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Archived: 07 June 2016 14:10:07
From:
Sent: 27 January 2016 18:46:08
To: ; ; ;

; ; ; ; ;
; ; ; s

Cc: PMO.glyphosate;
Subject: joint meeting of the Project Teams (27 January) - action points
Importance: Normal

Dear Colleagues,

Below you find the action points from today’s joint meeting of the Project Teams:

1.
.

2.

3.

4.

5.

6. and colleagues in PRAS to prepare the PPT slides for the joint EFSA-IARC meeting
(deadline: 5 February 2016).

Kind regards,



Archived: 07 June 2016 14:22:30
From:
Sent: 05 February 2016 16:17:01
To:
Cc: PMO.glyphosate; ; ;
Subject: FW: EFSA / IARC meeting in Feb - communications
Response requested: No
Importance: Normal

Hi

Pls see below the response from IARC regarding aligning comms expectations before the meeting … (!)

I’m not sure how things are progressing from the science side but this is clearly not a particularly helpful
approach. My concern is that we are still not aligned on what the expected outputs (not necessarily
outcomes) are for this meeting e.g. joint statement for media, minutes, etc.

Perhaps this point could be added to the project meeting on Monday which or I will attend (
also if he’s able to via phone or Facetime). It seems to me that we should be escalating this to

’s level to ensure at least the minimum level of alignment with IARC before the
meeting.

Best,



I



l
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Archived: 07 June 2016 14:24:51
From:
Sent: 09 February 2016 08:51:43
To: ; ;
Cc: PMO.glyphosate
Subject: IARC Letter
Importance: Normal
Attachments:
Draft response to version 3_ 01.docx ;

Dear all,
thanks for the excellent letter.
Please look at one change I proposed regarding IARC's use of industry GLP studies. I brought in a
note of caution just to avoid another potential source of misunderstanding. Does this reflect
reality? (as they looked at some industry studies published by EPA, as far as I am aware).
Besides that fine with me.
Best regards,

Sent from Outlook Mobile
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Dear Dr Wild,

I refer to your letter of 5 February 2016 in which you raise concerns about the
way in which EFSA refers to the IARC Monographs on our website.

Firstly, please allow me to reassure you that EFSA recognises the important
contribution IARC makes to the assessment of cancer hazards and to the high
scientific standards set by the IARC Monograph programme. It is for precisely
this reason that EFSA’s evaluation of glyphosate was postponed as this
enabled us to consider the findings of the IARC assessment in our own work. It
is also why we invited IARC to take part as observers in EFSA’s expert
discussions prior to adopting our conclusions.

Please also allow me to reassure you that by referring to the IARC Monographs
as a first step or “screening assessment” in our response letter to Dr
Christopher Portier on 13 January 2016 we in no way meant to imply criticism or
to characterise the Monographs as superficial. These references stem from
IARC’s own description of the Monographs that can be found on the IARC
website: “The Monographs represent the first step in carcinogen risk
assessment…” and “The Monographs are used by national and international
authorities to make risk assessments” [original emphasis]1. The purpose of
these references was merely to draw attention to the fact that EFSA operates in
a specific regulatory context and that the scope and objectives of the EFSA and
IARC hazard assessments are different and not directly comparable.

This also explains why we state on our website the fact that EFSA assessed
more evidence than IARC. Here we refer to the mandatory Good Laboratory
Practice studies that applicants must submit according to EU pesticides
legislation and that EFSA and EU Member States appraise, not all of which
were not considered by IARC in its assessment of glyphosate.

Regarding your concern about the phrase “IARC assesses generic agents”, this
was inferred from the IARC Monograph Preamble which states that the term
‘agent’ “refers to any entity or circumstance that is subject to evaluation in a
Monograph” and may include “specific chemicals, groups of related chemicals,
complex mixtures, occupational or environmental exposure, cultural or
behavioural practices, biological organisms and physical agents”2.

Regarding the other specific statements by EFSA that you refer to in your letter,
again these are not intended as criticisms of IARC but rather represent EFSA’s
scientific view based on our review of the evidence in the IARC Monograph on
glyphosate. EFSA and IARC may have differences of opinion about these
issues but it was my understanding that we had agreed to meet in February
precisely in order that we could discuss these differences in more detail and,
where possible, seek to explain them.

With this in mind – and given the high level of public concern about glyphosate
– II strongly believe that there is value in going ahead with the planned meeting

1 http://monographs.iarc.fr/ENG/Preamble/currenta2objective0706.php
2 Ibid



between EFSA and IARC. Not only as it will it allow for an in-depth scientific
discussion among our experts, on this topic of high public concern. I also
believe that a face-to-face meeting is the best way to address any remaining
misunderstandings between our two organisations, which inevitably are difficult
to avoid through written communication alone. I hope that you share this view in
line with the spirit of openness and friendly co-operation that you refer to in your
letter.

I am happy to publish this exchange of letters on our website and, should you
agree, the minutes of the planned meeting next week which would provide
space to set out any divergent views the two organisations may have about the
science behind glyphosate. Following the meeting, I would of course also be
willing to correct any factual mistakes about IARC on our website should these
remain.

Yours sincerely,

Bernhard Url

Document history
Document reference Version 32

Prepared by

Reviewed by

Last date modified 08/02/2016



Archived: 07 June 2016 14:27:37
From:
Sent: 09 February 2016 09:25:51
To: ; ;
Cc: PMO.glyphosate
Subject: RE: IARC Letter
Importance: Normal
Attachments:
Draft response to version 3_ 01_ .docx ;

Dear ,
See attached a proposal for the sentence, based on factual information. (IARC did not look at the GLP
studies but to their evaluations by others).
KR,

From:
Sent: 09 February 2016 08:52
To: ; ;
Cc: PMO.glyphosate
Subject: IARC Letter

Dear all,
thanks for the excellent letter.
Please look at one change I proposed regarding IARC's use of industry GLP studies. I brought in a
note of caution just to avoid another potential source of misunderstanding. Does this reflect
reality? (as they looked at some industry studies published by EPA, as far as I am aware).
Besides that fine with me.
Best regards,

Sent from Outlook Mobile
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Dear Dr Wild,

I refer to your letter of 5 February 2016 in which you raise concerns about the
way in which EFSA refers to the IARC Monographs on our website.

Firstly, please allow me to reassure you that EFSA recognises the important
contribution IARC makes to the assessment of cancer hazards and to the high
scientific standards set by the IARC Monograph programme. It is for precisely
this reason that EFSA’s evaluation of glyphosate was postponed as this
enabled us to consider the findings of the IARC assessment in our own work. It
is also why we invited IARC to take part as observers in EFSA’s expert
discussions prior to adopting our conclusions.

Please also allow me to reassure you that by referring to the IARC Monographs
as a first step or “screening assessment” in our response letter to Dr
Christopher Portier on 13 January 2016 we in no way meant to imply criticism or
to characterise the Monographs as superficial. These references stem from
IARC’s own description of the Monographs that can be found on the IARC
website: “The Monographs represent the first step in carcinogen risk
assessment…” and “The Monographs are used by national and international
authorities to make risk assessments” [original emphasis]1. The purpose of
these references was merely to draw attention to the fact that EFSA operates in
a specific regulatory context and that the scope and objectives of the EFSA and
IARC hazard assessments are different and not directly comparable.

This also explains why we state on our website the fact that EFSA assessed
more evidence than IARC. Here we refer to the mandatory Good Laboratory
Practice studies that applicants must submit according to EU pesticides
legislation and that EFSA and EU Member States appraise;, not all ofin
particular, the new studied not included in the JMPR and USEPA evaluations
which were not considered by IARC in its assessment of glyphosate.

Regarding your concern about the phrase “IARC assesses generic agents”, this
was inferred from the IARC Monograph Preamble which states that the term
‘agent’ “refers to any entity or circumstance that is subject to evaluation in a
Monograph” and may include “specific chemicals, groups of related chemicals,
complex mixtures, occupational or environmental exposure, cultural or
behavioural practices, biological organisms and physical agents”2.

Regarding the other specific statements by EFSA that you refer to in your letter,
again these are not intended as criticisms of IARC but rather represent EFSA’s
scientific view based on our review of the evidence in the IARC Monograph on
glyphosate. EFSA and IARC may have differences of opinion about these
issues but it was my understanding that we had agreed to meet in February
precisely in order that we could discuss these differences in more detail and,
where possible, seek to explain them.

1 http://monographs.iarc.fr/ENG/Preamble/currenta2objective0706.php
2 Ibid



With this in mind – and given the high level of public concern about glyphosate
– II strongly believe that there is value in going ahead with the planned meeting
between EFSA and IARC. Not only as it will it allow for an in-depth scientific
discussion among our experts, on this topic of high public concern. I also
believe that a face-to-face meeting is the best way to address any remaining
misunderstandings between our two organisations, which inevitably are difficult
to avoid through written communication alone. I hope that you share this view in
line with the spirit of openness and friendly co-operation that you refer to in your
letter.

I am happy to publish this exchange of letters on our website and, should you
agree, the minutes of the planned meeting next week which would provide
space to set out any divergent views the two organisations may have about the
science behind glyphosate. Following the meeting, I would of course also be
willing to correct any factual mistakes about IARC on our website should these
remain.

Yours sincerely,

Bernhard Url

Document history
Document reference Version 32 comments

Prepared by

Reviewed by

Last date modified 0809/02/2016



Archived: 07 June 2016 14:29:59
From:
Sent: 09 February 2016 10:05:17
To: e; ;
Cc: PMO.glyphosate
Subject: RE: IARC Letter
Importance: Normal
Attachments:
Draft response to Chris Wild version 4.docx ;

Dear all

I’ve tried to simplify /improve flow of this para –see below. Think it’s ready now to format and sign

This also explains why we state on our website the fact that EFSA assessed more
evidence than IARC. Here we refer to the mandatory Good Laboratory Practice studies
(not described in the WHO-JMPR or US-EPA reports that IARC assessed) that applicants
were required to submit according to EU pesticides legislation and that, unlike IARC,
EFSA and EU Member States appraised.

Best,

From:
Sent: 09 February 2016 09:26
To: ; ;
Cc: PMO.glyphosate
Subject: RE: IARC Letter

Dear ,
See attached a proposal for the sentence, based on factual information. (IARC did not look at the GLP
studies but to their evaluations by others).
KR,

From:
Sent: 09 February 2016 08:52
To: ; ;
Cc: PMO.glyphosate
Subject: IARC Letter

Dear all,
thanks for the excellent letter.
Please look at one change I proposed regarding IARC's use of industry GLP studies. I brought in a
note of caution just to avoid another potential source of misunderstanding. Does this reflect
reality? (as they looked at some industry studies published by EPA, as far as I am aware).
Besides that fine with me.
Best regards,

Sent from Outlook Mobile
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Dear Dr Wild,

I refer to your letter of 5 February 2016 in which you raise concerns about the
way in which EFSA refers to the IARC Monographs on our website.

Firstly, please allow me to reassure you that EFSA recognises the important
contribution IARC makes to the assessment of cancer hazards and to the high
scientific standards set by the IARC Monograph programme. It is for precisely
this reason that EFSA’s evaluation of glyphosate was postponed as this
enabled us to consider the findings of the IARC assessment in our own work. It
is also why we invited IARC to take part as observers in EFSA’s expert
discussions prior to adopting our conclusions.

Please also allow me to reassure you that by referring to the IARC Monographs
as a first step or “screening assessment” in our response letter to Dr
Christopher Portier on 13 January 2016 we in no way meant to imply criticism or
to characterise the Monographs as superficial. These references stem from
IARC’s own description of the Monographs that can be found on the IARC
website: “The Monographs represent the first step in carcinogen risk
assessment…” and “The Monographs are used by national and international
authorities to make risk assessments” [original emphasis]1. The purpose of
these references was merely to draw attention to the fact that EFSA operates in
a specific regulatory context and that the scope and objectives of the EFSA and
IARC hazard assessments are different and not directly comparable.

This also explains why we state on our website the fact that EFSA assessed
more evidence than IARC. Here we refer to the mandatory Good Laboratory
Practice studies (not described in the WHO-JMPR or US-EPA reports that IARC
assessed) that applicants were required to submit must submit according to EU
pesticides legislation and that, unlike IARC, EFSA and EU Member States
appraised.;, not all ofin particular, the new studied not included in the JMPR and
USEPA evaluations which were not considered by IARC in its assessment of
glyphosate.

Regarding your concern about the phrase “IARC assesses generic agents”, this
was inferred from the IARC Monograph Preamble which states that the term
‘agent’ “refers to any entity or circumstance that is subject to evaluation in a
Monograph” and may include “specific chemicals, groups of related chemicals,
complex mixtures, occupational or environmental exposure, cultural or
behavioural practices, biological organisms and physical agents”2.

Regarding the other specific statements by EFSA that you refer to in your letter,
again these are not intended as criticisms of IARC but rather represent EFSA’s
scientific view based on our review of the evidence in the IARC Monograph on
glyphosate. EFSA and IARC may have differences of opinion about these
issues but it was my understanding that we had agreed to meet in February
precisely in order that we could discuss these differences in more detail and,
where possible, seek to explain them.

1 http://monographs.iarc.fr/ENG/Preamble/currenta2objective0706.php
2 Ibid



With this in mind – and given the high level of public concern about glyphosate
– II strongly believe that there is value in going ahead with the planned meeting
between EFSA and IARC. Not only as it will it allow for an in-depth scientific
discussion among our experts, on this topic of high public concern. I also
believe that a face-to-face meeting is the best way to address any remaining
misunderstandings between our two organisations, which inevitably are difficult
to avoid through written communication alone. I hope that you share this view in
line with the spirit of openness and friendly co-operation that you refer to in your
letter.

I am happy to publish this exchange of letters on our website and, should you
agree, the minutes of the planned meeting next week which would provide
space to set out any divergent views the two organisations may have about the
science behind glyphosate. Following the meeting, I would of course also be
willing to correct any factual mistakes about IARC on our website should these
remain.

Yours sincerely,

Bernhard Url

Document history
Document reference Version 32 comments4

Prepared by ,

Reviewed by r

Last date modified 0809/02/2016



Archived: 07 June 2016 14:36:58
From:
Sent: 12 February 2016 13:55:55
To: ; ;
Cc: PMO.glyphosate;
Subject: Table with the links to the study description for carcinogenicity
Importance: Normal
Attachments:
Evidence on glyphosate carcinogenicity.doc ;

Dear all,
This is the table I mentioned at the meeting, it contains all study codes and the page numbers in the
public pdf files (summary dossier and final RAR) with the study description and German assessment. I
added the reference used by IARC. could you please double check those highlighted in yellow?
I will try to produce an equivalent one for the in vivo mammalian genotox.
Thanks,

Page 1 of 1
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Available evidence on glyphosate carcinogenicity

Table 1 summarises the industry sponsored studies used in the EU assessment described by

the notifier in the summary dossier (SD) available at the EFSA web site

http://registerofquestions.efsa.europa.eu and the Review Assessment Report (RAR) by the

Rapporteur Member State (Germnay, 2015). Two mice studies were assessed in the previous

EU assessment (EC, 2002) and are not described in detail in the information published by EFSA;

however, these are the studies described by US EPA and JMPR and summarised in the IARC

monograph.

Table1. Long-term chronic toxicity and carcinogenicity studies considered valid and used in the

EU assessment.

Study Reference
Purity (%)
(IARC reference)

Study type
descriptions by notifier
(SD) and RMS (RAR)

Dose levels
(NOAEL/LOAEL)
mg/kg bw per day

critical effect at the LOAEL

Mice long-term chronic toxicity and carcinogenicity studies used in the EU evaluation

TOX9552381,
1983, 99.7%
(IARC: EPA
1985a,b, 1986,
1991a)

2 yr, CD-1 carcino/
chron
Described in the
previous EU evaluation
USEPA and IARC

0, 157, 814, 4841
(157/814)

Males: Body weight reduction, hepatocellular
centrilobular hypertrophy and bladder
epithelial hyperplasia

TOX9552382,
1993, 98.6%
(IARC: JMPR
2006)

2 yr, CD-1, carcino
Described in the
previous EU evaluation
JMPR and IARC

0, 100, 300, 1000
(1000/>1000)

Equivocal enlarged/firm thymus, not
associated with histopathological findings
(considered not biologically relevant)

IIA, 5.5.3/03
ASB2012-11493,
1997,
97.56/94.61%

18 mo, CD-1 (ICR),
OECD 451
SD pp 516-525
RAR pp 1030-1040

0, 153, 787, 4116
(153/787)

Body weight gain, reduction food cons & effic,
loose stool, caecum distended and increased
weight, prolapse and anus ulceration

IIA, 5.5.3/02
ASB2012-11492,
2009, 95.7%

18 mo, CD-1 (ICR),
OECD 451
SD pp 511-516
RAR pp 1023-1030

0, 71, 234, 810
(810/>810)

No effect observed

Rat long-term chronic toxicity and carcinogenicity studies used in the EU evaluation

IIA, 5.5.2/05
TOX2000-595,
1981, 98.7%
(IARC: EPA
1991a,b.c.d)

26mo, SD rat,
combined
No GLP
SD pp 479-485
RAR pp 987-993

0, 3, 10.3, 31.5
(31.5/>31.5)

No effects observed*

IIA, 5.5.2/06
TOX9300244,
1990, 96.5%
(IARC: EPA
1991a,b.c.d)

2yr, SD rat, combined
USEPA F 83-5
SD pp 485-491
RAR pp 993-999

0, 89, 362, 940
(89/362)

Reduction body weight and gain, increase
liver weight, stomach mucosal inflammation,
cataracts, decrease urine pH, survival <50%
in all groups incl. controls

IIA, 5.5.2/04
TOX9750499,
1993, 98.9% &
98.7%
(IARC:JMPR,2006)

2yr, SD rat, combined
USEPA F 83-5
SD pp 471-478
RAR pp 999-1007

0, 10, 100, 300,
1000
(100/300)

Pronounced salivary gland findings, increase
AP and liver weight

IIA, 5.5.2/01
TOX9651587,
1996, 96.8/96.0%

2yr, Wistar rat,
combined
OECD GD 453
SD pp 451-456
RAR 1007-1013

0, 6.3, 59.4, 595.2
(60/595.2)

Cataracts, increase AP

IIA, 5.5.1/01 12mo, Wistar rat 0, 141, 560, 1409 Reduction in body weight, food cons and



TOX2000-1998,
1996, 95.6%
(IARC:JMPR,2006)

OECD GD 452
SD pp 447- 451
RAR pp 955-960

(141/560) utilization, increase AP, focal basophilia of
acinar cells of parotid salivary gland (not
weighed)

IIA, 5.5.2/02
ASB2012-11484,
1997, 97.56/
94.61%

2yr, SD rat, combined
OECD GD 453
SD pp 457-463
RAR pp 960-966

0, 104, 354, 1127
(104/354)

Reduction body weight, gain, food cons
(initially) and utilization, increase loose stool,
increase tail masses due to follicular
hyperkeratosis and abscesses, caecum:
distention and increase weight, pH reduction
and dark appearance of urine

IIA, 5.5.2/03
ASB2012-11488,
2001, 97.6%
(IARC:
JMPR,2006)

2yr, Wistar rat,
combined
OECD GD 453
SD pp 463-471
RAR pp 972-980

0, 121, 361, 1214
(361/1214)

Reduction body weight, food cons and
(initially) utilization, clinical chemistry findings
(increase AP and ALAT activity and bilirubin,
decrease urine pH), kidney papillary necrosis,
prostatis and periodontal inflammation

IIA, 5.5.2/08
ASB2012-11490,
2009, 95,7%

2yr, Wistar rat,
combined
OECD GD 453
SD pp 496-502
RAR pp 980-987

0, 86, 285, 1077
(285/1077)

Reduction body weight gain, transient
increase AP, changes in distribution of renal
mineralisation, increase adipose infiltration of
bone marrow (indicative of hypoplasia)

Industry sponsored studies considered non-valid during the EU assessments
IIA, 5.5.3/01
ASB2012-11491*,
2001, >95.14%

18 mo, Swiss albino,
OECD 451
SD pp 504-511
RAR pp 1013-1023

Title: Carcinogenicity Study with Glyphosate Technical in Swiss
Albino
Mice

IIA, 5.5.2/07
ASB2012-11489
1997

2yr SD rat, combined
OECD GD 453
SD pp 491-496
RAR pp 967-972

Title: Combined Chronic Toxicity/Carcinogenicity Study of
Glyphosate
Technical in Sprague Dawley Rat


