2002 of ihe European Parlament and of tha Councll of 28 January 2002 laying down
the ganeral principles and requirements of fact) law, estabiishing Iha Eumpean Food Safely Authorily and laying down
procetiuras in fmalters of lood sofely
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accoss request, has been complled and submilted lo EFSA wilhin the context of the renewal
assessment of this aclive substanca. Hence, at this stage, the study in quastion is clearly stll part of
the internal inter-institution’s decislon-making process. |is premature disclosure to third parties would
carainly impact the sclentific debale and the Agency's independance vis-a-vis external Influence.

Regulation 1107/2009 which operates as lax spacialist in relation to EFSA's process and limeframe for
disclosura of documenls, provides lhat certain informalion may be disclosed by EFSA a1 a certaln stage
of the process, l.e., once the evaluation is completed. Only at that time will all aspecls of the evalualion
be mada final, and in turn, the final EFSA Conciusions may be disclosed. Allowing disclosure of
sensitive repasts earlier in ihe process would defeat the purpose of those pravisions.

Morzover, as we understand it, no specific argument was provided by the applicants in refation la a
public Inlerast on the basis of which Lhe ‘decision-making’ exception set oul in Article 4(3) of Regutation
1049/2001 would have to be overridden. In any avent, as already noted, the assessment is still ongoing
and lls oulcome will be made public in due caurse, so there is no reascn for disclosing premalurely
parts of that assessment andlor studies undeilying il. On lhe condrary, disclosure at this stage of the
process would seriously undermine the decision-making process concarning the renewal of glyphosate.

In particular, disclosure of lhe study will have a substantial impact on the decision-making process
inasmuch as it is part of a particularly intense debate conceming glyphosale where NGOs have
expressed clear posillons against that substance. The circumstances of the case are such that the
applicant's will no doubt use the study to Interfere with the evaluation at hand thereby adversely affecling
the decision-making process (judgment ln Mufiiz v Commission, paragraph 75).

Access lo documents submillad by the nolifying parlies to the Commisston and EFSA during the
renewal process would jeopardize the inter partles natura of thal process, which he EU legislature
sought to ensure In lhe conlex! of the administralive review of plant proteclion products invalving the
obligation: on the undertakings concerned to supply evaluatars with complex and sensitive information
to enable the assessment of their product. If persons other than those Involved in ihat process were
able lo obtain access lo those documentis during the evalualion on the basls of Regulation Mo
1049/2001, the systam introducad by that lagislalion would be undermined.

n Article 4(2) of the PAD Regutation — disclosure would adversely affect the commerclal
Interasts of Arysta LifeSclance, including its Intellectual praperty

Pursuanl to Article 4(2) of the PAD Requlalion, access to documents can be refusad when disclosura
would undermine the protaction of commercial interests of a nalural or legal persan, including
inlellectual properly.

The study submitted by Arysta LHeSciance is prolected by Intellactual property rights inasmuch as, on
the ons hand, it containg informallon and know-how about the way in which the study was conducled,
and on the olher hand, il is eligible for data proleciion under Article 59 of Ragulation 1107/2009 once 't
is used by the Commission to derive a relevant end point. This means that the study is commercially
valuable for the owner as it is eligible for proteclion and related compensation lees.

I that study was simply disclosed to lha pubilie, third parties could benefit from the information conlained
therein to prepare their own dossier submissions ahead of ime and withoul faliowing the normal dala
compensalion process. This would adversely affect Arysta LifeScience's commercial interesis, including
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ntelleciual progerty rights, while rendering the investiments made in the development of the study
worlhless. On thal basis, the sludy as well as all summaries, assessments and other documents
included In the study may not be disclosed, as this could jeopardize the protection of the owner's
intellectual property rights.

Moraover, as mentioned, tha methodotogy followed by the persons invalved in the study is part of the
awner's know-how and experience in the way il has prepared its submissions under the ranewal process
=@t oul by AIR2. Such information and know-how if disclosed would giva compeiilive advanlage to third
partias. For this reason, EU Courls have established that information involving commaercially sensilive
infarmalian and coverad by professional secrecy s given wide protection under genaral principles of
EU law and the fundamental right to the protection of business secrets enshrined in Article 339 TFEU,
Articla 7 of the Charter of Fundamental Righls of tha European Union and Adicle 8 of ihe Europsan
Convention for the protection of Human Righls and Fundamental Freedoms.?

Confidentiality of the dala a1 hand is alsa designed to protect a legitimata economic interest: specifically,
the data represents a substantial invesiment in time and maney for Arystoe LifeSclenca and the findings
{orm part of the core dala package and knowledge of the product.

Arysta LifaScience must be able to protect he sludies commissioned on ils chemicals as part of lis
company assets. If studies wera routinely disclosed to the public Arysla LifeScience and other
companies engagad In research aclivilies would na longer conduct research thereby jecpardizing their
business as well as tha overall system for the sclenlific review of plant protection products in the EU.

Moreovar, disclosure in the EU would allow third pariiss, including compelitors, lo have access 1o
valuable information contained in complex and expensive scienlific studies in order to sesk
authorisation of competing producls within and oulside the EU, thereby undermining Arysta
LifaSciance's invesiments and Intelleciual property rights.

Al EU Instilutions area requirad lo balance on the one hand the contribution which thea information makes
to the protaction of public interest, notably disclosure for public heslih reasons, and on the other hand
the degree of damage lo commercial secrecy resulling from the disclosure of that informalion (sea the
Joined Cases C-453/03, C-11/04, C-12/04 and C-194/04), In such an instance, the disclosura of
confidentia) Information should not be disproporiionala having regard o the sericusness of the
commercial damage which the disclosure may cause.

Therefora, it Is claar thal Arilcle 4(2) of Regulation 1049/2001 |s applicable In the current case since the
scientific Informaltion conlained in tha study would harm the “commarcial inlerests” of Arysta LileSclence
while upselling the balance between secracy in ongolng proceedings and the obligation for Ihe partles
concerned o submil sensiliva informalion to the evalualors. Consequently, the request for access lo
documents should be rejecied on grounds of Article 4(2) of Ihe PAD Regulation,

In Ihis respect, the applicant has not explained what would ba the “overriding” intarast favauring
disclosure as required by Regulation 1049/2001. This is all the more important as the study al hand is
nat per sa “enviranmental information” since it relates to effects on mice faliing under the loxicology
seclion of the assessment as opposed lo enviranmental fale. According to the case-law general
considerations alone cannat provide an approprizle basis for aestablishing that the principle of
transparency Is of particulasly pressing concern, and that, on the contrary it is {he lask of the pary
requasting information lo make specific reference to circumslances showing that there is an overriding

3 Casze T-462M2 Pitkinglon Group v Commission, ciled above, paragraph 45
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nublic Interest lo justify the disclosure of the documents concemed {seae, lo that affect. judgment in LAN
and Finland v Commisslon, ciled in paragrapb 145 above, paragraphs 93 and 94 and the case-law
cited}. In the case al hand, no such argumentation was made. And in any event, the balancing of tha
inlerests al hand would ba against disclosure.

Inthis respact, we draw your atlention 10 two rul.ngs issued by the President af tha EU Court concerning
tha release of EFSA Concluslons (and by implication, studies usad in support of such conclusions). In
partlcular, the Presideni of the EU Courl consldered thal the release of an EFSA Conclusion contalning
commercially sensltive Information (the nature of which was belng disputed by EFSA) shouid nol be
disclosed as this could hamm the notifier's commercial interesls (see Casa T-578/13 R, Luxambourg
Industries v European Cammission, and Case T-725/15R, Chemiura Netherlands BV v EFSA),

The prasent silualion Is comparable to the situation of those two cases as the applicant had sought the
suspension of the EFSA Conclusion in similar circumstlances as those applicable to the present case.

The present casa Is also comparabla to certain parts of a case braught against another EU body, the
Eurcpean Chemicals Agency (ECHA) (Case T-245/11, ClientEarth and Intamaliona! Chemical
Secratarial v ECHA). Whila the lagal framewark in thal case is parlly different, the reasoning regarding
the need la balance the protection of commercial interests is simifar. In that case, ClientEarth made a
requesi to ECHA lo disclose manufacturers and Imporiers name and precise tonnage bands of 3586
substances {including informalion relaled o substances allegedly carcinogenic and toxic lo
reproduclion). ECHA relused lo granl access lo the informatlon on various grounds, including that
disclosura of that informalion was deemed to undermine the prolection of commerclat interest undar
Arlicle 118 of the REACH regulation, The Court suled in favour of ECHA on this poinl. When welighing
the compeling Interests, the Courl did nol find any overriding publlc Interast juslifying the disclosure,
and thus no breach of Art. 4(4) of the Aarhus Convenlion, such that ECHA correctly applied the
“commercial Inlerest” exceplion.

Analagously in the present case, access lo Arysta LifeScience’s study on glyphosate should be denied
on grounds {hat it would harm Arysta LifeSclence's commercial interests In the proper functioning of tha
onguing renewal process as well as prolaclion of ils know-how and commercial secrats, in the sbsence
of proved overriding interests in disclosure, Under such circumstances, the balance of the interesls at
slake leans lowards ihe relusal of access Lo the reporling lables on glyphosale.

iii} Exception of Article 65(3) of Requiation 1107/2009: discipsure would adversely affect
the confidentiality of the identity of persons invoived ir animal lasting

Afticle 63(2) of Regulation 1107/2009 contains a non-exhaustive list of types of information thal would
normafly be deemed to be confidential which includes, amongst others, names and addrasses of
persons involved in lesling on vertebrate animals.

This is supported by the Commission's General guidance on informaticn that may be removed.® This
reflects a common understanding such that certain dala on tha contant of the active subslance, In

' Genaral guidonce on Infermatlon that may ba remaved (Wackened) from rapporcur Member Stale assessment reports belare
provision lo third parties. rav 1.5 of Augusl 2011

Arysta WeSclence - St Social * B P80 - Romta d Artix - 63150 NOGUERES  FHANCE - Tel R

5.A8 anenpitai da 10,525 000 euros - A C 5. PAU & 330 129 842 - wny arysta fesclenca cam

T T T . e rerr— d W aal -

oS -
LS 3 b

————— T R e T ol | i L PRSP P P ST - A e il



~>Arysta

paricular as regards impuritiss, and physico-chemical data concerning the aclive subslance attract
confidentia! traalment.8

Accardingly, those particulars must be In any event removed from tha sludies as lhey would otherwise
endanger Ihe Integrity of the concerned individuals.

nud hdw dow

Wa laok forward o hearing from you and meanwhile remain avaliable should you have questions.

EU Active subsiance manager

¥ Ses for axample Joined Cases C-453/03 C-11/04, C-12/04 and C-104/04 ABNA Lid and Others v Secrelary of Stais for
Haafth and Others |2005] ECR |-10423 paragraph B2
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efsam

Europran Food Safety Authadty

HEAD OF THE LEGAL AND REGULATORY AFFAIRS UMIT
2 3 MAR 2016
Ref, _ {2016) - vut-15463558

Arysta Li!esdences SAS

Route d* Artix, BP 80
64150 Nogueres
France

Subject: Consultation - Confirmatory application for public access to the
study you submitted to EFSA far the renewal assessment of the
active substance glyphosate in the framework of Regulation {(EC) N°
1107/2009 and it's implementing Regulation (EU) N° 844/2012

Ref.: PAD 2016/023 CA

I am contacting you following our previous letter dated 22 lanuary 2016, by means of
which we cansulted you on the accessibility of a mouse study you submitted to EFSA for
the renewal assassment of the active substance glyphosate! with reference;

[ (1997)

HR-001: 18-Month Oral Oncogenicity Study in Mice
IET 940151 ALS

GLP: Y, published: N

2309415 / ASB2012-11493

I would lika to inform you that the public access requestor has submitted a confirmatory
application In accordance with Article 7{2) of the Regulation (EC) No 1049/2001%
{herelnafter "PAD Reguiation”).

In this regard we would like to confirm that EFSA Is subject to obligations in terms of
transparency and public access to documents deriving from both the Treaty on the
Functioning of the European Unlon (TFEU), Article 15 and EFSA’s Founding Regulation
(EC) No 178/2002, Articles 38 and 41(1)°.

Pursuant to Article 4(4) of the PAD Reguiation, EFSA Is hence contacting you for a
further consultation on the possibilities of public disclosure of the above-mentioned study
and specifically te ascertaln whether any of the exceptions to disclosure of this document
pravided in Article 4 of the PAD Regulation may apply. We would appreciate to receive
your reply with the following information:

! European Food Safety Authority, 2015. Conclusion on the peer review of the pestic de risk assessment of
the active substance glyphosate, EFSA Joumnal 2015;13(11):4302 pp. 107 dai:10.2903/) efsa 2015.4302,
available at: hitp;//www.alsa.curonn.aufep/etsaigurnalfonb/ 1302

?  Regulation (EC) No 1049/2001 of thae Furopean Parilament and of the Counci! of 30 May 2001 regarding
public access to European Parllament, Councll and Commisston documents, O) L 145, 31.5.2001, g, 43 48,
applicable to EFSA.

! Reguiation (EC} No 178/2002 of the European Parilament and of the Councll of 28 January 2002 taylng
down the generat principles and requirements of food taw, establishing the European Food Safety Autharity
and laying down procedures in matters of food salety, 01 L 31, 1.2.2002, p. 1- 24, as last amended.

Earapean Food Safety Authority « Via Carla Magno 1A » <3126 Parma » {TALY
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an indication of any parts of the study which in your view should not be released
as a disclosure would undermine Intellectual property or anaother interest of
Article 4 of the PAD Regulation;

. the reason{s) why these parts should In your view not be released, substantiating
the grounds for protecting the informatlon.

Please note that the PAD Regulation provides that, should only a part of the documents
for which public access is requested fall into an exception to disclosure, the remaining
parts shall be released.

To enable EFSA to reply to the request for public access within the time period lald down
in the PAD Regulation, we would like to recelve your reply by 4 April 2016 at the Jatest.
If we have not recelved a reply by this date and/or in case of an insufficlently
substantiated negative answer, EFSA will decide aon the access request in accordance
with the PAD Regulation,

We would be grateful If you coutd inform us timely on your point of view, by replylng to
this e-malil.

You can reply by writing to:
EFSA Public Access Team
EFSA. public.access. t nts@ .eurgpa.eu

Yours sinceri|

co: [ (EFs»)
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Euwiopean Food Salely Authority

HEAD OF THE LEGAL AND REGULATORY AFFAIRS UNIT

Re!. M (2015)2- cgu-{éih:lugglﬁ

!rysla !!esclences SAS

Route d'Artix, BP 80
64150 Nogueras
France

e-mall:

Subject:  Consultation on an access to documents request related to the study
you submitted to EFSA for the renewal assessment of the activa
substance glyphosate in the framework of Regulation (EC)
N° 1107/2009 and it's implementing Regulation (EU) N° 844/2012

Ref.: PAD 2015/143

e RN

According to Article 41(1) of Regulation (EC) No 178/2002' access of cltizens to the
documents held by EFSA is governed by Regulation {EC) No 1049/20017, The Requlation
applies to all documants held by EFSA, Le, documents which it has preduced or recelved,
in all areas of Its actlvity (herelnafter the "PAD Regqulation”).

EFSA has received a request by a non-government organisation for public access to
documents. The pubtic access request concerns the study you submitted to the EFSA for
the renewal assessment of the active substance glyphosate’ in the framework of
Regulation (EC) No 1107/2009* and it's implementing Regulation (EU) No 844/20125,

Pursuant to Article 4(4) of the PAD Regulation, EFSA is hereby consuiting you on the
disclosure of the study with the following reference:

(1997)
FHR-001: 18-Manth Orat Oncogenicity Study In Mice
IET 940151 ALS
GLP: Y, published: N
2309415 / ASB2012-11493

' Regulation (EC} No 178/2002 of the European Parllament and of the Councli of 28 January 2002 laylng
down the general principles and requirements of food law, establishing the European Food Safety Authority
and faying down procedures in matters of food safoty, 01 L 31, 1.2.2002, p, 1-24, as last amended.

*  Regulatlon (EC) No 1049/200% of the Eurcpaan Parllament and of the Council of 30 May 2001 regarding
publlc access to Eurapean Parliament, Councll and Commission documents, Q) L, 145, 31.5.2001, p. 43-48,
applicable to EFSA. : v R n.pdf.

European Food Salety Authority, 2015, Conclusion on the peer review of the pesticide risk assessment of
the actlve substanca glyphosate, EFSA Jounal 2015;13{11):4302 pp. 107 dol:10.2903/).ef53.2015.4302,
avallable at: 3

© Regulation (EC) No 844/2012 of the European Parllament and the Council of 21 October 2009 conterning
the placing of plant protection products on the market, 01 L 309, 24,11.2008, p. 1-50.

Commission Implementing Reguiation (EU) No 844/2012 of 18 September 2012 setting out the provisions
necessary for the Implementation of the renewal procedure for active substances, O) L 252, 19,9.2012, p.
26-32.

European Fred Safety Authority » Via Carlo #agno [A « 43126 Parma » {TALY
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EFSA would like to consult with you, to ascertain whether any exception to disclosure In
the sense of Article 4 of the PAD Regulation may apply. We would appreciate to receive
your reply with the following informatlon regarding the study:

- an indication of any parts of the study which in your view should not be released
as a disclosure would undermine intellectual property or another interest of
Article 4 of the PAD Regulation;

- the reason(s) why these parts should in your vilew not be released, substantiating
the grounds for protecting the information,

Please nate that the PAD Regulation provides that, should only a part of the dacuments
for which public access Is requested fall into an exception to disclosure, the remaining
parts shall be released.

To enable EFSA to reply to the request for pubiic access within the time period laid down
in the PAD Regulation, we would Ilke to receive your reply by 28 January 2016 at the
Jatest. If we have not received a reply by this date andfor in case of an insufficiently
substantiated negatlve answer, EFSA will decide on the access request in accordance
with the PAD Regulation,

We would be grateful if you could Inform us timely on your point of view, by replying to
this e-mall.

You can reply by writing to:
EFSA Public Access Team
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Head of Legal & Regulatory Affairs
European Food Safety Authority (EFSA)
Via Carlo Magno 1/A

43126 Parma T
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OurRef:  MMEMHE/G0060-00003/53308287 v1

Without Prejudice
Brussels, 13 May 2016

Dear N,

Re; Access to documents on glyphosate - Consultation under Article 4(4) Reg. 1049/2001
Confirmatory Application for Public Access under Article 7(2) (ref: PAD 2016/023 CA)

We refer to your letter of 4 April 2016 which ADAMA received via e-mail on 4 May 2016 concermning a
confirmatory application by the NGO Corporate Europe (CEQ) (the "Confirmatory Application"} following a
request for access to the study (2001} "Carcinogenicity Study with Glyphosate Technical
conducted in Swiss Albino Mice" (the "Study"), submitted by our client, Adama, in the context of the
renewal of glyphosate under Regulation 1107/2009 and Regulation 844/2012 ("AIR2").

You will find below our answers to the questions you raise, However, ADAMA would like to highlight that
the Study Is already part of a peer reviewed publication available online: Greim H, Saltmiras D, Mastert V,
Strupp C. Evaluation of carcinogenic potential of the herbicide glyphosate, drawing on tumor incidence
data from fourteen chronic/carcinogenicity rodent studies. Crit Rev Toxicol. 2015 Mar;45(3):185-208. doi:
10,3109/10408444.2014.1003423. Epub 2015 Feb 26.

First_question: EFSA’'s peerreview of the active substance glyphosate was finalised on 30
October 2015 and the Conclusion published on 12 Novombor 2015. As regards the on-going
decision of the EC and Member States we would like to receive substantiation why the release of

this study would “seriously" affect it.

i | CERTIFICATION
EURONE




In this regard, the disclosure of the Study will seriously affect the ongoing decision process related to
glyphosate for the following reasons:

At this stage, glyphosate is slill part of the internal inter-institution’s decision-making process. It is
consequently premature to disclose the Study as the substance is still subject to the comitology process
with a vote expected on May 18-19. Assuming that glyphosate will be renewed as an active substance,
products containing glyphosate will then undergo the next regulalory steps at Member State level. As
indicated in our previous lelter, there have been concerted campaigns of several NGOs and politicians
calling for a ban of the substance. Additionally many articles and other publications, which are not based
on scientific evidence and are plainly misleading and non-factual, have been published. This has seriously
harmed the reputation of the substance and the products containing it and has putten undue political
pressure on the ongoing regulatory process as evidenced by various leaked Commission documents.
Releasing the Study to NGOs such as CEO, which to our knowledge is not a scientific authority equipped
to properly evaluate a study of this nature, will further impact on the sclentific debate and the
independence of the institutions vis-a-vis external influence on the decision-making process.

This Study is part of a data package of 14 carcinogenicity studies evaluated by the BfR, Member State
experts and the EFSA, which based an a weight of evidence approach, have conciuded that glyphosate Is
unlikely lo pose a carcinogenic risk when used appropriately. In the context of the sensationalised debate
surrounding this malecule, the disclosure of a single Study to an NGO or to the public without safeguards
lo prevent misuse andfor misinterpretation means that there is a strong likelihood that the Study wili be
exploited individually and out of context by non-scientific bodies, which will further undermine the decision
making process, lead to unbalanced and potentially biased views and conclusions and, in the process,

stigmatise aur client and its producis.

Second guestion: As regards your argument related to the reputational damage of your company,
EFSA would like you to clarify the direct causal link between the alleged damage and the release

of the study concerned.

As stated above, NGOs and certain political parties are already creating excessive political pressure on
what should be a science based regulatory process, as well as on regulatory authorities involved in the
assessment of glyphosate, In our previous correspondence, we have listed some examples of non-factual
and misleading media reports, a list that could be expanded on a daily basis. Such reports have created
significant uncertainties for consumers, far example the completely incarrect claim that due to glyphosate,
breast milk is no longer safe for infants or equally incorrect claims that industry has falsified studies in
order to support the renewal of glyphosate. It goes without saying that Adama's reputation as an owner of
3 out of 14 studies being sought will be adversely impacted If the Study is released and exploited in the
manner which is expected, i.e. to highlight carcinogenicity indications of these 3 studies v. the welght of

the other evidence.

Further, the disclosure will undermine the protection of commercial interests of Adama, including its
intellectual property.

As mentioned in our previous letters, the Study submitted by Adama is protected by intellectual property
rights. If that Study was simply disclosed to the public, third parties could benefit from the information
contained therein to prepare their own dossier submissions ahead of time and without following the normal



data compensation process. This would adversely affect Adama's commercial interests, including
intellectual property rights, while rendering the investiments made in the development of the Study
worlhless.

In other words, Adama must be able fo protect the studies commissioned an its chemicals as part of ils
company assets. If studies were routinely disclosed to the public, Adama and other companies engaged in
research activities would no longer conduct research thereby jeopardizing their business as well as the
overall system for the scientific review of plant protection products in the EU.

Third question: As regards the information indicated in Article 63(2)(g) of Regulation (EC) No
1107/2009 which “shall normally be deemed to undermine the protection of the commercial
interests or of privacy and Integrity of individuals" concerned, please clarify if there Is an interest
of these laboratories laid down in Article 4 of the PAD Regulation that is likely to be affected by the

disclosure.

The Study contains information such as the names and addresses of persons involved in tesling on
vertebrate animals. This data is covered by Article 63(2) of Regulation 1107/2009 which establishes a
non-exhaustive list of types of information that is deemed to be confidential. In this respect, please note
that the disclosure of a vertebrate animal Study would expose Adama and ils personnel, as well as all
those involved in the Study, to refalialion measures from third parties that are adverse to animal testing.
The Study contains all details about the laboratory, individuals and sponsors of the Study, who will face
such measures as shown by past experience involving animal protection activists.

Therefore, laboratories would be subject to the same mobbing tactics as other services retained by the
Glyphosate Task Force which would certainly have an adverse business impact on them. We refer in this
respect to the recent altack of CEQ on Genius which is the communication company hired by the GTF to
build and maintain the Glyphosate Information Portal {waww. givphosate.cu) Please see in this respect the
arlicte published on the following website: hitp://corporateeurope.org/food-and-agricutture/2016/05/lobby-
firm-works-both-sides-room.

Fourth question: EFSA would need to know if according to your view the study could be released
deprived from the commercial sensitive information as listed in Article 63(2). If this would not be
the case, please indicate why the rest of the study Is also covered by Article 63(2) of Regulation
{EC) No 1107/2009. For this purpose we would be grateful if you could dotail the following:
o The identification of elemants to be kept confidential within the scope of Art. 63(2), line by
line in tha PDF version of your study;
n The veritable justification of each claim and evidence that if this information is disclosed
that ADAMA's commercial interest will be undermined.

The release of the Study for which access is sought would clearly provide the requestor and competitors
with confidential information on the origin of the technical source of Glyposate (links between a producer
or importer and the applicant or the autharisation held}, on how to conduct this study and on company's
know-how and olher sensitive business information in general, Granting access to said documents would
also reveal Information concerning Adama's stralegy for renewal and related submission sent over 1o
authoritfes in the context of ex parte proceedings.



In this respect, please note that the links between the producer and the applicant and/for the authorisation
holder as well as the names and addresses of persons involved in testing an vertebrate animals constitute
information which is protected under Article 63 and whose disclosure would undermine the protection of
commercial interests, or the privacy and integrity of the individuals concerned.

Disclosure of links between the producer and applicant/authorisation holder are malters of commercial
confidence since they relate to organisational and strategic decisions including those of procurement of
the applicant. Disclosure of such links offers competitors inside information which can be used to remaove
competitive advantages gained via a strategic sourcing, procurement and regulatary strategy. Therefore,
disclosing any part of the Study would undarmine that confidentiality and defeat the purpose of Article 63
of Regulation 1107/2009 as it will harm the right of Adama to the protection of its business secrets.

Finally, as regards the names and addrasses of individuals please see response to Question 3.

Fifth question: Please clarify the extent of the professicnal secrecy in the information contained in
the study requested.

The release of raw data to the public would deprive Adama of a full return on costs and investment made
in the Study. Releasing the Study including detaiis of protocols to the public would allow competitors fo
copy its results and/or use them for the purpose of obtaining authorisations of competing products In the
EU and outside the £EU. Moreover, this would deprive Adama of its entitlement to data compensation from
third parties wishing to rely on the Study for commercial purposes.

In addition, disclosure of the full scientific report to a third party having declared its Intention to criticize the
Study and attack the continued approval of Glyphosate in the EU would threaten Adamas Glyphosalte
business and commercial Interests as a whole.

Sixth question: As regards data protection please specify which information in the study at hand
s exclusive data owned by ADAMA and for which protection in terms of reuse or exploitation of
the data can still be claimed as provided in Ari. §9(1), last paragraph, of Regulation (EC) No
1107/2009. In this regard, please also specify your viewpoint how the sharing of the study for
reassessment purposes, public scrutiny or academic use affects the protection of propriatary data
under Article 59 of Regulation (EC) No 1107/2009,

The Study is fully owned by ADAMA and could be used by competitors in dossiers to gain registrations
outside the EU, especially in view of the significant costs for a carcinogenicity Study.

Giving access to the Study would serlously undermine the execution by Adama of its data protection rights
which are granted to it by Article 59 of Regulation 1107/2009. Article 59 grants Adama an exclusive use
right on its data that has been used within the framework of the renewal of glyphosate. Such data
protection is essential for the purpose of allowing an entity such as Adama lo recoup the significant
investments made. It Is obvious thal this legal right, granted in Regulation 1107/2009, will be frustrated if
Adama's proprietary information is given away for free on the market. To render nugatory such data
protection would run contrary to the objectives of Regulalion 1107/2009 and would constitute a serious



incursion upon our client's property rights which are protected under the EU Charter of Fundamental
Rights.

LR RTT]

In the light of the foregoing, we hereby formally oppose disclosure of the Study. We also confirm that
Adama has no intenlion to publish the Study at this stage.

Without prejudice to the above arguments, should EFSA still consider granting access to the dacuments to
CEO, Adama insists that its Study be made available only as part of the proposal made by the GTF in
response to the request from the Commission concemning the potential publication of carcinogenicity
studies with an offer to present all 14 carcinogenicity studies in a reading room, with certain conditions on
the management of the reading room. We believe that EFSA is already aware of the communications on
this topic between the GTF and the Commission.

We also take this opportunity to remind you that the correct company name for our client is Adama
Deutschiand GmbH instead of Adama Deutschiand GmbH Northern. May we kindly ask you to amend
your records accordingly? We thank you on beforehand.

kh Ak Akh

We remain of course at your disposal should you have any further questions.

Yours sincerely,

Joint Managing Partner

o]
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Ref. SR (2016) - out-15665409

Joint Managing Partner

e-ml: TR

On behalf of:

ADAMA Deutschland GmbH Northern
Edmund-Rumpler-Strasse 6
D-51149 Kdln

Germany

oma: TR T2

Re: Your letters of 1 April and 28 January 2016 related to the access to
documents request on glyphasate eoncerning your mouse study

Ref.: PAD 2016/023

Thank you for your letters of 28 January and 1 April 2016 in which you outlined your
concerns with respect to the request in question and you submit a request to certain
documents held by the European Food Safety Authority (EFSA). 1 am writing to you to
seek additional clarifications on some aspects of the confidentiality claims you put
forward in your letters with respect to a mouse study you submitted to EFSA for the
renewal assessment of the actlve substance glyphosate (hereinafter “your study”) with
reference:

(2001)
Carcinogenicity Study with Glyphosate Technical in Swiss Albino Mice
TOXI: 1559.CARCI-M FSG
GLP: Y, published: N 2309396 / ASB2012-1149],

First of all, in reply to your request in this sense, I am pleased to Inform you that EFSA
hereby grants you access to the following documents, enclosed to this letter:
- The first request for access to document from the NGO Corporate Europe {(CEQ)
of 10 December 2015,
- EFSA’s first reply following our consultation with you, of 5 February 2016,
- The CEC confirmatary application of 12 February 2016,
= The clarification e-mail to the confirmatory application, narrowing down the
request to three mouse studies, sent on 17 February 2016.

In relation to the concerns outlined in your letters, EFSA seeks clarifications to take a
substantiated decision in reply to the pending confirmatory application under Regulation

Europaan Food Safety Authority «

Yia Carfo Magno LA » 3126 Parmia » ITALY
Tel. TR Lo TR p——— e
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(EC) No 1049/2001' (hereinafter the "PAD Regulation”). We kindly ask you to reply to
the below questions linked to your claims:

1} EFSA’s peer-review of the active substance glyphosate was Fnallsed on 30
October 2015 and the Conclusion published on 12 November 2015°. As regards
the an-going decislon of the EC and Member States, we would like to recelve
substantiation why the release of this study would “seriousfy” affect it’.

2} As regards your argument related to the reputational damage of your company,
EFSA would like you to clarify the direct causal link between the alleged damage
and the release of the study concerned.

3) As regards the information Indicated in Article 63(2)(g} of Regulation (EC) No
1107/2009* which “shall normally be deemed to undermine the protection of the
cammercial interests or of privacy and integrity of individuals” concerned, please
clarify if thera is an interaest of these laboratories laid down in Article 4 of the PAD
Regulation that (s likely to be affected by the disclosure,

4) EFSA would need to know If according to your view the study could be released
deprived fram the commercial sensitive information as listed in Article 63(2). If
this would not be the case, please indicate why the rest of the study Is also
covered by Article 63{2) of Regulation (EC) No 1107/2009. For this purpose, we
would be grateful if you could detall the following:

The identification of alements to be kept confidential within the scope of Art.
63(2), line by line in the PDF version of your study;

The verifiable justification of each claim and evidence that if this information
is disclosed that ADAMA's commercial interest will be undermined.

5} Please clarify the extent of the professional secrecy in the information contained
in the study requested.

6) As regards data protection please specify which information in the study at hand
is exclusive data owned by ADAMA and for which protection in terms of reuse or
exploitation of the data can be still claimed as provided in Art. 59(1), last
paragraph, of Regulation (EC) No 1107/2009. In this regard, please also specify
your viewpoint how the sharing of the study for reassessment purposes, public
scrutiny or academic use affects the protection of proprietary data under Article
59 of Regulation (EC) Mo 1107/2009.

Finally we would like to know if ADAMA intends to publish the study in question, and if so
when.

To enable EFSA to reply to the request for public access within the time period tald down
in the PAD Regulation, we would like to receive your reply by 13 May 2016 at the
latest,

! pequlation (EC) No 1049/2001 of the European Parllament and of the Council of 30 May 2001 regarding
public access to European Parllament, Council and Commission documents, 03 L 145, 31.5.2001, p. 43-48,
applicable to EFSA.

Z  European Food Safety Authority, 2015, Conclusion on the peer raview of the pesticide risk assessment of
the active substance glyphosate. EFSA Journal 2015;13(11):4302 pp. 107 doi:10.2903/}.ef5a.2015.4302,
available at: http://wwrv.efsa.eurona.eu/en/eisalournal/pud/4302,

1 In addition, please allow me to clarify that the EFSA’s Management Board decision you mentioned In your
first letter Js nat any longer in force, The valid dectslon was adopted on 16 September 2003, please see
EFSA’s Management Board Declsion cancerning Access to documents, of 16 September 2003, available at:
htkp:ffwwew . efsa, zuropa, i /il .

' Ragulation (EC) Mo 1107/2009 of the European Parflament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market and repeafing Council Directives
79/117/EEC and 91/414/EEC, O} L 309, 24,11,2009, p. 1-50, as last amended,
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If we have not received a reply by this date and/or in case of an insufficiently
substantiated answer, EFSA will decide on the access request in accordance with the PAD
Regulation and Regulation {EC) No 1107/20G9.

Yours singeral

S i e s 0 e
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Subject: Re: ADols of scientific experts from national competent authoritles

oear [, FEE) 1]

| hope this email finds you well. Sorry to insist but | haven't received a response to my question on the DOIs of the
authors of the glyphosate peer review, probably it slipped through? | was wondering whether it was all experts of
the Mammalian toxicology graup or whether it was only some of them, and/or other people as well? if so, and if it's
not too burdensome, could you send me a complete fist of names so that | can download the DOIs?

Also, 1 wanted to follow up on this question sent to you last 24/11:

"Given the importance of the five above-mentioned studies, is EFSA considering their publication to enable an
informed debate an such an impaortant issue, all the more that, since glyphosate is no longer covered by patent
protection and is widely used all over the industry, the usual argument about the need to protect commercially
sensitive information is unlikely to apply here?"

This question referred to the 5 mouse studies that &2 8 8 e 1 insisted had played such an important role in
reaching a different conclusion than IARC in the interpretation of the animal evidence but that IARC could not access
in full because they were sponsored by industry and as such deemed to contain commercially sensitive elements.

EFSA's response to this question was the following:

*all versions/updates of the risk assessment report and the addendum regarding the IARC assessment are publicly
available on EFSA’s website.

This includes detailed information about the assessment and appraisal of all studies considered by EFSA and
Member States as part of the peer review process, including studies submitted by industry. The documents, as you
will see, run to several thousand pages.

Typically, the amount and type of informaticn made available by EFSA sbout individual papers/studies is coamparable
to the amount of infarmation contained within articles published in the open scientific literature (also bearing in
mind that the raw data behind studies, including for so-called ‘independent studles’, is very rarely published in the
open scientific literature).

For example, if you follow the link on our website to the documents | mention above, open the fila
4302add_public.pdf, and go to page 1012 you will see extensive information and cornments from the Rapporteur
Member State on each of the long-term studies assessed regarding carcinogenicity.

The information published by EFSA about the studies assessed, including industry studies, is now in the public
domain, allowing any organisation or individual to scrutinise the European peer review of glyphosate that was
carried out by experts from all 28 M5, We would encourage anyone with an interest in our work to review this
information.”

The debate in Brussels last week between |28 =08 from EFSA and @




m from IARC made clear that the level of information disclosed by EFSA in its published documents was
insufficient and that access to these studies' raw data was necessary to enable a meaningful contradictory
assessment of thase studies baetween the two institutions,

| would therefore like to ask to have access, in line with £U Regulation

1049/2001 on accass ta documents, to these studies' full version including raw data.

Kind regards

Corporate Europe Observatary (CEO)
Aue d'Edimbourg 26

1050 Brussels - Belgium

twitter: m

Sign up to CEO's e-newslatter:

http://www.corporateeurope.org/subscribe-gu r-newslettes
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Curporate Europe Observatary (CEO)
26, Rue d'’Edimbourg

BE-1050 Brusseis

Belgium

e-mall: [JJEEj@corporatecurope.org

Subject: Your appllieation for access to documents of 10 December 2015
Ref.: PAD 2015/143

Dear «}M -;g ;

I refer to your e-mall submitted on 10 December 2015 by means of which you
requested access to "the 5 mouse studies’ full version including raw data (...} that
Mr Tarazona insisted had played such an Important role in reaching a diffarent
canclusion than IARC in the interpretation of the animal evidence” (hereinaiter the
"Studies™) in accordance with Regulation (EC) No 1049/2001' {hereinafter referrad
to as the "PAD Regufation”). Having carefully considered your request, we ragrat ta
inform you that EFSA Is not n the position to release the requested Studies to you.

EFSA interpreted that your request refers to the flve long term toxicity and
carcinogenicity mice studies that are mentioned in the section “Carcinogenicity” tn
the background document to the EFSA Conclusion published on 12 October 20162,
notably:

1) 18-Moanth Qral Oncogenicity Study in Mice

2) Carcinogenicity Study with Glyphosata Technical In Swiss Albino Mice

3) Glyphosate Technlcal: Dletary carcinogeniclty study in the mouse

4} A chronic feeding study of glyphosate (Roundup tachnical) in mice

5) Giyphosate - 104 week combined chronic feeding/oncogenicity study in rats

with 52 week Interim kil (results after 104 weeks)

EFSA has consulted the five owners of the Studies submitted in the frame of the
renewal of the authorisatian for the active substance Glyphosate under Regulation
(EC) No 1107/2009* and Commissien Regulation (EU) No 1141/2010% as amendad
by Commisslon Implementing Regulatlon (EU) No 380/2013° In particular, in
accordance with Article 4(4) of the PAD Regulation, EFSA lialsed with the owners
with a view to assessing whether these partially or entlrely fall within the

! HRequiation {EC) Mo 1049/2001 of the European Parllament and of the Councll of 30 May 2001
regarding public access to Evropean Parliament, Council and Commission documents, 01 L 145,
11.5.2001, p. 43-48, applicabie to EFSA,

1 Available at bltg://www.efsa, eurgpa.eu/sites/default fiilas/ | lyphgsote comple
Regulation (EC) Mo 1107/2002 of the European Parllament nd of the Councll of 21 October 2009
concerning the placing of plant protectlon products on thae market and repealing Councll Directives
79/117/EEC and 91/ 14/8EC, OJ L 309, 24.11,2009, p. 1 50,

Coinmission Regulation (EU) #o 114172010 of 7 Decembar 2010 faying down the procedure for tha
renewal of the incluslon of a second group of active substances 'n Annex | to Council Directive
91/44/EEC and establishing the list of those substances, Q1 L 322, 8.12,2010, p. 10-18.
Commisslon Tmplementing Regulation (EU) Mo 380/2013 of 25 April 2013 amending Regulation (EU)
Mo L141/2010 as regards the submisslon of the supplementary complete dossier to the Autherity,
the other Member Statas and the Comrnisslon, 0 L L6, 26.4.2013, p, .

European Facd Salaty Authority » Via Carlo M LA » 3 Parma « ITALY
Tel. +39 0521 036 426 » Fax +39 9521 02 06 e w £3.20ropa.ey
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exceptions to disclosure foreseen in the PAD Regulation. Four of the owners
consultad replied to EFSA; one of the consultations Is still pending.

The data owners provided Justifications to support the refusal of the access request

based on the following grounds:
These Studles are caovered by the exception foreseen by Article 4{2) first
Indent of the PAD Regulation, namely the protection of “coammercial interests
including intellectual property rights" and their full protection is also the
direct consequence of the qualification as confidential of Information
contalned In the Studies under the terms of Article 63 of Regulation (EC) No
1107/2008.

As highlighted by the owners of the Studies, the Studies requested include
pratected know-how relating to the sclentific and technical expertise [n
conducting these Studies, disclosura of which will undermine the competitive
position of the companles.

These unpublished Studies are owned by the companles and contain
property data that If released will jeopardise the exercise of their Intellectuat

property.

These documents Include business and data property of the owners and their
disclosura will underming thelr commercial Interests.

Finally disclosure of the Studies would provide access to commerclal
Information, resulting from an investment of the owners both in terms of
time and resourcas, which could be used by potential competitors In
particular outside the EU.

Having considered the arguments put farward by the owners of the Studies and
after having carefully carried out a concrete examinatlon of the Studies falling In
your request, EFSA concludes that the Studles are protected in application of Article
4(2), first indent, of the PAD Regqulation, namely the protectlon of “commercial
interests and intellectual property rights”. Please note that these Studies are also to
be protected in application of Article 63 of Regulation (EC) Na 1107/2009, as they
classify as confidential infarmation.

Mareover, EFSA has specifically undertaken the balance of intarests at stake in
application of the PAD Regulation, and concluded that no overriding public interest
on disclosure applias to this raquest,

Indeed the public Interest of accessing background Information relating to the
renewal of approval of this active substance, in accordance with Article 38(1)(c) of
EFSA's Founding Regulation®, is granted by having published the relevant
background documentations backing the EFSA's conclusions published at the
fallowing link http://www. efsg.europa.eu/en/press/news/151113a.

This includes as well the sanitised supplementary summary dossler for the AIR 1
renewal procedure where detailed descriptlons of the toxicological studies are
available (MII, sectlon 3, pp 502f).

Iherefore, given the fact that the accessibliity of the Studles, in particular to
compatitors, would put at risk the commercial Interests and intellectual property
rights of the owners of the Studies, their disclosure would be disproportionate to
the objective that Is necessary to attain. In fact EFSA considers that the information
granted to the public at large within this particular renewal process satisiies a good

Requiation (EC) Ho 17672002 of the Eurcpezn Parlament and of the Council of 28 January 2002
taying down the general princlples and requirements of food law, establishing the Guropean Food
Safety Authority and laying down procedures in matters of food safety, O) 431, 1.2.26002, p 1-24,
A5 Jast amendad,
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level of transparency that is proportional to the protection of the commercial
interests and Intellectual property rights of the owners,

[t follows that the Studles requested are not disclosed to you in application of the
exceptions to disclosure provided for in the PAD Regulation, namely Article 4(2)
first indent (protection of "commercial Interests Including intellectual property

rights") as combinad with the provislons set out In Article 63 of Regulation (EC) No
11G67/2009,

Ta exercise your right to appeai against this negative decision by a confirmatory
appiication, you may write to EFSA at the address balow. You have fifteen warking
days from raceipt of this letter to appeal. Beyond this deadline, your initial request
will be considered as fully satisfad. In case you submit a confirmatory application,
EFSA will inform you of the outcome of this re-examinatlon of your reguest within
fifteen working days of raceipt, either by granting you access to the documents or
by confirming the refusal. In the latter case, you will also be informed of any
further appeal routes availabie.

Further correspondence must be sent to:

e
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From: ! Sty M@corporateeurope.org:

Sent; 12 February 2016 15:18

To: EFSA ublu: access to.documents

Cc 7 2

Subject: PAD 2016/023 CA Re: PAD 2015/143_Reply_Your request of public access to
documents of 10 Decemher 2015

Follow Up Flag: Read

Flag Status: Flagged

thank you for your response to my access to documents request.

1 understand - and expected - that the owners of these studies would not agree to the full disclosure of these
documents in the name of the commerclals interests exception foreseen in the 1049/2001 Regulation, and |
understand and accept that EFSA Is bound to respect their preferences in this domain.

However, | do not accept the suggestion that the whole content of the documents would be covered by this
exception. Furthermore, | do not accept that the commercial interasts at stake would be so sensitive as requiring
being redacted: we are talking here about studies performed, for most of them, mare than 15 years ago, on a
product whose last related patent expired in 2000 and which now being manufactured by several different
companies. The fact that the glyphosate renewal dassier was written and submitted by the Glyphasate Task Force,
In itself a group including most contemparary manufacturers of glyphosate, is a strong indication that the content of
these studies has already been shared amang most relevant competitors, which makes the studies'

owners' argument that secrecy would be needed to keep a competitive edge much less credible.

As a consequence, 1 ar herewith appealing EFSA's decision to not publish a single word of these studies and urge
you te:

- double-check the redacting requirements of the studies' owners;
- send me these studies with the actually commercially sensitive sections redacted.

f understand that the amount of work invalved is going to be significant and | am ready to be flexible in terms of
deadline; but not in terms of principle. Moreover, the public sensitivity of this particular dossier makes it a good
case for testing EFSA's ambitions in terms of data transparency.

With kind regards,

Le 05/02/16 18 13, EFSA.public.access.to.documents a écrit

i



Yaurs sincerely,

R R e
Public Access to document Team

Legal and Regulatory Affairs Unit
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Researcher and Campaigner
Corporate Europe Observatory (CEQ)
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Subject: PAD 2016/023 CA addltlon to my conﬁrmatory request on access ta documents
Fellow Up Flag: Read
Flag Status: Flagged

I would like to add a precision to my confirmatory request on access to documents sent to you last Friday (2016-02-
12 15:18). My ariginal request was on five studies, and | would like to narrow my confirmatory request to the
following three:

- "Carcinogenicity Study with Glyphosate Technical in Swiss Albino Mice”
(2001), following OECD Guideline 451 & GLP - study owned by the Israeli pesticides company ADAMA Agan Ltd

- “Glyphasate technical: Dietary Carcinogenicity Study In the Mause”
{2009), following QECD Guidaline 451 & GLP - study awned by the Australian pesticides company Nufarm

- “HR-001: 18-Month Oral Oncogenicity Study In Mice” (1997), following following OECD Guideline 451 & GLP —
study owned by the Japanese pesticides company Arysta LifeSclences Corporation

You will see from an article | published today

http://carporateeurope.org/efsa/2016/02/kay-evidence-withheld-trade-sacret-sus-controversial-risk-assessment-
glyphosate

that | am essentially asking EFSA to send me these studies with all items deemed a trade secrets redacted, in order
to allow the scientific debate to prograss. | understand this Is a substantial work, but at the same time this is also the
best opportunity EFSA has to demonstrate its good will in terms of data transparency sa... It could also be an
opportunity to measure the cost of such an action in the presant legal conditions, in itself an impartant dimension of
the debate. | therefare hope that EFSA will do its baest to disclase these studies to me.

Kind regards

Corporate Europe Observatory (CEQ)

Rue d’Edimbourg 26
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Head of Legal & Regulatory Affairs
Eurcpean Food Safety Authority (EFSA)
Via Carlo Magno 1/A
i AR |

By Emall

Our Ref: CM1/MHE/G0060-00003/53308287 v1

Without Prejudice

Brussels, 1 April 2016

Dear NN

Re: Access to documents on glyphosate - Consultation under Article 4{4) Reg. 1049/2001
Confirmatory Application for Public Access under Article 7{2) (ref: PAD 2016/023 CA)

We refer to your letter of 23 March 2016 concerning a confirmatory application by an unidentified third
party (the "Confirmatory Application") following a request for access to the study - {2001)
"Carcinogenicity Study with Glyphosate Technical conducted in Swiss Albino Mice" (the "Study"),
submitted by our client, Adama, in the context of the renewal of glyphosate under Regulation 1107/2009
and Regulation 844/2012 {("AIR2").

By letter dated 28 January 2016 (copy attached) our client has already responded in full to the initial
request for access to the Study, raising a series of objections against disclosure and outlining detailed
argumentation why access should be rejected on the basis of (i) Article 4(3) the decision making
exception, (if) Article 4(2) protection of commercial interests and (iii} Article 63 of Regulation 1107/2009
regarding the confidentiality of data on plant protection products. Our client maintains these objections as
no counter argurments have been raised thus far.

1t is our assumption that EFSA has considered our argumentation and accepted it thus giving rise to this
confirmatory application. However, we have not been provided with a copy of the EFSA decision that has
resulted in the Confirmatory Application, and neither has the identity of the applicant and its initial request
been disclosed as requested by us and therefore it is not possible for us to assess its legal basis properly.
Further, we have not been provided with a copy of the Confirmatory Application and therefore are unable
to respond to it in full.




We therefore reiterate our request for access to these documents in order to provide a fully informed
response thereto. Meanwhile, we wish to point out to the following reasons justifying a refusal to
disclosure.

First, Articles 38 and 41 (1) of (EC) No 178/2002 you are referring to in your letter of 23 March 2016, do
not authorize access to the full Study since pursuant to article 39 of Regulation (EC) Ne 178/2002 "By way
of derogation from Article 38, the Authority shall not divulge to third parties confidential information that it
receives for which confidential information has been requested and justified, (...). As already stated this
Study contained confidential information such as but not limited to the origin of the technical source of
glyphosate and how to conduct this study (details of works) and thus constitutes an exceplion to the
application of Articles 38 and 41 1),

Moreover, the public interest of accessing background of information relating to the renewal of the active
substance glyphosate has been satisfied by providing to the public the necessary documentations backing
the EFSA's conclusions in accordance to article 38.1 (c) of Regulation (EC) No 178/2002.

Second, our client's objections to disclosure as outlined In previous correspondence remain valid as the
legal analysis of the argumentation which supports non-disclosure remains unaltered. Therefore our client
continues to insist that there are no grounds to release this study in whole or in part,

On the contrary, releasing the study while the decision-making process is still ongoing would not only
jeopardise the proper course of that process, but also expose our client to unjustified damage to its
reputation as a company engaged in the manufacture and sale of giyphosate-based products.

It Is within public knowledge or at least a factual presumption that certain findings on a chemical if placed
out of context may create a stigma for that chemical and for the company selling it. The inevitable
consequence is, therefore, the exact opposite of a fair process: l.e. that such companies will indeed be
viewed as a business seeking to profit from a dangerous substance. One need only view latest
developments in the press concerning glyphosate to understand the palitical climate and how the public
perception may be influenced. We refer to a series of examples of popular reaction to the finding that the
chemical substance glyphosate is potentially carcinogenic:

a. Monsanto Weed Killer Glyphosate Herbicide Found In Popular Beer Brands (2/03/2016),

b. Another 15 years? EU set fo relicense glyphosate, deemed ‘probably carcinogenic’ by the
WHO (25/02/2016};

c. France Says “Glyphosate Could Be Carcinogenic to Humans" (17/02/206);
d. Glyphosate persistence raises questions (25/02/2016);
e. Are Pesticides Causing The Birth Defects In Brazil? {03/02/2016}),

Accordingly, our client maintains that the extreme political pressure that this particular generic active
ingredient is subject to is undermining the whole basis for the proper and comprehensive scientific review
and evaluation of plant protection products which is set out in the regulation and legislation that
companies and EU evaluators are required to operate under for the benefit of the public and environment
at large.

Wae therefore repeat our assertion that the applicant's request for access to the study at hand must be
rejected because the study is still being assessed by the evaluators and remains subject to ongoing inter-
institution decision-making process. Our client maintains that there is no legal basis for a right of criticism
or review of scientific accuracy of third parties proprietary studies which were submitted in confidence to
authorities Release of this study prior to the final assessment by the Commission will undermine the
decision making process and place a stigma for our client and its products. Therefore, we consider that
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the request should be rejected based on the co-called ‘decision-making’ exception set out in Article 4(3) of
the PAD Regulation, which protects the integrity of the decision-making process of the institution of the
European Union ('EU").

Disclosure of this study to an NGO which has declared its intention to criticise and review the study in
isolation to the totality of the carcinogenicity studies submitted in the dossier {14 in total) would give a
completely unbalanced and potentially biased view and if used as part of a political agenda to undermine
the regulatory system underpinning plant protection products and prejudice the reputation of our client and
the industry as a whole.

The requirement under Article 10 of Regulation 1107/2009 referred to in Article 8 (1) to make the summary
dossier available to the public excluding Article 63 data is sufficient without the need to make raw data
available,

We refer again to the case law ouilined in the earier letter and submit that this sets adequate precedent
for refusal to disclose.

Third, disclasure of the study would undermine our client's commercial interests and Intellectual property
rights in the study including the know-how and methedalogy used for conducting the study. Therefore, we
consider that the request should be rejected also on grounds of the protection of commercial interests /
intellectual property rights pursuant to Arlicle 4(2) of the PAD Regulation.

Fourth, we consider that the study contains a series of confidential information concerning the persons
and laboratories involved in the test. Disclosure would harm the integrity of those persons and entities and
therefore must be refused also on that basis.

Fifth, we also wish to point out that the study at hand is nof_information relating to_"emissions to the
environment” since it was not conducted for determining the impact of the use of glyphosate on the
environment. It was rather conducted on mouse in order to derive a relevant end point for human toxicity.
Therefore, the exception relating to access to information relating to emissions to the environment is
inapplicable to the case at hand, with the consequence that the study must not be disclosed.

Sixth, according to Article 16 of the PAD Regulation, the latter "shall be without prejudice to any existing
rules on copyright which may limit a third party's right to reproduce or exploit released documents.” In this
respact we refer to Art 30 TRIPS covering confidential information and data protection, as well as Directive
2001/29' on copyright, as interpreted by the Court of Justice of the European Union (CJEU), which
protects any literary work {and a scientific publication qualifies as a literary work) from unauthorised
disclosure to and use by third parties

in the light of the faregoing, and of any other argument which might be added after receiving the details of
the applicant and the justification for non-disclosure already provided by EFSA, as well as a copy of the
Confirmatory Application, we hereby formally confirm our strong objection to disclosure and, we consider
that the request should be rejected based on exceptions set out in Articles 4(1) b., 4 (2), 4 (3) and Article
16 of the PAD Regulation, article 39 of Regulation (EC) No 178/2002, as well as Article 39 of TRIPS
agreements, Article 3 of Directive 2001/29 and Article 63 of Regulation (EC) No 1107/2009 and note that
that our client remains willing to use all options available to it to resist disclosure including the request for
interim measures.

! Directive 2001/29/€C of the European Parltament and of the Councit of 22 May 2001 on the hamoenisation of certain aspects of copyright and related
rights in the information society, OJ 22.6.2001, L 167/10.
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Meanwhile we request EFSA to send us a copy of the letter submitted by the requestor as well as the
Confirmatory Application, together with the EFSA decision which prompted the confirmatary application to
enable us to provide further comments thereto,

Wa also take this opportunity to draw to your attention that the correct company name for our client is
Adama Deutschland GmbH and we ask you to amend your records accordingly.

odr drd Wl

We look forward to hearing from you and meanwhile remain available should you have questions.

Yours sincerely,

Joint Managing Partner

53308287 v1 4
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Ewopean Food Safety Authority

HEAD OF THE LEGAL AND REGULATORY AFFAIRS UNIT

23 MAR 2816

Ref RN (2016) - out- 15486045

Mand GmbH Northern

Edmund-Rumpler-Strasse 6
D-51149 Kdln
Germany

Subject: Consultation - Confirmatory application for public access to the
study you submitted to EFSA for the renewal assessment of the
active substance Glyphosate in the framework of Regulation (EC) N°
1107/2009 and it's implementing Reguiation {(EU) N° 844/2012

Ref.: PAD 2016/023 CA

I am contacting you follawing our previous letter dated 22 January 2016, by means of
which we consulted you on the accessibllity of 3 mouse study you submitted to EFSA for
the renewal assessment of the active substance glyphosate® with reference:

EEEEREE (2001)
Carcinogenicity Study with Glyphosate Technical in Swiss Albino Mica

TOXI: 1559,.CARCI-M FSG
GLP: Y, published: N
2309396 f ASB2012-11491

I would like to inferm you that the public access requestor has submitted a confirmatory
application in accordance with Article 7(2) of the Regulation (EC) Ne 1049/2001°
{hereinafter "PAD Regulation”).

In this regard we would like to confirm that EFSA (s subject to obligations in terms of
transparency and public access to documents deriving from both the Treaty on the
Functioning of the European Union (TFEU), Article 15 and EFSA’s Founding Reguiation
(EC) No 178/2002, Articles 38 and 41(1)°,

Pursuant to Article 4{4) of the PAD Regulation, EFSA Is hence contacting you for a
further consultation on the possibilities of public disclosure of the above-mentioned study
and specifically to ascertain whether any of the exceptions to disclosure of this document
provided In Article 4 of the PAD Regulation may apply. We would appreciate to receive
your reply with the following information:

! European Food Safety Authority, 2015, Conclusion on the peer review of the pestiode risk 2ssessment of
the active substance glyphosate EFSA Joumal 2015;13(11):4302 pp. 107 doi:10.2903/].ef5a.2015.4302,
avallable at: http:/fwww. : /430

*  Regulatlon (EC) Mo 104912001 of the European Parllament and of the Councll of 30 May 2001 regarding
public access to European Parllament, Council and Commisslon dacuments, QJ L 145, 31.5.2001, p, 43 48,
applicable to EFSA,

' Regufation (EC) No L78/2002 of the European Parllament and «f the Councll of 28 January 2002 'aying
down the general principles and requirements of food law, establishing the Eurapean Food Safety Authority
and laying down procedures in matters of food safety, QJ L 31, 1.2.2002, p. {-24, as last amended.

} 1n Food Safaety Aulhonty « Via Carlo Hagno 1A « 43020 Parima » [TALY
el 90521036 L1l » Fax + 390521 036 L10 = v, ofsa, curopa.ny
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an indication of any parts of the study which in your view should not be released
as a disclosure would undermine intellectual property or another Interest of
Article 4 of the PAD Regulation;

the reason(s) why these parts should In your view not be released, substantlating
the grounds for protecting the infarmation.

Please note that the PAD Regulation provides that, should only a part of the documents
for which public access is requested fall into an exception to disclosure, the remaining
parts shall be released.

To enable EFSA to reply to the request for public access within the time period laid down
in the PAD Regulatian, we would like to receive your reply by 4 April 2016 at the latest.
If we have not received a reply by this date and/or in case of an Insufficiently
substantiated negative answer, EFSA will decide on the access request in accordance
with tha PAD Regulation.

We would be grateful if you could inform us timely on your point of view, by replying to
this e-mail.

You can reply by writing to:

EFSA Public Access Team
EFSA,public.access.to. documents@efsa.europa.eu

Yours sinceral

Ce: RN (EFSA)



Mr

Head of Legal & Regulatory Affairs
European Food Safely Authorily (EFSA)
Via Carlo Magno 1/A

43126 Parma

ltaly

8y Email

QurRef: CM1/6D080-00001/51467537
Your ref. 2015143

Without Prejudice Brussels, 28 January 2016

Dear Mr
Access to documents on glyphosate - Consultation under Article 4{4) of Reg. (EC) n. 1049/2001

This respands to your lelter of 22 January 2616 canceming a request for access lo documents made by a
third party in relalion lo a sludy on the active substance glyphosate submilted by our client Adama in the
conlext of the renewal of that substance under Regulation (EC) n. 1107/2008 and Regulation {EC) n.
844/2012 {"AIR3").

You informed our client that EFSA has received from an NGO ('the applicant') a request for access ta a
“Carcinogenicily Sludy with Glyphosate Technical conducted in Swiss Albino Mice" (the "study”).

Qur cilent was nol provided with a copy of that request, so it is not possible for us o assess its lagal basis
properly. It would seem from your letter that such request would be basad on Regulation (EC) n.
1049/2001 concerning public access io documenls held by EU Inslitutions ('PAD Regulation').! We further
understand that you have consuited our client on the basis of Article 4{4) of the PAD Regulation.

As further explained below, we consider that the applicani’s request must be rejected because the study at
hand is stll being assessed by lhe avaluators and remains subject to ongoing inter-institution decision-
making process. Therefore, we consider Ihat lhe request should be rejected based on the co-called
‘decision-making' exception set qut in Article 4{3) of the PAD Regulation, which prolects lthe integrily of the
decision-making process of lhe institution of the European Union {'EU’).

! Reguation (EC) Mo 1049/2001 of the European Parliament and of the Council of 30 May 2001 regarding public access o
European Padiament, Council and Commission documents




Regulation 1107/2009 which operales as lex specialis in relation lo EFSA's process and timeframe for
disclosure of documents, provides that certain information may be disclosed by EFSA at a cerlain stage aof
the process, i.e., onca the evaluation is completed. Only at that time will all aspects of the evaluation be
made final, and in turn, the final EFSA Conclusions may be disclosed. Allowing disclosure of sensilive
reports earlier in the pracess would defeal the purpose of thase provisions.

Mareover, as we understand It, no specific argument was provided by lhe applicants in relation to a public
interest on the basis of which the ‘decision-making' exception set out in Article 4(3) of Regulation
1049/2001 would have 10 be overridden. In any evert, as already noled, the assessment is still onpoing
and its outcome will be made public in due course, so there is no reason for disclosing premalurely parts
of that assessment andior studies underlying it. On the contrary, disclosure at this stage of the process
would seriously undermine the decision-making pracess concerning the renwal of glyphosate.

In particular, disclosure of the study will have a substantial impacl on the decision-making process
inasmuch as it is part of a particularly intense debale concaming glyphosate where NGOs have expressed
clear positions against that subslance. The circumstances of the case are such that the applicant's will no
doubt use the sludy to Interfere with the evaluation at hand thereby adversely affecting the decision-
making pracess (judgment in Muiliz v Comvnission, paragraph 75).

Accass to documents submitted by the notifying parties to the Commission and EFSA during the renswal
process wauld jeopardize the inter partes nature of thal process, which the EU legislalure sought to
ensure in the context of the administrative raview of plant protection products involving the obligation on
the undertakings concerned to supply evalualors with complex and sensitive information to anable the
assessment of their praduct. If persons other than thase invelved in that process were able to obiain
access to those documents during the evaluation on the basis of Regulation No 1049/2001, the system
introduced by that legislation would be undermined.

i) Artlcle 4(2) of the PAD Requlation — disclosure would adversely affect the commercial
interasts of Adama, in i 0,

Pursuant lo Article 4(2) of the PAD Regulation, access fo documents can be refused when disclosure
would undermine the protection of commercial interests of a natural or legal person, including intellectual
property.

The sludy submitted by Adama Is protected by intellectual property rights inasmuch as, on the one hand, it
contains information and know-how about the way in which tha study was conducted, and on Ihe other
hand, it Is eligible for data protection under Article 59 of Regulation 1107/2008 once it is used by the
Commission lo desive a relevant end point. This means that the siudy Is commercially valuable for the
owner as it Is eligible for protection and related compensation fees.

If that study was simply disclosed to lhe public, lhird parties could benefit from the information contained
therein to prepare their own dossier submissions ahead of time and wilhout following the normal data
compensation process. This would adversely affect Adama’s commercial Interests, including intellectual
property rights, while rendering the inveslments made in the devalopment of lhe study worthless. On that
basis, the study as well as all summaries, assessments and other documents included in the study may
not be disclosed, as this could jeopardize the protection of the owner's intellectual property rights.

Moreover, as menlioned, the mathodology followed by the persons involved in the study is part of lhe
owner’s know-how and experience in the way it has prepared its submissions under the renewal process
set oul by AIR3. Such information and know-how if disclosed would give competitive advantage lo third
parties. For this reasan, EU Courts have eslablished that informalion involving commercially sensitive
information and covered by professional secrecy is given wide protection under general principles of EU
law and the fundamental right o the proteclion of business secrets enshrined in Article 338 TFEU, Article
7 of the Charter of Fundamental Rights of the European Union and Arlicle 8 of the European Convenlion
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The present case is also comparable to certain paris of a case brought against another EU body, the
European Chemicals Agency (ECHA) (Case T-245/11, ClientEarth and International Chemical Secrelariat
v ECHA). While the legal framework in that case is partly different, the reasoning regarding the need to
balance the prolection of commercial inlerests is similar. In that case, ClientEarth made a request lo
ECHA lo disclose manufacturars and importers name and precise lonnage bands of 358 subslances
(including informalion relaled to substances allegedly carcinogenic and loxic to reproduction). ECHA
refused lo granl access lo the information on various grounds, including that disclosure of that information
was deemed lo undermine the proteclion of commercial interest under Ardicle 118 of the REACH
regulation. The Court ruled in favour of ECHA on this point. When weighing the competing interests, the
Court did not find any overriding public interest justifying the disclosure, and thus no breach of Art. 4(4) of
the Aarhus Convention, such that ECHA correctly applied the "commercial interest" exception.

Analogously in (he present case, access to Adama's sludy on glyphosate should be denied on grounds
that it would harm Adama'’s commercial interasts in the proper functioning of the ongoing renawal process
as well as protection of its know-how and commercial secrels, in tha absence of proved overriding
interests in disclosure. Under such cisrcumstances, the balance of the interests at stake leans towards the
refusal of access to the reporting tables on glyphosate.

1y Exception of Article 65(3) of Requlation 1107/2009: disclosura would adversely aifect the
confidentiality of the identity of persons involved in animal testing

Article 63(2) of Regulation 1107/2009 contains a non-exhaustive list of types of information that would
normally be deamed to be confidential which includes, amongst others, names and addresses of persons
involved in testing on vertebrate animals.

This is supported by the Commission's General guidance on information that may be removed.® This
reflects @ common understanding such that cerlain data on the conleni of the active substance, in
particular as regards impurities, and physico-chemical data concerning the active substance attract
confidential treatment.’

Accordingly, those particulars must be in any event removed from the studies as they would otherwise
endanger the integrily of the concerned individuals.

We look forward to hearing from you and meanwhile remain available should you have questions.

Yours sincerely,
Jolnt Managing Partner

General guidance on Infemnation that may ba removed {blackencd) from rappereur Member Stale assessment cepons belgre provision o
third parting, rev 1-5 of August 2014,

See for example Jolnad Casas C-433/03, C-11/04, C-12/03 and C-194/03 ABNA Lid artd Othiors v Sucrtary of Stato for Hoatth and Gthors
(2005) ECR 3- 10423, paragraph 82
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efsam

Eurapean Food Salely Authorily

HEAD OF THE LEGAL. AND REGULATORY AFFAIRS UMIT

22 JAN 2016

Ref. JEEEmm (2016} - out- 15181951

ADAMA !eutsc!land GmbH Northern

Edmund-Rumpler-Strasse 6
D-51149 Koln
Germany

Subject: Consultation on an access to documents request related to the study
you submitted to EFSA for the renewal assessment of the active
substance glyphosate in the framework of Regulation (EC)
N® 1107/2009 and it's implementing Regulation {(EU) N° 844/2012

Ref,: PAD 2015/143

According to Article 41{1) of Regulation (EC} No 178/2002! access of citizens to the
documents held by EFSA is governed by Regulation (EC) No 1049/20012, The Regulation
applies to all documents heid by EFSA, /.e. documents which it has produced or received,
In all areas of its activity (herelnafter the "PAD Regulation”).

EFSA has received a request by a non-governmental organisation for public access to
documents. The public access request concerns the study you submitted to the EFSA for
the renewal assessment of the active substance glyphosate® in the framewark of
Regulation (EC) No 1107/2009* and it's implementing Regulation (EU) No 844/2012°,

Pursuant to Article 4(4) of the PAD Regulation, EFSA is hereby consulting you on the
disclosure of the study with the following reference:

_(2001)
Carcinogenicity Study with Glyphosate Technical in Swiss Albino Mice

TOXI: 1559.CARCI-M FSG
GLP: Y, pubtished: N
2309396 / ASB2012-11491

! Regulation (EC) Ho 178/2002 of the European Parliament and of the Councll of 28 January 2002 laying
down the general principles and requirements of food law, establishing the European Focd Safety Authority
and laying down procedures in matters of food safety, Q) L 3¢, 1.2.2002, p. 1-24, as last amended.
Regulation (EC} Mo 1049/2001 of the European Parilament and of the Cauncll of 3¢ May 2001 regarding
public access to European Parliament, Council and Commission documents, QJ L 145, 31.5.2001, p. 4348,
applicable to EFSA, http://www.euronarl.europa.eu/ReqData/POF/r1049 en,pdf.
European Food Safety Authority, 2015, Canclusion on the peer review of the pasticide risk assessment of
the active substance glyphosate. EFSA Journal 2015; 13(11) 4302 pp. 107 doi:10.2903/}.efsa.2015.4302,
avallable at: h W n
' Regulation (EC) Mo 844/2012 of the European Parilament and the Councll of 21 October 2009 concesrning
the placing of plant pratection products on the market, O} L 309, 24.11.2009, p. 1-50.
Commission Implementing Reguiation (EU) No 844/2012 of 18 Septernber 2012 setting sut the provisions
necessary for the implementation of the renawal procedure for active substances, Q) L 252, 19.9.2012, p.
26-32.

European Food Safety Autharity = Via Carlo Hagno LA « 43126 Parma = {TALY
Tel. + 190521 036 111 » Fax + 39 0521 036 110 » www.efsa.europit.eu



efsam

EFSA would like to consult with you, to ascertain whether any exception to disclosure in
the sense of Article 4 of the PAD Regulation may apply. We would appreciate to receive
your reply with the following information regarding the study:

- an indication of any parts of the study which in your view should not be released
as a disclosure would undermine intellectual property or another interest of
Article 4 of the PAD Regulation;

- the reason(s) why these parts should in your view not be released, substantiating
the grounds for protecting the information.

Please note that the PAD Regulation provides that, should only a part of the documents
for which public access is requested fall Into an exception to disclosure, the remaining
parts shall be released,

To enable EFSA to reply to the request for public access within the time period laid down
in the PAD Regulation, we would like to receive your reply by 28 January 2016 at the
latest. If we have not received a reply by this date and/or in case of an insufficiently
substantiated negatlve answer, EFSA will declde on the access request in accordance
with the PAD Regulation.

We would be grateful if you could inform us timely on your point of view, by replying to
this e-mail.

You can reply by writing to:
EFSA Public Access Team

ce: R (EFSA)



B
Head of Legal & Regulatory

Affairs

European Food Safety Authority
(EFSA)

Via Carlo Magno /A

43126 Parma

[taly

Paris, 13 May 2016

By Registered Email with return receipt t

Fax (+_ and Registered Letter

with Acknowledgement of Receipt

Yourref. PAD 2016/023

Re: PAD 2016/023 CA- Additional celarifications for a substantiated decision to be taken by
the EFSA in reply to the pending confirmatory application under Regulation (EC) No
1049/2001, in relation to our study on the active substance Glyphosate submitted in
accordance with Regulation 2010/1141 (AIR2)

Deo SIS

We, as representative of Nufarm GmbH & Co KG (Nufarin), refer to your letter of 4 May 2016 that
seek additional clarifications on some aspects of the confidentiality claims of our Client in relation to
the study report “Dietary carcinogenicity study in the mouse " {2009) sent by Nufarm on behalf of the
Glyphosate Task Force to the Rapporteur Member State Germany on 24 March 2011 (hereinafter
referred as the ‘"Study"), in the context of the renewal of glyphosate under Regulation (EC) No
1107/2009 and Regwlation (EC) No 844/2012 (hereinafier referred as "AIR2").

In Nufarm’s letters dated 28 January 2016 and 4 April 2016 (copies enclosed), Nufarm has already
responded to the initial request for access to the Study, raising objections against disclosure, notably
based on Article 4(2) first indent of Regulation (EC) No 1049/2001 {hereinatter referred as the “PAD
Regulation”) referring to protection of commercial interests,

Meanwhile, we hereby confirm Nufarm’s initial position based on our previous arguments, which
remain unaltered. However, in response to your last request, Nufarm would like to add additional
clarifications,



@)

b)

First of all, it must be noted that the system of exceptions laid down in Article 4 of Regulation
{EC) No 104972001, particularly in Article 4(2), is based on a weighing of two upposing

intecests in o given situption: on the one L, the interests which wonld e Gavored by (he

disclosure of the docmmenty at stake and, on the other hand, those which would e
jieopardized by such disclosure.

That is to say that the decision taken on a request for access to documents directly depends on
which inferest must prevail in the matier at hand (Judgement of the Court (Fifth Chamber), 14
November 2013, Joined Cases C-514/11 and C-605/11 P, LPN and Finland v Commission).

Where the exception invoked is one of those set out in Article 4(2) of Regulation (EC) No
1049/2001, the Institution is under the obligation to examine and investigate the detailed reasons
invoked in order to potentially disclose the information at stake.

In the present case, the Requestor merely argues that « given the importance of the five above-
mentioned studies, is EFSA considering their publication to enable an informed debate on such
an_important issue (...)", without even further detail his overriding interest in such access.

Yet, as the EFSA reminds the Company in its letter sent 4 May 2016, it is essential for the
Institution to be able to appreciate and evaluate the different interests in question in order to
ensure a consistent and harmonious interpretation of EC Regulations.

From the analysis of the documents you kindly annexed to your last letter, such documents do not
even contain details as the potentizl existence of an overriding public interest.

However, it appears that equal treatment between interested parties implies that not only
the Company but also the Requestor are likely to give sufficient justifications on their
vespective interest as to permit the EFSA to take a “substantiated decision”.

Therelure, in the absence ol a demonasteniion of an overriding public interest an disclosure
applying o this regquest, itis, again, required, (rom the EEFSA o ot disclose the Study,

Beyond, it shall be added that pursuant to Article 39 (2) of the TRIPS Agreement, it appears that
any natural and legal persons shall prevent from any disclosure of information which:

“(a) is secret in the sense that it is not, gs a bedy er in the precise configuration and assembly of
its components, generally kmown among or readily accessible to persons within the circles
that normally deal with the kind of information in question;

(b) hus cammercial value because it is secref; and

(c) has been subject to reasonable steps under the circumstances, by the person lawfilly in
control of the information, to keep it secret”.

Yet, as you obviously know, it is necessary to interpret the provisions of Regulation (EC) No
1 107/2009, especially Articles 63 (2) and 59 (1), in a balanced and proportional manner, so as to
ensure that they do not contradict the provisians of Article 39 (2) of the TRIPS Agreement, which
protect commercially valuable information, considered as “¢ hodp”, from public disclosure.




On the value of such provisions, the General Court clearly admitted that “the provisions of the
TRIPS Agreement, which is part of the WTO Agreement, signed by the Community cndd
subsequently approved by Council Decision 94/800/EC of 22 December 1994 concerning the
conclusion on behalf of the European Community, as regards matters within its competence, af
the agreements reached in the Uruguay Round multilateral negotiations (1986-1 994), constitute
an integral part of the European Union legal order. Where there are European Union riles in
a sphere concerned by tlie TRIPS Apreement, European Union law will apply, which swill mean
that it iy necessary, as fur as possible, to adupt an interpretation in feeping with the TRIPS
Agreement, although no direct effect may be given to the provision of that agreement at issue (see
Case C -431/05 Merck Genéricos — Produtos Farmacéuticos {2007] ECR 1-7001, paragraph 35
and the case -law cited)” (Judgement of the General Court (Second Chamber), 8 October 2013,
Case T-545/11, Stichting Greenpeace Nederland v. European Commission).

In the light of the foregoing, it is thus necessary to ensure that Regulation (EC) No 1107/2009 is
interpreted consistently with article 39 (2) of the TRIPS Agreement.

Yet, the content of the Study in question talks for itself, and pursuant to articte 39 (2) constitute
an assembly of components which has to be protected as an indivisible whole.

This means, on the one hand, that almost all the paragraphs of the content contain sensitive data,
whether test material and experimental preparation or methads. Yet, such information is expressly
“deemed to undermine the protection of the commercial interests or of privacy and integrity of
individuals” under Article 63 (2) of Regulation (EC) No 1107/2009.

This relates to protected know-how relating to the scientific and technical expertise of the
Company, which disclosure could undermine its market position.

On the other hand, no further information contained could be clearly understood without such a
sensitive data, unless making an erroneous interpretation of the remaining content which could
deeply jeopardized the position of Nufarm as well as the normal course of the procedure [See our
related point on Article 4(3) of the PAD Regulation in our previous reply dated 4 A pril 20016]).

Indeed, the secret information contained in the Study is understood “ay_a body” or only “in _the
precise configuration and assembly of its components” which makes it impossible to be isolated
from the rest of the Study,

That is why the relevant background information backing the EFSA's conclusions as well as the
sanitized supplementary summary dossier for the AIR Il renewal procedure, where detailed
descriptions of the toxicological studies are available, have been published.

For all the above-mentioned reasons, the Study cannot be deprived from its commercial sensitive
information as listed in Article 63(2), which is exclusive data owned by Nufarm as regards
Article 59(1) of Regulation (EC) Na 1107/2009.

Furthermore, it is relevant to underline that Article 16 of the PAD Repulation referring to
copyright expressly includes an exception to such a Regulation when copyright may limit a third
party's right to reproduce or exploit released documents. Such Study, being covered by copyright,
cannot be released.




Any disclosure ol information_contained in (he Strdy at issne would sevionsly disturh {he
balance estalilished hv the Furopean 1nion legistature, for companies which only have
followed the venewst procedine for aclive substances provided for in the Repulntion (1)
No 114772809,

Furthermore, it is worth noting that the General Court has clearly underlined that “it tray he
impossible to pive reavons justifving the need for confideatiolity i respeet of each individiued
document without disclosing the comtent_of the docianent and (hereby defeating the very
purpose of the exception (Terezakis v Commission, paragraph 71). In the present case, the
Commission clearly indicated that, independently of the position of the Member States, the
exception upon which the Commission based its refusal is that provided for in the first indent of
Article 4(2) of Regulation No 1049/2001. That is in accordance with the judgment of the Court of
Justice in IFAW (paragraphs 68 und 99). In addition, as the applicant has correctly pointed o,
the Commission actually adopted a succinct statement of reasons closely reflecting the words of
the first indent of Articte 4(2) of Regulation No 1049/2001 " (Judgement of the General Court
(Second Chamber), 19 January 2010, Joined Cases T-355/04 and T-446/04, Co-Frutta Soc. coop.
v, Buropean Conunission).

In essence. the EFSA is asked to cnsure to cover the whole content of the Studv by the
exception of Article 4(2) of the PAD Regulation and_Article 63 the Regulation (EC) No
1107/2009,

¢) However and beyond these selfsufficient legal basis and grounds, Nufarm is abviously
particularly aware of the political questions surrounding a true public concern evoked, political
issues raised by Commissioner Vytenis ANDRIUKAITIS in its letter dated April 4, 2018, sent to
the Chair of the Board of the Glyphosate Task Force.

Consequently, Nufarm would like to draw, in this respect, the attention of the EFSA on the
proposal of a data room with the 14 carcinogenicity studies available, within the terms, conditions
and limits of the letter sent by Dr. S Coard of the Glyphosate Task
Force to Commissioner Vytenis ANDRIUKAITIS on the same date, April 4, 2016.

L

In the light of the foregoing, we hereby, and once again, confirm formally our objection for disclosure,
except within the situation described in paragraph c) above.

We are looking forward to hearing from you.

fn the meantime, we remain at your entire disposal

Yours sincerely,
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Christophe
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Copy to:

European Regulatory and
Development Lead
Nufarm GmbH & Co.KG
St Peter-StraBe 25

4021 Linz

Austria

o-mat: [y

Re: Your letters of 4 April and 28 January 2016 related to the access to
documents request on glyphaosate concerning your mouse study

Ref.: PAD 2016/023

Thank you for your letters of 28 January and 4 April 2016 in which you outlined your
concerns with respect to the request in question and you submit a request to certain
documents held by the European Food Safety Authority (EFSA). I am writing to you to
seek additional clarifications on some aspects of the confidentiality claims you put
forward in your letters with respect to a mouse study you submitted to EFSA for the
renewal assessment of the active substance glyphosate (herelnafter “your study”) with
reference:

. (2009)
Glyphosate Technical: Dletary carcinogenicity study in the mouse
SPL 2060-0011 NUF
GLP: ¥, published: N
2309412 / ASB2012-11492

First of all, in reply to your request In this sense, [ am pleased to inform you that EFSA
hereby grants you access to the following documents, enclosed to this letter:
- The first request for access to document from the NGO Corporate Europe (CEO)
of 10 December 2015,
- EFSA's first reply following our consultation with you, of 5 February 2016,
- The CEQ confirmatory application of 12 February 2016,
- The clarification e-mail to the confirmatory application, narrowing down the
request to three mouse studies, sent on 17 February 20186.

Furagean Food Safely Autiority » Via Carla Magno LA + 43126 Parma » ITALY
Fibo # 3905210035 £11 » Faxc + 390521 036 110 « wvrw alsa.curopa.cu
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In relation to the concerns outlined in your letters, EFSA seeks clarifications to take a
substantiated decision in reply to the pending confirmatory application under Regulation
(EC) No 1049/2001' (hereinafter the “"PAD Regulation”). We kindly ask you to reply to
the below questlons linked to your claims:

1) EFSA's peer-review of the active substance glyphosate was finalised on 30
Octaber 2015 and the Conclusion published en 12 November 2015 As regards
the on-going decision of the EC and Member States, we would like to receive
substantiation why the release of this study would “seriousfy” affect it>,

2) As regards the information indicated in Article 63(2)(g) of Regulation (EC) No
1107/2009* which “shall normally be deemed to undermine the protection of the
commercial interests or of privacy and integrity of individuals” concerned, please
clarify if there is an interest of these laboratories laid down in Article 4 of the PAD
Reguiation that is likely to be affected by the disclosure.

3) EFSA would need to know if according to your view the study could be released
deprived from the commercial sensitive information as listed In Article 63(2). If
this would not be the case, please indicate why the rest of the study Is also
covered by Article 63(2) of Regulation (EC) No 1107/2009. For this purpose, we
would be grateful if you ¢could detall the fellowing:

The Identification of elements to be kept confidential within the scope of Art.
63(2), line by line in the PDF version of yaur study;

The verifiable justification of each claim and evidence that if this Information
is disclosed that Nufarm's commercial interest will be undermined.

4) Please clarify the extent of the profassional secrecy in the information contained
in the study requested.

S) As regards data protection please specify which information In the study at hand
Is exclusive data owned by Nufarm and for which protection in terms of reuse or
exploitation of the data can be still claimed as provided in Art. 59(1), last
paragraph, of Regulation (EC) No 1107/2009. In this regard, piease also specify
your viewpoint how the sharing of the study for reassessment purposes, public
scrutiny or academic use affects the protection of proprietary data under Article
59 of Regulation (EC) No 1107/2009.

Finally we would like to know if Nufarm intends to publish the study in question, and if so
when.

To enable EFSA to reply to the request for publlc access within the time period laid down
in the PAD Regulation, we wouid like to receive your reply by 13 May 2016 at the
latest.

Regulation (EC) Mo 104972001 of the European Parliament and of the Council of 30 May 2001 regarding
publlc access to European Parllament, Counc!l and Commission documents, OJ L 145, 31.5.2001, p. 43-48,
applicable to EFSA.

?  EBuropean Food Safety Authority, 2015. Conclusion on the peer revlew of the pesticide risk assessment of
the actlve substance glyphosate. EFSA Journal 2015;13{11):4302 pp. £07 doi:10.2903/).efsa.2015.4302,
available at: http:ffwww. efsa.eurcna eu/nn/efsn Ifnub/4302,

¥ In addition, please allow rme ta clarify that the EFSA's Management Board declsion you mentionad in your
first letter is nat any longer in force. The valld decislon was adopted on 16 Septerber 2003, please see
EFSA’s Management Board Decislon concerning Access to documents, of 16 September 2003, available at:
Iibp:ffwww efsa europa.eu/sites/defmlt/llas/assats/dossaccas X

' Regulation (EC} Mo 1107/2009 of the European Parfiament and of the Councll of 21 October 2009

concerning the placing of plant protection products on the market and repeallng Council Directives

79/117/EEC and 91/414/EEC, O) L 309, 24.11.2009, p, 1-50, as last amended.
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If we have not received a reply by this date and/or in case of an Insufficiently
substantiated answer, EFSA will decide on the access request in accordance with the PAD
Regulation and Regulation (EC) No 1107/2009.

A
Yours sircerel
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Subject. Re ADols of scientific experts from natlonal competent authorities

Dear@ b m

| hope this emall finds you well, Sorry to insist but | haven't received a response ta my question on the DOIs of the
authors of the glyphosate peer review, probably it slipped through? | was wondering whether it was all experts of
the Mammalian toxicotogy group or whether it was only some of them, and/or other peaple as well? If so, and if it's
nat too burdensome, could yau send me a complete list of names so that 1 can downlead the DOIs?

Also, | wanted to follow up on this question sent to you [ast 24/11 :

"Given the importance of the five above-mentioned studies, is EFSA considering their publication ta enahle an
informed debate an such an important issue, all the more that, since glyphosate is no longer covered by patent
protection and is widely used all aver the industry, the usual argument about the need to protect commercially
sensitive information is unlikely to apply here?”

This question referred to the 5 mouse studies that ; 22 HESHEA insisted had played such an important role in
reaching a different conclusion than 1ARC in the interpretation of the animal evidence but that !ARC could nat access
in full because they were sponsored by industry and as such deemed ta contaln commercially sensitive elements.

EFSA's response ta this question was the following:

"All versions/updates of the risk assessment report and the addendum regarding the IARC assessment are publicly
available on EFSA’s websita,

This includes detailed information about the assessment and appraisal of alt studies considered by EFSA and
Member States as part of the peer review process, including studies submitted by industry. The documents, as you
will see, run to several thousand pages.

Typically, the amount and type of infarmation made available by EFSA about individual papers/studies Is comparable
to the amount of Information contained within articles published in the open scientific literature (also bearing in
mind that the raw data behind studles, including for so-called ‘independent studies’, is very rarely published in the
open scientific literature).

For example, if you follow the link on our website to the documents | mention above, open the file
4302add_public.pdf, and go to page 1012 you will see extensive information and comments from the Rapporteur
Member State on each of the long-term studies assessed regarding carcinogenicity.

The information published by EFSA about the studies assessed, including industry studies, is now in the public
domain, aliowing any arganisation or individual to scrutinise the European peer review of glyphosate that was
carried out by experts from all 28 MS5. We would encourage anyone with an interest in our work to review this
information.”

The debate in Brussels last week between gﬁ, f&ﬁ ‘.-'H from EFSA and 3



Em from IARC made clear that the levei of information disclosed hy EFSA in its published documents was
Insufficient and that access to these studies' raw data was necessary to enable a meaningful contradictory
assessment of these studies between the twe institutions.

| would therefore like to ask to have access, in line with €U Regulation

1049/2001 on access to documents, ta these studies’ full version including raw data.

Kind regards

Corporate Europe Observatory (CEQ)
Rue d'Edimbourg 26

1050 Brussels - Balgium

Eh_ @corogratesurone.ore

www.corporatesuroge.arg

g

TN bk
L=

Sign up to CEQ's e-nawsletter:
httg:[[www.corgorateeuroge.arg[subscribe-our-newsletter

il
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L1(20£6) - out - 15252298

Carporate Europe Observatary {CEQ)
26, Rue d'Edimbourg

BE-1050 Brussels

Belgiuem

g-mall; E:&‘m@cmggrateeumge.org

Subject: Your application for access to documents of 10 December 2015
Ref.: PAD 2015/143

’

[ refer to your e-mail submitted on 10 December 2015 by means of which you
requested access to "the 5 mouse studies' full version including raw data (...} that
Mr Tarazona insisted had played such an Important role in reaching a different
conclusion than IARC in the interpretation of the animal evidence” (hereinaiter the
"Studies”) in accordance with Regulation (EC) No 1049/2001! {hereinafter referred
to as the "PAD Regulation”). Having carefully considered your request, we regret to
inform you that EFSA is not in the positlon ta release the requested Studies to you.

EFSA interprated that your request refers to the five long term toxicity and
carcinogenicity mice studies that are mentioned in the section "Carcinogenicity” in
the background document to the EFSA Conclusion published on 12 October 20162,
notably:

1) 18-Month Qral Oncogenicity Study In Mica

2) Carcinogenicity Study with Glyphosate Technical in Swiss Albine Mice

3) Glyphosate Technical: Dietary carcinogenicity study In the mouse

4} A chronic feeding study of glyphosate (Roundup technical) in mice

5) Glyphosate -~ 104 week combined chronic feeding/oncogenicity study In rats

with 52 week Interim kilt (results after 104 weeks)

EFSA has consulted the five owners of the Studies submitted in the frame of the
renewal of the authorisation for the active substance Glyphosate under Regulation
(EC) No 1107/2009” and Commission Regulation {EU) No 1141/2010° as amended
by Commission Implementing Regulation (EU) Mo 380/2013% In particular, in
accordance with Article 4{4) of the PAD Regulation, EFSA lialsed with the owners
with a view to assessing whether these partially or entlrely fall within the

' Regulatlon (EC) Mo 1049/2001 of the European Pacllament and of the Councif of 30 May 2001
regarding public access to Ewropean Parltament, Councll and Commission docurnents, OF L 145,
31.5.2001, p. 43-48, applicable to EFSA,

! Available at httn: /fwww efsi.eurona.eu/sites/default/files/17102_alvphipsats complenientacy.pef

" Regufation (EC) Na 1107/2009 of the European Parllament and of the Councll of 21 October 2009
cencemning the glacing of nlant pratection products on the market and repealing Councll Directives
79/117/EEC and 91/414/EEC, Q) 1. 309, 24,11,2009, p. 1 50.

Commission Regulation (EU) Mo 1141/2010 of 7 December 2010 laying down the procedure for the
renewai of tha inclusion of a sacond growp of active substancas 'n Annex | ta Councll Directive
91/414/EEC and establishing the lst of thosa substances, O] L 322, 8.12.2010, p, 13-19,
Commission Implementing Regulation (EU) No J80/2013 of 25 April 2013 amending Regulation {Et)
o 1141/2010 as regards the submission of the supplementary complete dossier to the Authority,
the ather Member States and the Commission, 01 L 114, 26.4.2013, p. 4,

trpaan Food Safzty Autharity « Wia Carle Maaons (A « 92125 Parma s ITALY
Foo+100520 036 4 G+ Fax £390521 015 11 126 » wyrvr. (s3.2uropa.eu
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exceptlons to disclasure foreseen In the PAD Regulation. Four of the owners
consulted replied to EFSA; one of the consuitations is stili pending.

The data owners provided Justifications to support the refusal of the access request

based on the faollowing grounds:
These Studles are cavered by the exception foreseen by Asticle 4(2) first
Indent of the PAD Regulation, namely the pratection of "commercial interasts
including intellectual property rights” and their full protection is also the
direct consequence of the qualification as confidential of Informatlon
contalned in the Studies under the terms of Article 63 of Regulation (EC) Ma
1107/20609,

As highlighted by the owners of the Studles, the Studies requested Include
pratected know-how relating to the sclentiflc and tachnlcal expertise in
conducting these Studies, disclosure of which will undermine the competitiva
position of the companies.

These unpublished Studies are owned by the companies and contain
property data that if released will jeopardise the exercise of their intellectual

property.

These decuments Include businass and data property of the owners and their
disclasure will undermine thelr commercial Interests.

Finally disclosure of the Studies would provide access to commercial
Informatian, resulting from an Investment of the owners both In terms of
time and resources, which could be used by potential compeatitors in
particular outside the EU,

Having considered the argumants put forward by the owners of the Studies and
after having carefully carried out @ concrete examination of the Studies falling In
your request, EFSA concludes that the Studies are protected In application of Article
4(2), first indent, of the PAD Regulation, namely the protactlon of “commercial
interests and Intellectual property rights”. Please nate that these Studies are also to
ba protected in application of Article 63 of Regulation (EC) No 1107/2009, as they
classify as confidentlal information.

Moreover, EFSA has specifically undertaken the balance of interests at stake in
application of the PAD Regulation, and concluded that na overriding public interest
on disclosure applies to this request,

Indeed the public Interest of accessing background Information relating to the
renewal of approval of this active substance, in accordance with Article 38(1)(c) of
EFSA's Founding Regulation®, is granted by baving published the relevant
background documentatlons backing the EFSA's conclusions published at the
following {ink http://www.efsa suropa. n/press/news/151119a.

This Includes as well the sanitised supplementary summary dossler for the AIR 11
renewal procedure where detailed descriptions of the toxicological studies are
available {MII, sectlon 3, pp 502f).

Therefore, given the fact that the accessibility of the Studies, In particular to
competitors, would put at risk the commercial Interests and intellectual property
rights of the owners of the Studles, their disclosure would be disproportionate ta
tha objectlve that Is necessary to attaln, [n fact EFSA considers that the information
granted to the public at larga within this particular renewal process satlsfles a good

Regulatlon {(£C) Mo 178/2002 of the European Pacllament and of the Councll of 28 January 2002
laying down the genaral principles and requirements of food lav, establishing the European Food
Safety Authority and laylng down procedures In matters of food safety, OF L 31, 1.2.2002, p. £-24,
15 Jast amended.
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lavel of transparency that is proportional to the protection of the commerclal
interests and intellectual property rights of tha awners,

[t follows that the Studies requested are net disclosed to you in appiication of the
axceptions to disclosure provided for in the PAD Regulatlon, namely Asticle 4(2)
first indent (praotection of “commercial Interests Including intellectual property

rights”) as carnbined with the provisions sat cut in Article €3 of Regulation (EC) Ne
1107/2009,

To exercise your right to appeal against this negative decislon by a confirmatory
application, yau may write to EFSA at the address below. You have fifteen working
days from raceipt of this letter to appeal. Beyond this deadline, your initial request
wiil be considered as fully satisfled. In case you submit a confirmatory applicatlon,
EFSA will infarm you of the outcome of this re-examination of your request within
fifteen working days of receipt, either by granting you access to the dacuments or

by confirming the refusal, In the latter case, you will also be Informed of any
further appeal routes availabla,

Furthar correspondence must ba sent ta:




b L
Fromw L -@corporateeurope org>
Sent: 12 February 2016 15:18
To: EFSA.public.access.to.documents
Cc P R P T
Subject: PAD 2016/023 CA _ Re: PAD 2015/143_Reply_Your request of public access to
documents of 10 December 2015
Follow Up Flag: Read
Flag Status: Flagged

thank you for your response toa my access to documents request,

| understand - and expected - that the awners of thase studies would not agree to the full disclosure of these
documents in the name of the commercials Interests exception foreseen in the 1049/2001 Regulation, and |
understand and accept that EFSA is bound to respect thelr preferences in this domain.

However, | do not accept the suggestion that the whole content of the documents wauld be covered by this
exception. Furthermore, | do not accept that the commercial interests at stake would be so sensitive as requiring
being redacted: we are talking here about studies performed, for most of them, more than 15 years ago, on a
product whose last related patent expired in 2000 and which now being manufactured by several different
companies. The fact that the glyphosate renewal dossier was written and submitted by the Glyphosate Task Force,
in itself a group including most contemporary manufacturers of glyphosate, is a strong Indication that the content of
these studies has already been shared among maost relevant competitors, which makes the studies’

owners' argument that secracy would be needed to keep a competitive edge much less credible.

As a consequence, | am herewith appealing EFSA's decislon to not publish a single word of these studies and urge
you to:

- doubie-check the redacting requirements of the studies' owners;
- send me these studies with the actually commercially sensitive sections redacted.

) understand that the amount of work Involved is going to be significant and | am ready to be flexible in terms of
deadline; but not in terms of principle. Mareover, the public sensitivity of this particular dossier makes it 2 good
case for testing EFSA's ambitions in terms of data transparency,

With kind regards,

Le 05/02/16 18:13, EFSA.public.access.to.documents a écrit :

> Dear m.

>

>

>

> Please Fnd attached the reply letter referenced 15252298 from : EEI
R 0 .| the Legal and Regulatory Affairs Unit of EFSA.

i

Bkl
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Yours sincerely,

Public Access to document Team

Legal and Regulatory Affairs Unit

V VYV VYV VNV VNV VYV

> *Description: Description: Description: Desceription: Description:
> Description: Description: Description:

» cid:imaged0l. 01CFAF1E.ER7FRISO"

=

-

>

> Via Carlo Magno 1A

>

> 1-43126 Parma

> |taly

> <mailto [

> www.efsa.europa.ey <httg:[[www.efsa.euroga.eu[:»
-]

> twittar.com/EFSA_EU <http://twitter.com/EFSA EU>*Description:

> Description: Description: Description: Description: Description:

> Description: Description: cld:image002.ipe @O1CFAFLE EBTFBISOY

> <http://www.goag[e.it/url?q:https:l/about.twitter.cumlpress/brand-asse

> ts&sa:U&el:jwMSU&WOHaaPOKyngA&vedaﬂCBUQQQEwAA&usg:AFQjCNHDUfJp_sk_-mq
> blhUTePVgcZ7RNg>

>

> yoututie.com/EFSAchannel <http: outubs.com/EFSAchannel> *Description:
> Description: Description: Description: Description: Description:

> Description: Description: cid:image003.jog@01CFAF1E.£37FB350"

> <http://www.gougie.lt/url?q=http://commons.wikimedla.urg/wiki/FlIe:Sol

> id_color_You_Tube_logo.png&sa:U&ei:E-wMBUSCxDqSO4ATanHng&ved=UC88Q9QE
> wAARUSg=AFQCNEZbOYMEVSGnITwITgfFRIVRnerCe>

5

> [This e-mail, Including its attachments, is intended only for the use

> of tha recipient(s) named above, Unless you are a named recipient (or

> authorised by a reciplent), access ta this e-mail message or any

> disclosure or copying of its content, or any action taken in reliance

> an it Is unauthorised and may be unlawful. If you are not the

> intended recipient, please let the sender know immediately./__

-

>

>
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From:
Sent:
To:
Cc: 3 ' e

Subject: PAD 2016/023 CA addltu:m to my conhrmatnry request on access to documents

Follow Up Flag: Read
Flag Status: flagged

i whom | am meeting tomarrow, L35

i would like to add a precision to my canfirmatory request on access te documents sent to you last Friday (2016-02-
12 15:18). My original request was an five studies, and | would like to narrow my confirmatory request to the
following three:

- “Carcinogenicity Study with Glyphosate Technical in Swiss Albino Mice”
{2001), following OECD Guideline 451 & GLP — study owned by tha Israeli pesticides company ADAMA Agan Lid

- “Glyphosate technical: Dietary Carcinogenicity Study in the Mouse”
{2009), following OECD Guideline 451 & GLP ~ study owned by the Australian pesticides company Nufarm

- “HR-001: 18-Manth Oral Oncogenicity Study in Mice” (1997), following fallowing QECD Guideline 451 & GLP —
study owned by the Japanese pesticides company Arysta LifeSciences Corporation

You will see from an article | published today

-avidence-withheld-trade-secret-eus-contraversial-risk-assessment-

glgghosat

that | am essentially asking EFSA to send me these studies with all items deemed a trade secrets redacted, in order
to allow the scientific debate to pragress. 1 understand this is a substantfal work, but at the same time this is also the
best opportunity EFSA has to demanstrate its good will in terms of data transparancy so... It could also be an
opportunity to measure the cost of such an action in the present legal conditions, in itself an important dimension of
the debate. | therefore hape that EFSA will da its best to disclose these studies to me.

Kind regards

Corporate Europe Observatary (CEO)

Rue d'Edimbourg 26



1050 Brussels - Belgium

Eﬁ;ﬁl cornarateesurape.ory

www.corporateeurope.org

Sign up to CEQ's e-newsletter:
htto://www . corparateeurope org/subscribe-our-newsletter






R
Head of Legal & Regulatory Affairs
European Food Safety Authority
(EFSA)
Via Carlo Magno I/A
43126 Parma
Italy

Paris, 4 April 2016

By Registercd Email with return receipt

Fax DSy ond Registered Letter with

Ackmowledgement of Receipt

Yourref, PAD 2016/023

Re; PAD 2016/023 CA- Consultation uader Article 4(4) Reg. - Confirmatory Application for Public
Access under Article 7(2) of Regulation 1049/2001 to our study on the active substance
Glyphosate submitted in accordance with Regulation 2010/1141 (ATR2)

Denr Mr RN

We, as representative of Nufarm GmbH & Co KG (Nufarm), refer to your letter of 23 March 2016 informing our
client about the confirmatory application for public access to Nufarm’s study report Dietary carcinogenicity
stucly in the mouse’ (2009) sent by Nufarm on behalf of the Glyphosate "Task Force to the Rapporteur Member
State Germany on 24 March 2011 (the ‘"Study"), in the context of the renewal of glyphosate under Regulation
{EC) No 1107/2009 and Regulation (EC) No 844/2012 {"AIRZ").

In Nufarm’s letter dated 28 January 2016 (copy enclosed) Nufarm has already responded to the initial request for
access to the Study, raising objections against disclosure based on Article 4(2) first indent of Regulation (EC) No
1049/2001 (hereinatter “PAD Regulation™) referring to protection of commercial interests.

In view of this Confirmatory Application, we suppose that EFSA has denied access to the Study concermed
taking Nufarm’s argumentation into consideration. However, we have not received capy of any request from the
Requestor nor your decision to deny access and it is therefore not possible for us to analyse the legal grounds and
the Requestor's contentions with a view to exercising Nufarm’s right of defence.

Meanwhile, we hereby confirm Nufarm’s position and in addition to arguments provided in Nufarm’s letter of

January 28, 2016, which remains unaltered and in response to your request based on Article 4 (4) of the PAD
Regulation, Nufarm also invokes exceplions contained in:

1) Article 4(1) b. of the PAD Regulation, protecting privacy and the integrity of the individual,




-~

uThe Institution shall refuse access to a document where disclosure would undermine the protection of:
()

b) privacy and the integrity of the individual, in particular in accordance with Community legislation
regarding the protection of persongl data.”

The Study contains all details about laboratory, individuals and sponsors of the study who could face
retalintion measures from third parties which are against animal testing'.

2) Artlcle 4(3) of the PAD Regulatinn.

The Study has been submitted to EFSA for renewal assessment of the active substance glyphosate and
relates to a matter where the decision has not been taken by the [nstitution.

The glyphosate active ingredient has been and is still subject of great media, potitical and public
pressure. Releasing this Study before final assessment by the Commission could jeopardise the
normal course of the procedure.

Disclosure of Nufarm’s Study to the Requestor is not justified by scicatific arguments and harms the
integrity of the decision-making process with the competent authorities®.

3) Pursuant to Articie 39 of Regulation (EC) No 178/2002,

“By'wrw of derogation from Article 38, the Authority shall not divilge fo third parties confidential
information that it receives for which confidential information has been requested and justified, o).

Thus, articles 38 and 41 (1) of (EC) No 178/2002 you are referring to in your letter of 23 March 2016,
could not nuthorize access to the full Study. As already stated, this Study contained confidential
information such as but not limited to the origin of the technical source of glyphosate and how to
conduct this study (details of works) and thus constitutes an cxception to the application of Articles 38
and 41 (1).

Moreover, the public interest of accessing background of information relating to the renewal of the
active substance glyphosate has been satisfied by providing to the public the necessary documentations
backing the EFSA’s conclusions in accordance to article 38.1 (c) of Regutation (EC) No 178/2002.

4)  Article 39 of TRIPS agreeuents and Articles 59 and 63 _of Regulation (FC) No 1L07/2009
aiiality of data on plant proteciion products,

renneding the confide

Important investments are made on R&D to provide studies. These studies contain commercially
confidential information which is the most important intangible business assets for agrochemical
companies.

In order te protect such investments and stimulate incentives, data, studies and confidential information
are protected namely under TRIPS agrecment (Article 39) and Article 59 and 63 of (EC) No 1107/2009.

I Sce on the notion of personal data: Judgement ol e Furopean Court of Justice (Second Chamber), 16 July 2013, Cuse C-615/13 P, Client
Earth and others v EDPS,

P Askicle 4(3) aof the PAD Regulation enables the Institutions to refuse necess o documents that would risk to undermine the proper conduct
ol the proceiliees at slake (see Judgement of the European General Cout, 13 Novenbis 2015, Joined Cases T-124/14 and T-425/14, Cllent
Fuaeilt v Furopean Colnnission; sce 0150, s regards e obligation fr EFSA (o provide independent information: Anticle 22(2) and (7) of
Regulation (EC) No 178/2002).



Article 3% of TRIPS agreement:

1. In the course of ensuring effective protection against unfair competition as provided in Article 10bis
of the Paris Convention (1967), Members shall protect undisclosed information in accordance with
paragraph 2 and data submitted to governments or governmental agencies in accordance with
paragraph 3.

(-)

3, Members, when requiring, as a condition of approving the marketing of pharmaceutical or of
agricultural chemical products which utilize new chemical entities, the submission of undisclosed fest
or other duta, the origination of which involves u considerable effort, shall protect such duta against
unfair commercial use. In addition, Members shall protect such data against disclosure, except when
necessary to protect the publlc, or unless steps are taken to ensure that the data are protected against
unfalr commerciol use."”

Nufarm’s Study is not in the public domain. Thus, publication of Nufarm’s Study will allow
competitors to use the Study and will jeopardize data protection conferred by Article 39 of TRIPS
Agreements and Article 59 of EC 1107/2009,

In principle, the purpose of Article 63 of (EC) No 1107/2009 is to protect confidential information
against disclosure which would undermine the commercial interest or the privacy and integrity of the
individual concermed.

Moreover, if Article 63 refers to Directive 2003/4/EC of the European Parliament and of the Council of
28 January 2003 on public access to environmental information as a possible exception for its
application, we precautionary would like to mention that this exception cannot apply to the Study of
concem as it was conducted on mice and does not have any link with possible impact on environment.

Nufarm considers that the requirement under Article 10 of Regulation (EC) No 1 107/2009 referred to in
Article 8 (1) to make the summary dossier available to the public excluding Article 63 is sufficient
without the need to make raw data available,

5) Acrticle 16 of the PAD Regulation referring to copyright includes an exception to this Regulation
when copyright may limit a third party's right to reproduce or exploit released documents. This
Study is covered by copyright and thus could not be released.

Moreaver and as already raised in Nufarm’s previous letter, disclosure of the Study would undermine Nufarm's
commercial interests and intellectual property rights in the Study including data protection, know-how and
methodology used for conducting the study and would provide access (o commercial information resulting from
Nufarm’s investments that could be used by competitors included outside the EU, Therefore, Nufarm considers
that the request should be rejected also on grounds of the protection of commereig) interests / intellectual
progperty vights puesuant to Artlele 4(2) fivst indent of the PAD Rcuul:le_l:.

Finally, we have not been provided with a copy of the Confirmatory Application or with the initial request and
therefore are unable to respond to it in full. We therefore request for access lo these documents in order to
provide a fully informed response thereto.

¥ See Judgement of the European General Court (Second Chamber), 19 January 2010, Joined Cascs T-355/04 snd T-H6/04, Co-Fruita Sue.
coop. v European Commission,




Meanwhile, Nufarm’s hereby maintains objections to disclosure as outlined sbove and in its previous
correspendence.

In view of the above, Nufarm considers that there are no grounds to release this study in whole or in part.
Therefore, we consider that the request should be rejected based on exceptions set out in Articles 4(1) b., 4(2),4
(3) and Article 16 of the PAD Regulation, article 39 of Regulation (EC) No 178/2002, s well as Article 39 of
TRIPS agreements and Article 63 of Regulation {EC) No 1107/2009.

Disclosure of this study to an NGO without knowing what is the intention of use would give a completely
unbalanced and potentially biased view of this Study which has to be reviewed in the light of all scientific

elements contained in the dossier. Thus the risk is high if used to undermine the regulatory system underpinning
plant protection products and prejudice the reputation of the entire industry.

LR

In the light of the foregoing, and of any other argument to be added later on once we received more information
on the nature and identity of the requesting party, we hereby confirm formally our objection for disclosure.

By the present letter, and in order to be able o provide further comments, Nufarm requests EFSA to send us a
copy of the letter submitted by the requestor as well as the Confirmatory Application, together with the EFSA
decision which prompted the confirmatory application .

We are looking forward to hearing from you.

In the meantiine, we, of course, remain at your entire disposal,

Yours sincerely,

Patsls £ 032 2 Selae) d'Avocats aucapitabde 1002 & w HCS Parla 0 4779 718 280 w Sirat 479 714 240 anoll



afsam

['uropean Food Safety Authority

HEAD OF THE LEGAL AND REGULATORY AFFAIRS UNIT

23 MAR 2016

Ref, DD/CR/mm (2016) - out-L5490692

Or

Nufarm GmbH & Co KG
St.-Peter Str, 25
AT-4021 Linz

Austria

Subject: Consultation - Confirmatory application far public access to the
study you submitted to EFSA for the renewal assessment of the
active substance glyphosate in the framework of Regulation (EC) N°
1107/2009 and it's implementing Regulation (EU) N° 844/2012

Ref.: PAD 2016/023 CA

Dear Mr

[ am contacting you following our previous letter dated 22 January 2016, by means of
which we consulted you on the atcessibility of a mouse study you submitted to EFSA for
the renewal assessment of the active substance glyphosate® with reference:

[ would like to inform you that the public access requestor has submitted a confirmatory
application in accordance with Article 7{2) of the Regulation (EC) No 1049/2001%
(hereinafter "PAD Regulation”).

In this regard we would like to confirm that EFSA Is subject to obligations In terms of
transparency and public access to documents deriving from both the Treaty on the
Functioning of the European Union (TFEU), Article 15 and EFSA’s Founding Regutation

(EC) No 178/2002, Articles 38 and 41(1)°.

Pursuant to Article 4(4) of the PAD Reguiation, EFSA Is hence contacting you for a
further consultation on the possibilities of public disclosure of the above-mentioned study
and specifically to ascertain whethar any of the exceptions to disciosure of this document
provided in Article 4 of the PAD Regulation may apply. We would appreciate to recefve
your veply with the following information:

! Eurgpean Foad Safety Authority, 2015. Conclusion on the peer raview of the pesticide risk assessment; of
the active substanca glyphosate. EFSA Journal 2015;£3(11):4302 pp. 107 doi: 10.2903/}.efsa,2015.4302,
available at: hitp://www.efsa.eyropa.ew/enfefsajonmal/pub/4302

! Regulation (EC) Ho 1049/2001 of the Eurapean Pacliament and of the Council of 30 May 2001 ragarding
public access to European Parlfament, Councll and Commission documents, 0 L 145, 11.5.2001, p. 43-48,
applicable to EFSA,

¥ Regulation (EC) Mo 178/2002 of the Eurapean Parllament and of the Council of 28 January 2002 laylng
down the general principles and requirements of food law, establishing the European Food Safety Authority
and 1aylng dowa procedures in matters of food safety, 0J L 31, 1.2.2002, p. 1-24, as fast amended.

European Food Safety Author ty « Via Carlo Hagna LA « 43126 Parmia « [TALY
Tl # 390524 Q26 110 7z - 190521 036 LLD » www.. 1.2nrnpa.eu
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an indication of any parts of the study which in your view should not be released
as a disclosure would undermine intellectual property or another Interest of
Article 4 of the PAD Regulation;

- the reason(s) why these parts should in your view not be releasad, substantiating
the grounds for protecting the Information.

Please note that the PAD Regulation provides that, should only a part of the documents
for which public access is requested fall into an exception to disclosure, the remaining
parts shall be released.

To enable EFSA to reply to the request for public access within the time period faid down
in the PAD Regulation, we would like to raceive your reply by 4 April 2016 at tha latest.
If we have not received a reply by this date andfor in case of an insufficiently
substantiated negative answer, EFSA will decide on the access request In accordance
with the PAD Regulation.

We would be grateful if you could inform us timely on your point of view, by replying to
this e-mail.

You can reply by writing to:

EFSA Public Access Team
EFSA.publi 0s5s,t0 ments@efsa.europa, ey

Yours singerely,




Nufarm GmbH & Co.KG

To European Food Safety Authority,
* St. Peter-Stralte 25
4021 Linz
arma i . |ii

www.nufarm.com

Re: PAD 2015/143 - application under Regulation (EC) No 1049/2001 asking for access to a study on
the active substance Glyphosate submitted in accordance with Regulation 2010/1141 (AIR2).

Thank you for your e-mail and letter dated 22/01/2016 addressed to me informing Nufarm of the
request for disclosure of information {data submission) sent by Nufarm on behalf of the Glyphosate
Task Force to the Rapporteur Member State Germany on March 24™ 2011.

Mufarm invokes Article 4(2), first indent, of Regulation 1049/2001 regarding the undermining of
commercial interests, to resist the disclosure of parts of the data submission.

Specifically, Nufarm has a global Glyphosate herbicide business based on manufacturing outside the
EU. Under the EU and global agrochemical legislative structure, the ability to register and sell product
is based on the ability to demonstrate safaty using scientific reports. This report therefore is of great
commercial value to the business. The cost to Nufarm of generating the scientific report concerned in
this request is in the region of 1.000,000€. Maintaining confidential control of this document is
therefore paramount to the business. Within the PPP legislation, defined periods of data protection
exist, but when this expires, it is only required that “data access” can be granted to another applicant
which does not involve disclosure of the full reparts.

Reiease of the full scientific reports to a third party would threaten this Glyphosate business and
leave Nufarm at a commercial disadvantage. The difference between having the full copyofa
scientific report as opposed to having data access to the report is very important. Having a full copy
of the study report allows freedom to operate globally in a business sense and loss of control of its
assets would threaten Nufarm’s current business globally.

The release of the fuli study report would clearly provide third parties with detailed information
considered as confidential on the origin of the technical source of Glyposate {sponsor of the study)
and on how to conduct this study {“details of work”) and thus expose company know-how which is
information of sensitive nature and of commercial interest {according to Article 4(2) of Regulation

1049/2001).

Reylstriart belm Landes-
als Handelsgericht Linx
umer FN 134778 d
Gesellschafissitz: Linz

UID-No, ATU 338748003

DVR 0813330 Grow A colleriomaorrow,



Nufarm would be willing ta disclose the summary. However, as with that document Nufarm would
request that it is permitted to produce a “sanitised” version according to Article 63(2) of Regulation
{EC} No 1107/2009 and based on existing guidelines namely SANCO/10181/2013— rev, 2.1 13 May
2013 and EFSA guideline General guidance on information that may be removed (blackened) from
Rapporteur Member State assessment reports before provision to third parties (rev 1-5 of August
2011} prior to any release.

Yours sincerely,
Nufarm GmbH & Co, KG

R

|§% NUFARM GMBH & COKG
y 3 ST.-PETER-STRASSE 25
ufarmm 1021 LINZ/AUSTRIA

Eurcpean Regulatory and Development Lead

Linz, January 28‘“, 2016

Aeglstriart beim Landes-
alaHandalsgericht Linz
urter FN 134778 d
Gesallschaftaitz Linz

UiD-Na, ATU 38743003

VR OB3TIE rowy 2 belter fomorrew.



efsam

European Foad Safely Authority

HEAD OF THE LEGAL AMD REGULATORY AfFFAIRS UNIT

Ref. TR ™™ (2015)2- gut‘-lﬁs':laazgqﬂzﬁ

Nu!rm !m!H ! Co KG

St.-Peter Str. 25
AT-4021 Linz
Austria

Subject: Consultation on an access to documents request related to the study
you submitted to EFSA for the renewal assessment of the active
substance glyphosate in the framework of Regulation (EC)
N° 1107/2009 and it’s implementing Regulation (EU) N° 84472012

Ref.: PAD 2015/143

Dear NS

According to Article 41{1) of Regulation (EC) No 178/2002! access of citizens to the
documents held by EFSA is governed by Regulatlon (EC) No 1049/2001% The Regulation
applies to all documents held by EFSA, /.e. documents which it has produced or received,
in all areas of its activity (hereinafter the "PAD Regulation®).

EFSA has received a request by a non-government organisation for public access to
documents. The public access request concerns the study you submitted to the EFSA for
the renewal assessment of the active substance glyphosate® in the framework of
Regulation (EC) No 1107/2009* and it's implementing Regulation (EU) No 844/20125,

Pursuant to Article 4(4) of the PAD Regulation, EFSA is hereby consulting you on the
disclosure of the study with the following reference:

(2009)
Glyphosate Technical: Dietary carcinogenicity study in the mouse
SPL 2060-0011 NUF
GLP: Y, published: N
2309412 f ASB2012-11492

' Regulation (EC) Mo 178/2002 of the European Parliament and of the Council of 28 January 2002 laying
down the general principles and requirements of food law, establishing the European Food Safety Authority
and laying down procedures in matters of food safety, OJ L 31, £.2.2002, p. 1-24, as last amended.

1 Regulation {EC) No 1049/2001 of the European Parllament and of the CouncH of 30 May 2001 regarding
publlc access to European Parllament, Council and Commission documents, O) L 145, 31,5.2001, p. 43-48B,
applicable to EFSA. http://www.anropar]. eyrops.eu/RegData/POF/rt049_en.pdf,

*  European Food Safety Authority, 2015, Conclusion on the peer review of the pesticide risk assessment of
the active substance glyphosate, EFSA Journal 2015;13{11):4302 pp. 107 doi:10.2903/].efsa.2015.4302,
avatlable at: bitp://www.efss.europa. eu/en/efsalournal/pub/4302

*  Regulatlon {EC) No 84472012 of the Eurapean Parllament and the Council of 21 October 2009 conceming
the placing of plant protection products on the market, 0J L 309, 24.11.2009, p. 1-50.

5 Commilssion Implementing Regulation (EU) No 84472012 of 18 September 2012 setting out the provisions
necassary for the implementation of the renewal procedure for active substances, 0) L 252, 19.9.2012, p.
26-32.

Evrapcan Food Safety Authority « Via Carlo Magno LA « 13126 Parina » ITALY
Mal. + 3920921016 111 » Fax -+ 39 0521 036 L1 = wenelso, suropa.eu
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EFSA would llke to consult with you, to ascertain whether any exception to disclasure in
the sense of Article 4 of the PAD Regulation may apply. We would appreciate to receive
your reply with the following information regarding the study:

- an Indication of any parts of the study which in your view should not be released
as a disclosure would undermine intellectual property or another interest of
Article 4 of the PAD Regulation;

- the reason(s) why these parts should in your view not be released, substantiating
the grounds for protecting the information.

Please note that the PAD Regulation provides that, should only a part of the documents
for which public access is requested fall into an exception to disclosure, the remaining
parts shall be released.

To enable EFSA to reply to the request for public access within the time period laid down
in the PAD Reguiation, we would like to receive your reply by 28 January 2016 at the
latest. If we have not received a reply by this date and/or in case of an Insufficiently
substantiated negative answer, EFSA will decide on the access request in accordance
with the PAD Regulation.

We would be grateful if you could inform us timely on your point of view, by replying to
this e-mail.

You can reply by writing to:
EFSA Public Access Team




EfSBz@J

Furopean Foad Safety Antharily

HEAD OF THE LEGAL AND REGULATORY AFFAIRS UNIT

Parma, 17 JUN 2015

Ref. DD/SG/CP/Im (2016) - cut-15858014

C!air o! !e Boar!

Cc:
Glyphosate Taskforce

c/o Monsanto Europe S.A./N.V. =
Agricultural Sector

Avenue de Tervuren 270-272
B-1150 Brussels

Belgium

e-mall;
Cc:

Subject: Consultation on an access to documents request related to 82
studies you submitted to EFSA for the renewal assessment of the
active substance glyphosate in the framework of Regulation (EC) No
1107/2009 and its implementing Regulation (EU) N° 1141/2010

Ref.: PAD 2016/034

Dear Dr-

I am writing to you In the context of a request the European Food Safety Authority
(EFSA) recelved from four Members of the European Parliament (MEPs). Under
Regulation (EC) No 1049/2001' (hereinafter referred to as the “PAD Regulation”), they
requested access to “"all studies used by EFSA to assess carcinogenicity of glyphosate
and its representative formulation in their entirety, [..] all the historical control data
used in that context” and to “all studies that you assessed concerning mechanisms of
carcinogenicity”,

According to Article 41(1) of Regulation (EC) No 178/2002,% access of citizens te the
documents held by EFSA is governed by the PAD Regulation.

EFSA considers that the studies falling within the scope of this request amount to 182
(Annex II%), 100 of which are published in the sclentific literature.

EFSA is hereby consulting you pursuant to Article 4(4) of the PAD Regulation on the
accessibility of the 82 studies you submitted to EFSA on bebhalf of the Glyphosate Task

' Regulation {EC) Mo 1049/2001 of the European Parllament and of the Council of 30 May 2001 rogarding
public access ta Eurcpean Parllament, Councll and Commission documents, Q1 L 145, 31,5.2001, p. 43-48,
applicabla to EFSA,

Requlation (EC) Mo 178/2002 of the European Parliament and of the Council of 28 January 2002 laying
down the general principles and reguirements of food law, establishing the European Food Safety Authonty
and laying down procedures In matters of food safety, 0J L 31, 1.2.2002, p. 1-24, as last amended.

Annex [l is the list of studies which has been extracted from the RAR from the Rapporteur Member State,
=0 including the published and unpublished studies.

European Fond Safety Authority = Via Carlo Magno LA « 43126 Parmia « (TALY
Tel. + 390521 036 [11 » Fax + 390521 036 LLO « www eisa.curopa.ey
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Force for the renewal assessment of the active substance glyphosate in the framework of
Reguiation (EC) No 1107/2009* and that are not published in the scientific literature
(Annex IX). Since you are not the owner of all these studies, EFSA hereby kindly asks
you to coordinate the consultation among ail the members of the Glyphosate Task Force
(GTF). Your reply will be processed by EFSA as & reply from the respective members of
the GTF.

I would be gratefu! If you could share with me by the 8 July 2016 the reply of the
members of the GTF on the release, full or partial, of the 82 studies, by completing the
table enclosed in Annax I to the present letter for each of the studies listed in Annex
11.

The GTF is kindly requested to complete electronically the table in Annex I by giving a
verifiable and detalled Indication and justification of any part of each study that in your
view should not be released. Please alse send an electronic copy of the full report for
each study and, In the case you claim that some parts of the repart are confidential, a
sanitised electronic version of each study for which you submit confidentiality clalims,
together with the Annex I table explaining what you have sanitised and the grounds for
confidential treatment. Please remove confidential data from the studies, using a
redaction software tool that blackens the refevant text and fully removes the underlying
information from the document. Please consider that you may not claim confidential
treatment for details that are already in the public domain, or for which no verifiable
justification under one of the exceptions provided for in Article 4 of the PAD Regulation
applies. Finally, if some of the studies do not need sanitisation, please kindly provide
EFSA with an electranic copy, indicating that they don't bear confidentiality clalms.

You can reply by writing to:

Head of the Legal and Regulatory Affairs Unit
Via Carlo Magno 1/A

I -43126 Parma

E-mail; EFSA.public.access.to.documents@efsa.europa.eu.

Yours sigtdraly,

Enclosures: 2

cc: N (=5")
TR (Vorsanto)

4 peguiation (EC) No t107/2009 of the European Parliament and of the Council of 21 October 2009
concernlng the placing of plant protection products on the market and repealing Council Directives
79/117/EEC and 91/414/EEC, 0 L 309, 24.11.2009, p.1, as last amended.
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Annex I : List of studies extracted from the RAR

Annex Author(s) Yeor | Tille Data Owner'
poinl/ source {where different from company) protection
reference report no, claimed
number GLP or GEP sintus (where relevant),
published or not
BVL registration number Y/N
1. KIIA 5.4.1 Akanuma, M. 1995 | HR-001: Reverse Mutation Test Y ALS
(OECD) IET 94-0142 ALS
GLP: Y, published: N
2309291 7 ASB2012-11462
2. KIlA 3.4.1 Callander, R.D. | 1996 | Glyphosate acid: An evaluation of mutagenie Y SYN
(OECD) potentin using S. (yphimurium nod E, coli
CTL/P/4874 SYN
GLP: Y, published; N
2309313/ A5B2012-11473
3. KEIA 5.4.1 Floppe, C. 2009 | Mulagenicity Study of Glyphosate TC in the Y HAG
(CECD) Salmonella typhimurium Reverse Mulation
Assay (in virre)
LPT 23916 HAG
GLP; Y, published: N
2309303 / ASB2012-11468
4, KIA 54.1 Fliipge, C, 2010 | Mutagenicity Study of Glyphosate TC in the Y HAG
(OECD} Sutmonella typhimurium Reverse Mutation
Assay (in vitrs)
LPT 24880 HAG
GLP: Y, published; N
2309305/ ASB2012-11469
5 KIA 5.4.1 Jensen, J. C. 1981 | Mutagenicity lest: Ames salmonella assay with Y -
(OECD) glyphosate, batch 206-JaK-25-1
Report: 12323,
TOX9552371
6. KIIA 5.4.1 Kier, L. D,; 1992 | Ames/solmonella mutagenicity assay of MON N -
KIllA1 7.6.3 | Stegeman, S. 2139 (Roundup herbicide formulation)
(OECD) D.; Costelle, J. EHL 91183 | ME-91-440 § MSL-11729
G.; Schermes, TOX1999.239
S.
7. KA 54.1 Kier, L. D.; 1992 | Ames/salmonella mutagenicity assay of MON N -
(OECD) Stegeman, S. 14445 (DIRECT Herbicide formulation)
D.; Costello, I. MSL-11731 ! EHL 91185/ML-21-442
G.; Schesmes, TOX1999.320
S.

' Only notifier listed
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lechnical (NUP-05068)
1061401 NUF

GLP: Y, published: M
2309293/ ASBI012-11463

Annex Author(s) Year | Tile Data Owner
point/ source {where different from company) protection
reference report no. claimed
number GLP or GEP status (where relevant),
published or not
BVL registmtion number YN
8. KlHA54.1  |Kier, L. D 1992 | Ames/Salmonelln mutagenicity nssay of Rodeo N -
KIIA 544 |Stegeman, S. MSL-11730 | EHL 91184/ML-91-441
(OECD) D.; Costello, I. TOX9552373
G.; Schermes,
S.
9. KIA 5.4.1 Li, A. P 1988 | An evaluation of the genotoxic potential of N LIT
(QECD) Long, T. 1. glyphosate, Fundamentel and Applied
Toxicology 10 (1988)537 — 546
published: Y,
TOX0500253
10. KIlA 540 Rank, J.; 1993 | Genotoxicity testing of the herbicide roundup Y -
KIA 544  |[Jensen, A, G nnd its active ingredient slyphosate
{OECD) Skov, B. isopropylamine using the mouse bone marrow
micronucleus test, Salmonella mutagenicity
test, nnd Allivm anaphase-telephase test
Z83234
11. KIIA 5.4.1 Rasmussen, E. | 1997 | Genotaxicity of Roundup/Glyphosate, Danish N -
KIIA 5.4.4 S. Environmental Protection Agency, AAD3I6753,
{OECD) 7042-0110
ASB2013-9671
12. KA 54.1 Riberri do Val, | 2007 | Bocterial reverse mutation test (Ames Test) for Y HAG
{OECD) ®. Glifosato Téenico Helm
3393/2007-2.0AM-B HAG
GLP: Y, published: N
2309299 / ASB2012-1 1466
13. KHA 54.1 | Schreib, G. 2012 | Reverse mutation assny using Bacterin
(OECD) (Salmonella typhimurium) with Glyphosate
tech.
126159
ASB2014-9133
14, KA 541 [ Shirasu, Y. 1978 | Glyphosate: The report of mutagenic study N -—
(OECD) Moriya, M.; with bacteria for CP 67573 - Microbial
Ota, T.; mufngenicity lesting on CPG7573
Ohta, T. Report: ET-78-241,
TOX9552368
13. KIA 4.1 | Sokolowski, A, | 2007 | Sefmenella nvphinmurivm and Escherichia coli Y NUF
{OECD) Reverse mutation assay with glyphosnte




Annex I1 : List of studies extractad from the RAR

Annex
point/
reference
number

Author(s)

Year

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

Data
prolection
cinimed

YN

Owner'

KIIA 54,1
(OECD)

Sokolowski, A.

2007

BVL regisiration number

Sulmonetla rophimurinm and Escherichia coli
Reverse mutation assay with glyphosate
technical (NUP-03070)

1061402 NUF

GLP: Y, published: N

2309295 / ASB2012-11464

7.

KIlA 5.4.]
{OECD)

Sokolowski, A.

2007

Salntonetla typhimurinm and Escherichia coli
Reverse mutation assany with giyphosalc
lechnical (NUP-05067)

1061403 NUF

GLP: Y, published: N

2300297  ASB2012-11465

KIIA 54.1
(OECD)

Sokolowski, A.

Glyphosate technical - Salmonella
typhimurium and Escherichia coli Reverse
Mulation Assay

1264500 SYN

GLP: Y, published: N

2309315/ ASB2012-11474

SYN

i9.

KIIA 5.4.1
{OECD}

Sokolowski, A.

2010

Salmonella tphimurium and Escherichia coli
Rteverse Mutation Assay with Selution of
Glyphosate TC spiked with Glyphosine
1332300 HAG

GLP: Y, published: N

2309307/ ASB2012-11470

HAG

20.

KiIA 54.1
(OECD)

Thompson,
PV,

1996

Technical glyphosale: Reverse mutation nssay
"Ames lest" using Salmonella (yphimurinm and
Escherichia colf

434/014 NUF

GLP: Y, published: N

2309311 / ASB20k2-11472

NUF

KIIA 5.4.1
{OECD)

Thompson, P.

2014

Glyphosate: Reverse mulation assay 'Ames
test’ using Safmonella typhimurivm and
Escherichia coli

41401854

ASB2014-9148

KIIA 3.4.1
(OECD)

Varpas, A, A,
T.; Bonetti, R.

1996

The Sulmonelly typhinmirium reverse mutation
by Glifos

G.1.1 - 050/96

TOX1999-884
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poiny/ source (where different from company) protection
reference rcport no. claimed
number GLP or GEP status (where relevant),
published or not
BVL regisiration number YN
23 KIIA 5.4.1 Wallner, B. 2010 | Reverse Mutation Assay using Dacteria Y HAG
(QOECD) {(Sulmonelta typhimurium) with Glyphosate TC
BSL 101268 HAG
GLP: Y, published: N
2309309 / ASB2012-11471
24, KIlA 54.2 |Fox, V. 199§ | Glyphosate acid: /it vitro cylogenetic nssay in Y SYN
(CECD) human lymphocytes
CTL/P/6050 SYN
GLP; Y, published: N
2309321 / TOX2000-1995
23, KilA 54.2  {Jensen, 3. C. 1991 | Mutagenicity test: Ju vitre mommalian celt N von
{QECD) gene mutation test with glyphosate, batch 206-
JaK-25-1, Report; 12335, published: N,
TOX9552372
26. KIA 5.4.2 Kyomnu, M. 1995 { HR-001: I vitro cytogenctics test Y ALS
(OECD) IET 94-0143 ALS
GLP: Y, published: N
2309317/ ASB2012-11475
27. KilIA54.2 |[Li,A.P. 1983 | CHO/HGPRT gene mutation assay with N -
KIA 5.4.3 glyphosate, Report ML-83-155 ! 830079,
KIA 444 published: M,
(OECD) TOX9552369
28, KIIA 54.2 | Rossberger, S. | 1994 | Glyphosate: ENA repoir test with primary rat N ADM
(CECD) hepatocytes, Report: 931564 ¢ 94-03-28 ro,
published: N,
TOX8400697 TOX9551009
29. KIIA 5.4.2 [ vande Waart, | 1995 | Evaluation of the ability of glyphosate lo N o~
(OECD) E.J. induce chromosome nbermtions in cultured
peripheral human lymphoeytes (with
independent repeat)
Report: 141918, published: M, TOX9651525
30. KIA 54.2 | Wngle, N.P. 1996 | Technical glyphosate; Chromosome aberration Y MUF
{CECD) test in CHL cells in vitro
434/015 NUF
GLP: Y, published: N
2309319/ ASB2012-11476
3L KIA 543 | Akanuma, M. [ 1995 ) HR-001: DNA Repuir Tesi (Rec-Assay) N ALS
(OECD) 1ET 94-0141 ALS

GLI": Y, published: N
2309325 / ASB2012-11477
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reference report ne. claimed
number GLP or GEP stolus (where relevent),
published or not
BVL registration number YN
32, KHA 543 | Clay, P. 1996 | Glyphosate acid: L5178 TK+/. mouse Y 5YN
(OECD) lymphoma gene mutation assay
CTL/P/4991 SYN
GLP: Y, published: N
2309323/ TOX2000-1994
33. KIIA 544 | Alvarez-Moya, | 2011 | Evaluation of genelic damage induced by N LiT
KIIA 5.10 C., Silva, MLR,, glyphosate isopropylamine salt using
(OECD) Arambula, Tradescentin bioassays
ARV, Genetics and Molecular Biology 34 (1)3:127-
Sandoval, A.L, 130 34, 127-130
Vasquez, H.C,, GLP: N, published: ¥
Montes, R.M.G. 3109560 / ASB2012-11538
4. KITA 544 Amer, .M., 2006 | fu vitro and in vivo evaluation of the N LIT
KIIA 5,10 Aly, F.ALE, genotoxicity of the herbicide glyphosate in
{(OECD) Farghaly, A.A., mice
ibrahim, A.A.E. Butletin of the National Research Cenlre
(Egypt) 31, 427-446
GLP: N, published: Y
2309562 / ASB2012-11539
35, KIIA54.4 Andre, V., Goff, | 2007 | Evaluation of butky DNA adduct levels after N LiT
KILA 5.10 J.L., Pottier, D,, pesticide use: Comparison between open-field
{OECD) Lebailly, P., farmers and fruit growers
Peluso, M., Toxicolorical & Eavironmental Chemistry 89,
Munnia, A., 125-139
Gouduchon, P. GLP: N, published: Y
2309570/ ASB2012-11543
36. KIIA 544 | Anonym. 2004 | WORLD HEALTH ORGANIZATION and N LiT
KI[A 5.5.3 FOOD AND AGRICULTURE
KIIA5.6 ORGANIZATION OF THE UNITED
KIfA 5.7.2 NATIONS, Rome: Pesticide residues in food -
KIlA 5.10 2004; Report of the Joint Meeting of the FAQ
KIilAl 7.6.3 Panel of Experts on Pesticide Residues in Food
{OECD) and the Environment and the WHO Core
Assessment Group on Pesticide Residves
Rome, Italy, 20-29 September 2004,
ASB2003-6266
37. KIIA 544 Benachour, M., | 2009 | Glyphosate formulations induce npoptosis and M LIt
KI1A 5.10 Seralini, G.E. necrosis in human umbilical, embryonic, and
{OECD) plocentnl cclls
Chem Res Toxicol 22, 97-105
GLP: N, published: ¥
2309606 / ASB2012-11561
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point/ source (where different from company) protection
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number GLP or GEP status (where relevant),
published or not
BVL registration number YN
8. KIIA54.4 | Bolognesi, C., | 1997 { Genoloxic activity of glyphosate and its N LIT
KIlA 5.10 Bonauti, S., technical formulation roundug
{OECD) Degan, P., Jourmal of Agricuftural and Food Chemistry
Gallerani, E., 45, 1957-1962
Peluso, M., GLP: N, published: Y
Rabboni, R., 23096128 / 259299
Roggien, P,
Abbondandolo,
A.
39, KIIA 544 | Bolognesi,C., |2009 | Biomoniloring of genotoxic risk in agricultural N LIT
KIIA 5.10 Carrasquilla, G., workers from five colombian regions:
{OECD) Valpi, 8., nssociation to occupational exposure 10
Solomon, K.R., glyphosate
Marshali, E.J. J Toxicol Environ Health A 72, 986-997
GLP: N, published: Y
2309630/ ASB2012-11570
40, KIIA 544 Bolopgnesi, C., | 2004 | Cytogenetic biomonitoring of a floricul lurist N LIT
KIIA 5.10 Landini, E., population in Italy: micronucleus analysis by
(QECD) Perrone, E., fluorescence in situ hybridization (FISH) with
Roggieri, P, nn nll-chromosonie centromeric probe
Mutation Research-Genetic Toxicalegy and
Environmental Mutagenesis 557, 109-117
GLP; N, published: Y
2309634 / ASB20{2-11572
41, KIIA 544 |Bolognesi, C., | 2002 { Micronucleus moniloring of a Noriculiurist N LT
KIIA 5.10 Perrone, E., population from western Liguria, [taly
(OECD) Landini, E. Mutagenesis 175, 391.397
GLP; N, published: Y
2309636/ ASBI012-11573
42, KIIA 544 |Caorvalho 1999 | A micronucicus study in mice for glifesate Y NUF
(OECD) Marques, M.T, técnico Nufarm
RF-G12.79/99 NUF
GLP: Y, published: N
2309335/ ASB2012-11482
43, KIIA 544 Cavalcante, 2088 | Genotoxic effects of Roundup (R) on the fish N LIT
KIlA5.10 D.G.S.M., Prochilodus linearus
KIHAL 7.6.3 | Martinez, Mutation Research-Genetic Toxicology and
(OECD) C.B.R., Sofin, Environmental Mulrgenesis 635, 4146
S.H. GLP: N, published: Y

2309662 / ASB2012-11586
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published or not
BVL registration number YN
44, KIIA 544 | Cavas, T., 2007 | Detection of cytogenetic and DNA damage in N LiT
KIIA 5.10 Konen, S. peripheral erythrocytes of goldfish {Carassius
{OECD) auwraiis) exposed to a glyphosate formulation
using the micronucleus test and the comet
assay
Mutagenesis 23, 263-268
GLP: N, published: ¥
2309664 / ASB2012-11587
45. KIIA 544 Chruscielska, 2000 | Glyphosate: Evaluation of chronic activity and N LIT
KITA 5.10 K.; Brzezinski, possible far -reaching effects - Part 2. Studies
{OECD) 1; on multagenic activily
Grafstein, B. Pestycydy, 2000, (3-4), 21-25
ASB2013-9830
46, KllA 544 | Clements, C.; 1997 | Glyphosate: Genotoxicity of select herbicides N LIT
KIIA5.10 Ralph, §.; in Ruua catesbeiwm tadpoles using the
KIIIA1 7.6.3 | Petras, M. alkaline single-ceil get DNA electrophoresis
{QOECD) (comet) nssay
Environ. Molec. Muingen,, 29, 277-288
2101728
47. KIIA 544 | Coutinho do 2000 | Comparative anelysis between micronuclei N -
KitA 5.10 Nnscimento; A. tes18 in mice and in peripheral erythrocytes of
(OECD) C.; Grisolia, C. Oreochromis niloticus in evaluation
K ofmutagenic potentinl ofthe agrotoxins
deltamethrin, dicofol, glyphosate, and
Imaznpyr
ASD2013-11477
48. KilA544 {Costa, K. C. 2010 | Amendment No. 1 1o report: Evaluation of the
(OECD) mulagenic potential of Glyphosate technical by
micronucleus assay in mice
3996.402,395.07
ASB2014-9284
49. KIA 5.4.4 Costa, K. C. 2008 | Evaluatien of the mutngenic potential of
(OECD) Glyphosate Technical Micronucleus assay in

mice

Bioagri Laboratorics Ltda., Brazil

Data owner: HAG (original sponsor: Jingma
Chemicals, Longyou Zhejian, China )

Report No.: RF - 3996.402.395.07

Date: 2008-09-29

Unpublished; ASB2012-[ 1481
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published or not
BVL ccgistration number YN
50. KIA 5.4.4 Chruscielska, 2000 | Glyphasate; Evaluation of chronic activity and N LIT
KIIA 5.5.3 K.: Brzezinski, possible far - reaching effects - Part 1, Studies
KIIA 5.10 L; Kita, K. on chronic toxicity
{QECD} Pestyeydy, 2000, (3 4), 11-20
ASB2013-9829
3. KA 544 | Chruscielska, 2000 | Glyphosate: Evaluation of chironie nctivity and N LIT
KIIA 5.10 K.; Brzezinski, possible far - reaching effects - Past 3, Prenatal
{QECD) J.; Kahthom, D. taxicity
Pestycydy, 2000, (3-4), 27-31
ASB2013-9831
52 KllA 5.4.4 | Dimitrov, B.D., | 2006 | Compamtive genotoxicity of the herbicides N LIT
KIIA 5.10 Gadeva, P.G., Roundup, Stomp and Reglone in plant and
{OECD) Benova, DK, mammalion test systems
Bineva, M.V. Mutagenesis 21, 373-382
GLP: N, published: Y
2309708  ASB1012-11607
53. KIIA54.4 Durward, R, 2006 | Glyphosate Technical: Micronucleus Test In Y NUF
(OECD) The Mouse
2060/014 NUF
GLP: Y, published: N
2309337/ ASB012-11478
34. KItA 544 | Flowers, L. J, 1981 | Ames/soimonetin mutagenicity nssay of MON N =
(OECD) 3080
MSL 1538 ! ML-80-294,800281
TOX1999-319
53. KIA 544 | Fliipge, C, 2009 | Micronucleus Test of Glyphosate TC in Bone Y HAG
(OECD) Marrow Cells of the CD Rat by cral
administration
LPT 23917 LHAG
GLP: Y, published: N
2309329/ ASB2012-11479
36. KIA 54.4 Fox, V., 1996 | Glyphosale acid: mouse bone marrow N SYN
(OECD) Mackay, .M. micronucleus test
CTL/P/4954 SYN
GLP: Y, published: N
2369337/ TOX2000-1996
7. KA 544 | Grisolio, C.K. | 2002 | A comparison belween mouse and fish N LIT
KIIA 5.10 micronucleus test using cyclophesphomide,
{OECD) mitomycin C and various pesticides

tvutation Research-Genetic Toxicology ond
Environmental Mulagcnesis 518, 145-150
GLP: N, published: Y

2309776/ ASB2012-11834
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number GLP or GEP s1atus {where rclevant),
published or not
BVL registration number YN
58, KIIA5.44 | Guilherme, S., | 2010 | European eel (Anguifla anguilla} genoloxic N LIT
KIlA 5.10 Gaivilo, 1., and pro-oxidant responses following short-
(OECD) Santos, M.A., term exposure 1o Roundup®a glyphosate-
Pacheco, M. based herbicide
Mutagenesis 25, 523-530
GLP: N, published: Y
2309780/ ASB2012-11836
59, KIiA 5.4.4 Hetal, A.D., 2005 | Chromoesomal abervations induced by N LIT
KIIA 5.10 Moussa, H.M. glyphosate isopropylamine herbicide and trials
(QECD) for diminuting its 1oxicity using some chemical
inactivators and antioxidant
Veterinary Medical Journal Giza 53, 169-187
GLP: N, published: Y
2309794 / ASB2012-11841
60. KIIA5.4.4 | Heydens, W.F., | 2008 | Genotoxic potential of glyphosate N LIT
KIIA 5.10 Healy, C.E., fosmulations: Mode-of-action investigations
KINAL 7.6.3 | Howz, K.J., Kier, Journal of Agricultural and Food Chemistry
(OECD) L.D., Martens, 56, 1517-1523
M.A., Wilson, GLP: N, published: Y
A.G.E, Farmer, 2309802/ ASB2012-11845
D.R.
6l. KIA 544 Holeckava, B, {2006 | Evaluation of the in vitro effect of glyphosate- N LIT
KllA 5.10 based herbicide on bovine lymphocyles using
(OECD} chromosome painting
Bulletin of the Veterinary Research Institute
in Pulawy 50, 533-536
GLP: N, published: Y
2309806/ ASB012-11847
62, KIlA 5.44 | Honarvar, M. 2008 | Glyphosate Technical - Micronucleus Assay in Y SYN
{OECD) Bone Marrow Cells of the Mouse
1158500 SYN
GLP: Y, published: N
2309339/ ASB2012-{ 1483
63, KIlA 5,44 Jensen, J. C. 1991 | Mutagenicity test: Micronucleus test with N -
(OECD) glyphosate, batch 206-JnK-25-1, Report:

12324, published: N,

TOX95523 4
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number GLP ar GEP status (where relevant),
published or not
BVL registration number YN
64. KIIA 4.4 Kale, P.G., 1995 | Mutagenicity testing of 9 herbicides and N LIT
KilA 5.10 Petty, B.T,, pesticides currently used in agriculture
{OECD) Walker, S., Environmental and Molecular Mutagenesis
Ford, J.B., 25, 148-153
Dehkordi, N., GLP: N, published: Y
Tarmsia, S., 2309834/ 273986, ASB2012-11860
Tasie, B.O.,
Kale, R., Sohni,
Y.R
65. KIlA54.4 | Kayn, B.: Creus, | 2000 | Use of the Drosophila wing spot N -
KIUIA 5.10 A.; Yanikoglu, test in the genotoxicity testing of
(OECD)  |Asetals different herbicides
ASB2013-9832
66, KIIA 5.4.4 Kier, L. D.; 1992 | Mouse micronucleus study of Rodeo herbicide N -
(OECD) Flawers, L. 1.; formulation
Huffman, M, B. MSL-11772 ! EHL 91201/91205/ML-91-438
TOX9552376
6. KIIA 5.4.4 Rier, L. D.; 1992 | Mouse micronucleus study of Roundup N -—
KIIlAl 7.6.3 | Flowers, L. J.; herbicide formulation
(OECD} Huffman, M. B, MSL-11771 1 EHL 921200/91204 ¢ ML-91-
434/ML-91-437
TOX1999-242
G8. KIIA54 4 | Kier, L.D,; 1592 | Glyphosate: Mouse micronucleus study of N -——
(OECD) Flowers, L. I.; DIRECT MHerbicide tormulation
Huffman, M. B. MSL-10773 ! EHL 91202/91306 ¢ ML-91-
436/ML-91-439
TOX1999-323
69, KIA 544 | Knopper, L.D,, | 2004 | Carcinopenic and genoloxic potential of turf N LIT
KIIA 5.10 Lean, D.RS. pesticides commonly used on golf courses
(OECD) Journal of Toxicology and Eavironmenial

Health-Part B-Critical Reviews 7, 267-279
GLP: N, published: ¥
2109864 / ASB2012-11871
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70. KITA 544 | Lebaiily, P., 2003 | Urine mutagenicity and lymphocyte DNA N LIT
KIIA 5.10 Devaux, A., damage in fruil growers occupationally
(OECD) Pottier, D., De cxposed to the fungicide captan
Meo, M., Occupational & Environmental Medicine 60,
Andre, V., 910-217
Baldi, I., GLP: N, published: Y
Severin, F., 2309878 ' ASB2012-1 1878
Bernaud, 1.,
Durand, B.,
Heary-Amar,
M., Gauduchon,
B
1. KllA 544 Levine, S.L., 2007 | Disrupling mitechondrial function with N LIT
KIIA 5.10 Han, Z., Liy, J.. surfactants inhibits MA-10 Leydig cell
(OECD) Farmer, D.R,, steroidogenesis
Papadopoulos, Cell Biol Toxicol 23, 385-400
V. GLP: N, published: Y
2309890 ¢ ASB2009-0030
72 KilA544 |Li,A.P. 1983 | /n vivo bone marrow cytogenetics study of N wem
(OECD) glyphosate in Sprague-Dawley mis, Report:
ML-83-236 | 830083, published: N,
TOX9552375
73. KINA 544 | Lioi, M. B.; 1998 | Genotoxicity and oxidative stress induced by N LIT
KIIA 5.10 Scarfi, M. R; pesticide exposure in bovine lymphocyte
(OECD) Sarnttoro, A. cultures in vitro
Mutation Research 403 {1998) 11-20
ASB2013-9836
74, KllA54.4 | Lioi, M. B; 1998 { Cytogenetic damage and induction of pro- N LIT
KIIA 5.10 Scarfi, M. R.; oxidant state in human lymphocytes exposed in
{(OECD) Santora, A. vitro o glyphosale, vinclozolin,aAtrzine and
DPX-E9636
Environmental and Molecular Mutagenesis 32:
39-46 (1998)
ASB2013.9837
75. KilA 544 [ Manas, F., 2009 | Genotoxicity of glyphosate assessed by the N LIT
KIIA 5.10 Pemita, L., comet assay and cylogenetic lests
(OECD) Raviolo, J., Environmental Toxicology and Phurmacology
Ovandoa, H.G., a8, 17-41
Weyers, A, GLP: N, published: Y

Ugnia, L., Cid,
M.G., Larripa,
i., Gorla, N,

1309908 ASB2012-11892
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76. KIIA 5.44 | Martinez, T. T.; | 1991 | Glyphosate: Oral and pulmonary toxicology of N ---
KIIA 5.10 Brown, K, the surfactant used in Roundup herbicide
KIIAL 7.6.3 ZBOA36
{OECD
77. KIIA 5.4.4 Mensink, H.; 1994 | Environmental health criteria 159, Glyphosate N s
KIA 3.11 Janssen, P.; TOX9500301
{QECD) WHO
78. KIIA 544 | Mladinic, M., |2009 | Evalualion of genome damage and its refation N LIT
KIA 5.10 Berend, S., to oxidative stresy induced by glyphosate in
(OECD) Vrdoljak, A.L., human lymphocytes in vitro
Kopjar, N., Environmental and Molecular Mutagenesis
Radic, B., 50, 800-307
Zeljezic, D. GLP: N, published: Y
2309942 / ASB2012-11906
79, KIlA 5444 Miadinie, M., 2009 | Characierization of chromatin instabilities N LIT
KIIA 5.10 Perkovice, P., induced by glyphosate, terbuthylnzine and
(OECD) Zcljezic, D. carbolurmn using cytome FISH assay
Toxicol Lett 189, 130-137
GLP: N, published: Y
2309944 / ASB2012-11907
80. KIIA 5.4.4 Monroy, C., 2005 | Cytotoxicity and genotoxicity of human cells N LIT
KllA 5.10 Cortes, A., gxposed in vitro lo glyphosate
(OECD) Sicard, D., de Biomedica 25, 335-345
Restrepo, H. GLP: N, published: Y
23099507 ASB2012-11910
1. KIIA 544 | Pastor, S., 2003 | Biomonitoring of four European populations N LIT
KUIA 5.10 Creus, A., occupationally exposed to pesticides: use of
(OECD) Parron, T., micronuclei as biomarkers
Cebulskn- Mutogenesis 18, 249.258
Wasilewska, A., GLP: N, published: Y
Siffel, C., 2310004 / ASB2012-11991
Piperakis, S.,
Marcas, R.
82. KA 544  |Patel, N N, 2012 | Micronucleus test of Glyphosate TGAI in mice
(OECD) 120709 ! 485-1-06-4696 ! DR-0112-6927-003

! 16001705-27-1
ASB2014-9277
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43, KIIA 544 | Paz-Y-Mino, C., | 2007 | Evaluation of DNA damage in an Ecuadorian N LIT
KI!A 5.10 Sanchez, M.E., population exposed to glyphosate
{OECD) Arevalo, M., Genetics and Molecufar Biology 30, 456-460
Munoz, M.J., GLP: N, published: Y
Witte, T., De- 1310006/ ASB2012-11992
La-Carrera,
G.0., Leone,
P.E.
84, KIA 544 | Peluso, M., 1998 | 32P-pastiabeling detection of DNA adducts in N LIT
KIA 5.10 Munnia, A, mice treated with the herbicide Roundup
KIIAL 7.6.3 | Bolognesi, C., Environmental and Molecular Mutagenesis
(OECD) Parodi, 5. 31, 55-59
GLP; N, published: Y
2310014/ TOX1999-318
85, KIIA 5.4.4 Piesova, E. 2004 | The Influence OF Different Treatment Length N LIT
KilA 5.10 On the Induction Of Micronuclei In Bovine
{OECD) Lymphocytes Afier Exposure To Glyphosate
Folia Veterinaria 48, 130-134
GLE: N, published: Y
2310026/ ASB2012-1200%
B6. KIIA 544 | Piesova, E. 2005 | The effect of glyphosate on the frequency of N LIT
KIIA 5.10 micronuclei in bovine lymphocytes i virro
(OECD} Acla Velerinaria-Beograd 55, 101-109
GLP: N, published: Y
2310024/ ASB2012-12000
37. KIIA 54.4 Poleita, G.L., 2009 | Genotoxicity of the herbicide formulation N LIT
KIIA 5.10 Lasriera, A., Roundup (R) (glyphosate) in broad-snouted
{OECD) Kleinsorge, E., coiman (Caiman latirostris) evidenced by the
Mudry, M.D. Comet assay and the Micronucleus test
Mutation Research-Genetic Toxicology and
Environmental Mutapenssis 672, 95-102
GLT: N, published: Y
2310028 / ASB2012-12002
a8, KIIA 544 Prasad, S., 2009 | Clastogenic effects of glyphosate in bone N LIT
KIIA 5.10 Srivastava, S., marrow cells of swiss albino mice
(QECD) Singh, M., J Toxicol
Shukla, Y. GLP: N, published: Y

2310034/ ASB2012-12003
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89. KIIA 544 | Raiputis, J., 2009 | Toxicity and genotoxicity testing of Roundup N LIT
KIIA 5,10 Toma, M., Procecedings of the Latvian Academy of
{QECD} Batode, M. Sciences. Section B, Natural, Exact, nnd
Applied Sciences. 63, 29-32
GLP: N, published: Y
2310040/ ASB2012-12008
90. KIIA 5.4.4 Rodrigues, 2¢11 | Effects of Roundup Pesticide on the Stability N LIT
KA 5.10 H.G., Penha- of Human Erythrocyte Membranes und
(OECD) Silva, M., Micronuclei Frequency in Bone Marrow Cells
Aravjo, M.F.P, of Swiss Mice
Nishijo, H., Open Biology Journal 54-39
Aversi-Ferreira, GLP: N, published: Y
T.A, 2310046/ ASB2012-12010
9l. KIlA 54.4 | Roth, M. Glyphosale technical - Micronucleus assay in
(OECD) bone marrow cells of the mouse
1479200 | TKO112981
ASB2014-9333
02, KIIA 544 Salvagni, J., 2011 | Assessment of the genoloxic impact of N LIT
KIIA 5.10 Ternus, R., pesticides on farming communities in the
{QECD) Fuentefria, A. countryside of Santa Catarina State, Brazil
Geneties and Mofeculor Biology 34, 122-126
GLP: N, published: Y
2310060 / ASB2012-12017
93. KA 544 | Sawada, Y., 1987 | Roundup® poigoning - its clinical observation N LIT
KIIA 59 Nogai, Y. possible involvement - englische Version
KHIAL 7.6.3 Journal of Clinical and Experimentaol
(OECD) Medicine (paper} 143, 25-27
GLP: N, published: Y
2309502 / 235531
24. KilA 544 | Shaham, J., 2001 | Frequeney of sister-chromatid exchange N LIT
KIA 5.10 Koufman, Z,, among greenhouse farmers exposed (o
(OECD) Gurvich, R., pesticides
Levi, Z. Mutat Res 491-, 71-80
GLP: N, published: Y
2310076/ ASB2012-12025
95. KHA 544 Sivikova, K, 2006 | Cylogenetic efiect of technical glyphosate on bl LIT
KHA5.10 Dianovsky, J. cultivated bovine peripheral lymphocytes
{OECD) IntJ Hyg Environ Henlth 209, 15-20

GLP: N, published: ¥
2310084/ ASB2012-12029
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96. KIIA 544 |Stammberger, | 1992 | Dadigen 4022: Chromosome aberrations in N -
KIIA 5.8.1 la vitro in V79 chinese hamster cells
(OECD) 92,1024 1920337
TOX1999-325
97. KIIA 544 | Stammberger, | 1992 | Dodigen 4022: Study of the mutagenic M -
KIIA 5.8.1 L.; Mayer, D. potential in strains of Salmenella typhimurium
(OECD) {ames test) and Escherichia coli
92.0487 ! 92.0336
TOX1999-324
98, KIIA 544 | Slegeman, 5. 1998 | Mouse micronucleus screening assay of MON ] -
KIIA 5.10 D.; Kier, L. D. 0818
KINAL 7.6.3 ML-89-463 ! EHL 89§82
(OECD) TOX1999-240
99, KIIA 544 | Stegeman, S. 1990 | Ames/salmonella mutagenicity nssay of MON N —
KINA17.6.3 | D.; Li, A P. 0818
(OECD) EHL 89178 ! ML-39-461 ! MSL-10625
TOX1999-241
100, KilA 544 | Suresh, T.P. 1993 | Glyphosate technical (FSG 03090 H/05 March N e
(CECD) 1990): Mutagenicity-micronucieus lest in swiss
albino mice, Report: 889-MUT.MN | TOXI-
88971993 | ES-GPT-MUT-MN, published: N,
TOX9551100
10t. KIIA 5.4.4 Suresh, T. P; 1994 | Glyphosate technical {FSG 030980 H/05 March s -
{OECD) Ponnanna, D.; 1990): Genetic toxicology - In vive
Asha, M. et al. mamnalian bone marrow cylogenetic test,
Report: 390-MUT-CH.AB | TOXI-890/1993 !
ES-GPT-MUT-CH.AD, published: N,
TOX9400323 / TOXS551101
102, KIIA 544 | Vigfusson, 1980 | The effect of the pesticides Dexon, Captan and N LIT
KIIA 5.10 N.V., Roundup on sister chromatid exchanges in
{OECD) Vyse, E.R human lymphocytes in vitro
Mutation Research 79, 33-57
GLP: N, published: Y
2310114/ TOX970056 / ASB2012-12044
103. KIA 544 | Viastos, D., 2006 | Pesticide exposure and genotoxicity M LIT
KIIA 5.10 Stivakiakis, P., correlations within a Greek farmers’ group
{OECD) Matthopoulas, {nternational Journal of Environmental

D.P.

Analyticat Chemistry 86, 215-223
GLF: N, published: Y
2310116/ ASB2012-12045
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104, KIIA 544 Willinms, G.M., | 2000 | Safety evaluation and risk assessment of the N LIT
KIIA 5.5.3 Kroes, R., herbicide Roundup and its active ingredient,
KUA 5.10 Munro, L.C, slyphosate, for humans
KHIAL 7.6.3 Regulatory Toxicology and Pharmacology 31,
(OECD) 117-165
GLP: N, published: Y
2310132/ ASB2012-12053
103, KilA 544 | Zaccaria, C, B.; | 1996 { A micronucleus study in mice for the product N -
(CECD) Vargas, A. A. T. GILFOS
G1206096 ! G.1.2 - 60/96
TOX1999-253
104, KHA 544 | Zoriki Hosomi, | 2007 | Mammalian Erythrocyle Micronucleus Test for
{(OECD) R. Glifosato Técnico Helm
3393/2007-3.0MN-B
ASDB2012-11480
107. KIIA 5.4.6 Suresh, T. P. et | 1992 | Glyphosate technical (FSG 03090 H/05, March N —ee
(OECD) al. 1990): Dominant lethal test in wistar rts
Report: 888-DLT ! TOXI-888/1992 ! ES-GPT-
DLT. published: N, TOX9551102
108. KHUA 546 | Wrenn, I M. 1980 | Dominant lethal mutagenicity assay with N —
{(OECD) Radweil, D. E.; technical Glyphosate in mice, Report: 401-064
Jessup, D. C, ! [R-79-014, published: N,
TOX9552377
169, KHASS Anon, 2015 | Lesion-reloted incidence data. RITA database
(OECD) ASB2015-2532
110, KIIA 5.3 Ealen, G.; 1980 | The ler:Ha(ICR) mouse: a cumrent account of uT
{OECD) Johnson, F. N.; breeding, mutations, diseases and mortality
Custer, R. P,; Lab. Animals 14(1980)17-24
Crane, A, R.: AS5B2015-2537
111, KIIA 5.5 Giknis, M. L. 2010 | Spontaneous neoplastic lesions in the Crl:CD1
{OECD) A.; Clifford, C. (ICR) mouse in control groups from L8 month
B.; to 2 year studies
Selected poges
ASB2015-2529
112, KIHA 5.5 Greim, H.; 2015 [ Evaluation of carcinogenic potential of the LIT
{OECD) Saltmiras, D.; herbicide glyphosate, drawing on tumer
Mostert, V.; incidence data from fourteen
Strupp, C.; chrenic/carcinogenicity rodent studies

Crit Rev Toxicol, 2015; 43(3): 185-208
ASB2015-2237
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113. KIIA 5.3 Roe, F.J.C.; 1974 | Recent developments in the design of LIT
(OECD) Tucker, M. J.; carcinogenicity tests on laboratory animals
Proc. Europ. Soc. Stud. Brug Tox., 15:171-177
(1974)
ASB2015-2534
114. KIIA S5.5 Sher, 5. P. 1974 | Review article - Tumaors in contrel mice; LIT
(OECD) Literature tabulation
Toxicol. Appl. Phannacol. 30(1974)337-359
Z22020
115. KIIA 5.5 Son, W.-C; 2004 } Early occurrence of spontaneous tumors in LIT
(OECD) Gopinath, C,; CD-1 mice and Sprague-Dawley rats
Toxicolagic Palhology, 32:371-374, 2004
ASB2015-2533
114, KIIA 5.5 Taddesse- 2000 | Lymphomas and high-level expression of LIT
(OECD) Heath, L.; murine leukemia viruses in CFW mice
Chattopadhyay, 1. Virol. 74(2000)15:6832-6837
S. K.; Dillehay, ASB2015-2535
D, L.;ectal;
17, KIIA 5.5 Toth, B,; 1963 | [nfluence of dose and age on the induciion of LIT
(OECD) Rappaport, H.; malignant lymphomas and other tumoss by
Shubik, P.; 7,12-Dimethylbenz(a)anthracene in Swiss
mice
J. Naot. Cancer [nstitute, 30{1963)4:723-732
ASB20135-2536
118, KIIA 5.5 Tucker, M. J. 1979 | The efifect of long-term food restriction on LIT
{OECD) tumouss in roderts
Int. J. Cancer: 23, 803-807 (1979)
Z83266
119, KIIA 5.5 Wood, E.; 2010 | Historical Incidence of Malignant lymphoma
(OECD) in CD-1 Mouse
ASB2015-2531
120. KITA 5.5.1 Milbum, G.M. {1996 | Glyphosate Acid: One Year Dictary Toxicity N SYM
KIIA 5.10 Siudy in Rass
(OECD) CTL/P/5143 SYN
GLP: Y, published: N
2309341/ TOX2000-§998
121, KHA 3.5.2 Atkinsan, C., 1993 | Glyphosale - 104 week combined chronic N CHE
(OECD) Strutt, AV, feeding / oncogenicity study in rats with 52

Henderson, W.,
Fich, J.,
Hudson, P.

week interim kill (resudts alter 104 weeks)
7867 CHE

GLP: Y, published: N

2309374 / TOX5750499




Annex 1T : List of studies extracted from the RAR

1

Annex Author(s) Year | Title Data Qwner
point/ source (where different from company) proteclion
refercnce report no, claimed
number GLP or GEP sintus (where relevant),
published or not
BYVYL registration number Y/
122 KIIA 5.3.2 Brammer, A, 200t | Glyphosate Acid: Two Year Dietary Toxicity M SYN
KIilAa 5.10 and Oncogenicity Study in Rats
(OECD) CTL/PRILIL SYN
GLP: Y, published: N
2309368 / ASB2012-11488
123. KIIA 5,52 | Calandea, 1. C. | 1974 § 2-year chronic oral loxicity study with CP N -—
(OECD)} 67573 in albino rats
B564 1 BTL-71-32
233230
124, KIIA 5.5.2 Enomato, A. 1997 | HR-001: 24-Month Oml Chronic Toxicity and N ALS
(OECD) Oncogenicity Study in Rats, Vol. 1 (Seite 1-
500)
IET 94-0150 Vol.l ALS
GLP: Y, published: N
2309360 / ASB2012-1 1484
123, KIlA 5352 Enomoto, A. 1997 | HR-001: 24-Month Oral Chronic Toxicity and N ALS
(OECD) Oncogenicity Study in Rals, Vol. 2 (Scite 501-
1000}
IET 94-0150 Vol. 2 ALS
GLP: Y, published: N
2309362 / ASB2012-11485
126, KIIA 5.5.2 Enomoto, A. 1997 { HR-001: 24-Month Oral Chronic Toxicity and N ALS
{OECD) QOncogenicity Study in Rats, Vol.3 (Seite 1001-
1500)
IET 94.0150 Vol. 3 ALS
GLP: Y, published: N
2309364/ ASB2012-11486
127. KIIA 3.5.2 | Enomolo, A. 1997 | {IR-001; 24-Month Oral Chronic Toxicity and N ALS
(OECD) Oncogenicily Study in Rats, Vol. 4 (Seite
1501-2051)
IET 94-0150 Vol. 4 ALS
GLP: Y, published: N
2309366/ ASB2012-11487
128. KIIA 552  {Stout, L.D,, 1990 | Chronic study of glyphasate administered in N MON
(OECD) Ruecker, F.A, feed ta Albino mts

MSL-10495 MON
GLP: Y, published: N
2309384 / TOX9300244
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129, KlA 5.5.2 | Suresh, T.P. 1996 { Combined Chronic Toxicity and N ADM
(OECD) Carcinogenicity Study with Glyphosole
Technical in Wistar Rats
TOX1:886.C.C-R FSG
GLP: Y, published: N
2309343 / TOX9651587 f TOX9600015
130. KIIA 5.5.2 | Wood, E,, 3009 | Glyphosate Technical: Dietary combined Y NUF
(OECD} Dunster, J., chronic toxicity / carcinogenicity study in the
Watson, P. rat
Brooks, P. SPL2060-0012 NUF
GLP: Y, published: N
2309391 / ASB2012-11450
131, KIIA 5.5.3 | Acquavella, 20035 | Implications for epidemiclogic rescarch on N LIT
KIIA 5.10 LF., Gustin, C., variation by pesticide in studies of farmers and
(OECD) Alexander, their familics
B.H., Mandel, Seandinavinn Journal of Work Environment &
1.8, Health 31, 105-109
GLP: N, published: Y
2309540/ ASB20i2-11530
132, KIIA 5.53 | Alavanja, M.C., | 2003 | Use of ngricultural pesticides and prostate N LT
KIIA 5.10 Samanic, C., enncer risk in the Agriculivml Henlth Study
{OECD) Dosemeci, M., cohort
Lubin, J., Am J Epidemiol 157, 800-814
Tarone, R., GLP: N, published: Y
Lynch, C.F., 2309554/ ASB2012-11335
Knott, C.,
Thomas, K.,
Hogpin, LA.,
Barker, I.,
Coble, 1.,
Soandler, D.P,,
Bloir, A.
133. Kila 553 | Andreotti, G., | 2009 | Agriculiural pesticide use and pancreatic ™ LIT
KIIA 5.10 Freeman, cancer risk in the Agriculluml Health Study
{OECD) L.E.B.,Hoy L., Cohort
Coble, 1, International Journal of Cancer 124, 24935-
Rusiecki, J., 2500
Hoppin, J.A., GLP: N, published: Y
Silverman, 2309572/ ASB2012-11544
D.T., Alavanjo,

M.C.R.
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134 KIIA 553 | Atkinson, C.; 1993 | Glyphosate: 104-week dietary carcinogenicity N -
(OECD) Martin, T.; study in mice
Hudson, P.; 7793 1 IRJ 438618
Robb, D. TOX9552182
135. KIIA 5.5.3 Band, P.R., 2011 | Prostate Cancer Risk and Exposure to N LIT
KIIA 5.10 Abanto, Z., Pesticides in British Columbia Farmers
(OECD) Bert, J., Lang, Prostate 71, 168-183
B., Fang, R., GLP: N, published: ¥
Gallagher, R.P,, 2309594 / ASB2012-11555
Le, N.D.
136. KIIA 5.5.3 Barale-Thomas, | 2012 | Letter to the editos N LIT
KIA 5.1¢ E; Fooi and Chemical Toxicology 33 (2013)
(OECD) 473414
ASB2013-10998
137. KllA 5,53 Berry, C.; 2012 | Letter to the editor N LIT
KIIA 5.10 Food ond Cheimical Toxicology 53 (2013)
{OECD) 445446
ASB2013-10988
138 KIlA 5.5.3 Bfair, A,, 2009 | Epidemiologic Sudies in Agriculiural M LIT
KIIA 5.10 Freeman, L.B. Populations: Qbservations and Future
(OECD) Directions
Jourmal of Agromedicine {4, 125-131
GLP: N, published: Y
2309618/ ASB2012-11566
139, KIIA 5.5.3 Carveon, T., 2005 | Gliomas and farm pesticide exposure in N LIT
KIIA 5.10 Butler, M.A., women: The Upper Midwest Health Study
(OECD) Ruder, A.M., Environmental Health Perspectives 113, 546-
Waters, M.A., 351
Davis-King, GLP: N, published: Y
K.E., Calvert, 2309660/ ASB2012-11585
G.M., Schulte,
P.A., Connally,
B., Ward, EM.,
Sanderson,
W.T.,
Heinemann,
E.F., Mandel,
1.5., Morten,
ILF., Reding,
0.1,
Rosenmann,
KD,

Talaska, G.
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140. KIIA 5.53 | McDufTie, HLH., | 2001 | Non-Hodgkin's lymphoma and specific N LIT
KIIA 5.10 Pahwa, P., pesticide exposures in men: cross-Canada
(QECD) McLoughlin, study of pesticides and health
J.R., Spinelli, Cancer Epidemiol Biomarkers Prev 10, 1155-
J.1., Fincham, 1163
S., Dosman, GLP: N, published: Y
JL.A., Robson, 2309024 / ASB2011-364
D., Skinnider,
L.F., Choi,
N.W,
141. KIIA 5.3.3 Engel, L.5., 20035 | Pesticide use and breast cancer risk among N LiT
KIIA 5.10 Hill, D.A., farmers' wives in the ngriculiural health study
(OECD) Hoppin, LA, American Journal of Epidemiology 161, 121-
Lubin, LH., 135
Lynch, C.F., GLP: N, published: Y
Pierce, J., 2309720/ ASB2012-11613
Samanie, C.,
Sandler, D.P.,
Blair, A.,
Alavanja, M.C.
142, KIIA 5.5.3 Eriksson, M., 2008 | Pesticide exposure as risk factor for non- N LIT
KIIA 5.10 Hanrdell, L., Hodgkin lymphoma including
(OECD) Carlberg, M., histopathological subgroup analysis
Akermon, M. Int J Cancer 123, 1657-1663
GLP; N, published: Y
2309722/ ASB2012-t1614
143, KIIA 5.5.3 | Farmer, D.R., | 2005 | Glyphosate Results Revisited N LIT
KIIA 5.10 Lash, T.L., Environmenlal Health Perspectives 113,
(OECDH Acquavella, J.F. Al65-A366
GLP: N, published: ¥
2309726/ ASB012-11616
144, KilA 533 | Flower, K.B., {2004 | Cancer risk and parental pesticide application N LIT
KIIA 5.10 Hoppin, LA, in chitdren of agricultural heahh study
(OECD) Lynch, C.F., participants
Blair, A., Knolt, Environmental Heaith Perspectives 112, 361-
C.. Shore, D.1.., 635
Sandler, D.P. GLP: N, published: Y

2309734 / ASB2012-11620
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145, KIA 5.5.3 |Freeman,L.B. {2009 | Evaluation of agricultural exposures: the N LIT
KI[A 5.10 agriculiural health study and the agricultural
(QECD) eohort consortium
Reviews on Environmenial Health 24, 311-
38
GLP: N, published: Y
2309740/ ASB2012-1162)
146. KIIA 5.5.3 | Fritschi, L., 2005 | Qecupational exposure to pesticides and risk of N LIT
KIIA 5.10 Benke, G., non-Hodgkin's lymphoma
{(OECD) Hughes, A.M., American Joumal of Epidemiology 162, 849.
Kricker, 857
A..,Tumner, I, GLP: N, published: Y
Vajdie, C.M., 2309746 / ASB2012-11624
Grulich, A.,
Miltiken, S.,
Kaldor, J.,
Armstrong,
B.K.
147, KIIA 5.5.3 | Georpe, J., 2010 | Studies on glyphosate-induced carcinogenicity N LIT
KIIA 5,10 Prasad, 5., in mouse skin: a proleomic approach
(OECD) Mahmoad, Z., J Proteomics 73, 951-964
Shukla, Y. GLP: N, published: Y
2309766/ ASB2012-11829
1438. KIIA 53.53 Grunewald, W.; | 2012 | Letter to the editor N LIT
KIIA 5.10 Food and Chemical Toxicology 53 (2013)
{(OECD) 447448
ASB2013-11001
149, KIIA 5.5.3 Hammond, B.; | 2012 | Lelter to the editor N LiT
KA 500 Goldstein, D, Food and Chemical Toxicology 53 (2013)
(CECD) A.; Saltmiras, 459164
D.; ASB2013-10995
130 KA 5.53 | Hardell, L., 1999 | A case-control siudy of non-Hodgkin M LIT
KIIA 5.10 Eriksson, M. lymphoma and exposure to pesticides
(QECD) Coneer 85, 1333-1360
GLP: M, published; Y
1309788/ ASB2012-11838
151. KIIA 553 | Hardell, L., 2002 | Exposure to pesticides as risk fctor for non- N LIT
KIIA 5.10 Ertksson, M., Heodgkin's lymphoma and hairy cell leukemia:
(OECD) Mordstrom, M. Pooled analysis of two Swedish case-control

studies

Levkemia & Lymphomn 43, 1043-1049
GLP: N, published: Y

2309790/ ASB2012-1 1839
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152, KHA 553 [einemann, . | 2012 | Letter to the editor N LIT
KIIA 5.10 Al Food and Chemical Toxicology 53 (2013} 442
(OECD) ASB2013-10987
153. KIIA 5.53 | Karunanayake, {2011 | Hodukin Lymphoma and Pesticides Exposure N LIT
KIIA 5.10 C.P., Spinelli, in Men: A Canadian Case-Conirol Study
{OECD) L., Journal of Agromedicine 17, 30-39
Meiaughlin, GLP: N, published: Y
J.R., Dosman, 2309844 f ASB2012-11865
J.A., Pahwa, P,
McDuffie, H.H.
154, KIIA 553 | Knezevich, A. | 1983 | A chronic feeding study of glyphosale N -
{OECD) L.; Hogan, G. {Roundup technical) in mice
K. 77-2061 ! (BDN-77-420)
TOX9552381
155. KIIA 5.53 | Kumar, .P.S. | 2001 | Carcinogenicity Study with Glyphosate Y ADM
(OECD) Technical in Swiss Albino Mice
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