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efsam

European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

PROJECT STEERING COMMITTEE MEETING
(FOLLOW-UP WORK ON GLYPHOSATE)

11 DECEMBER 2015, 10:00-11:00
ofrrICE (SEAT 06/B12)

O DRAFT AGENDA

Y

Trilateral meeting (EFSA/IARC/BfR} in Brussels in the 3™ week of January 2016

a) draft agenda
b) participants
¢) meeting location

2. |

=

Scientific publication explaining divergence between EFSA and IRAC opinion on glyphosate

European Food Safety Authority « Via Carlo Magno 1A s 43126 Parma » ITALY
Tel. +39 0521 036 111 » Fax +39 0521 036 110 » www.efsa.europa.eu






efsam

European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

DRAFT AGENDA

Trilateral meeting EFSA/BfR/IARC on the scientific
assessment of the carcinogenicity of the active pesticide

substance glyphosate

19 {(or 22) January 2016
10h00-16h00 - Brussels

Time Topic Presenter
10.00-10.10 Opening remarks Co-chair:
- (EFSA)
O ...{IARC)
10.10-10.25 | The IARC process for the review .....{IARC)

and classification of chemicals: the
IARC monographs

10.25-10.40 | The peer review of carcinogenicity (EFSA)
of plant protection products at EU
level: the role of EFSA and MSs

10.40-11.00 Q&A session

11.00-12.00 Glyphosate: focus on the IARC/BfR/EFSA
genotoxicity and mechanistic data
on carcinogenicity

12.00-13.00 Glyphosate: focus on experimental | IARC/BfR/EFSA
O data on carcinogenicity

13.00-14.00 | LUNCH

14.00-15.00 Glyphosate: focus on human and IARC/BfR/EFSA
epidemiological data on
carcinogenicity

15.00-15.50 | Overall conclusion on divergent EFSA
views and agreement of content of
minutes of the meeting

15.50-16.00 | Next steps : . (EFSA)

Participants:

BfR: 1 expert covering all aspects of DAR and addendum

IARC: 3-4 experts

EFSA: 3-4 people: {epi), {gentox overall process), - emn.- (Carcinogenicity); o (Chair); 1 staff to take
minutes, We could also consider asking ECHA to chair the meeting.

European Food Safety Authority » Via Carlo Magno 1A « 43126 Parma » ITALY
Tel, + 39 0521 036 111 » Fax + 39 0521 036 110 « www.efsa.europa.eu






ST0Z 13quia09Q £ ‘Pulied

na-edons BS}R MMM « OTT 9E0 TZS0 6E+ XBd = TTT 9EO TZSO 6€+ ‘AL
ATVLT » BuLIRd 9ZTER » VI OUBRI 04ED BIA » ANJOUINY A33Jes peod ueadosng N,

ey TP
R o

et e £ M e —— .

Aouaby uonRIRN0Nd |EJUBUCIAUT SSIRIS PAIIUN Yd3 SN
Jsa19)u] JO uonelepPaq |enuuy (TogY

N S8PRRSA (SVid

SUOTEDIUNUIIOD :SIWIWOD

SaNPIsaY IPDNSId UO BUNadiy IO *HdIWE

Aualy jeoiway)y ueadosng :yud3

J30UeT) U LPURasIY 10) Aduaby jeuonewul DYyl
JUDLUSSSSSY YSY J0) AQMLSsu] |eIapad Ueusso aul tyig
sanuwo) buusals pafold 1354

swAuony syuedpped

SILNNIKW DNILIIW
00:TT-00:0T STOZ HIEWADIA TT
(ILYSOHJATD NO XOM dN-MOT1104)
(DSd) 3LLIWWOD DNINIILS LDIC0Ud

INAWLYYdIQ S1ONA0Yd A31vINS3Y 40 NOILVNIVAZ DI4IINIIOS

el
— e

s ——— - e — T ———— ———— Asoyiny £12)e5 poog ueatomy

SEE
O O






- -

er-Tg|

11 Aepoj Ag "Juaa2 3y} JO UOIEDIUNWILIOD
a2yl yum paadodd 0] Moy uo sanujw

ST apnppul tepuabe ay) malaay L
:ZO-TITISTOZ Uoly

‘Buizesw
ay3 Jo diysuewieyd syl uo apidap 03 :Jsd
‘FO-TTICTISTOZ Uody

“JUBA2 34] JO SBWO0I3IN0 23 JO UCIIEIIUNWLLOD 3Y) YJm paadold o] moy
uvo syuedppaed ayy ynm 22062 pue apI2Ip 0) SUlW 5T JO 10is B BULIRPISU0Y pamalall 3q
01 sey epuabe ay) 19AIMOH "UR3SI0J SI SWIWOD woly sanbeajod ay) Jo aduasaad oN

‘saqnuiw Bupjey yeis 1 ¢ ‘(oudaed) ’ i

‘(ABojoiwapids) . "(Aypixojousb pue s.o001d ([RIBAU) YS43

*3pIs Yoea woly puane pinoys sjdoad p-£ Xe

*3jendoudde jja) Jou Ing PassnISIp

sem (ddiWC 10 ‘wyd3 *6'3) diysuewseyd jewlaixy ‘JDYvI-v¥SJ3d Aq paneys-0d ag oL
:Bugaaw ayl Jo s|ieyeq

ELET
JJIIUBIDS B U0 UOISSNOSIP 2yl daay 0] UoiUSIUl U3 PUE pasu 3yl pajesalial DS4 ayl

"ABpo0} J0j p3INpaYds (g2 suoyd e ul JoPaIG JLNVS DQ U} Yyim

N9 AQ passnasIp ag ™ SIYL "WOD JO UOIUINE 3Y) 0} uoISSNISIp ayl Bupg 0) spuajul
pue 12A195Q0 SR OHM 3uau o) Buisodosd osje si o ywig "Bunssw oyl 10y jep J33e|
e asodoid pue yS43 12 3SIA e 10 SeWIsS|YD) 9. Jaquisw Jels auo aJeuilon ||im Wi
“(Bun@aw ayj Jaye paaiadad Aidal) DyyT wody Ajdas ou Jej og

"23Q ;8 U0 Wig PUe DYy 03 JUas alom SI2119| UOIBIAU]

vonedo] bunasw (3
syuedioiued (q
epuabe yesp (e

9102
Aenuer Jo yasm

pi€ U3 Ul S[35SNIG
ul (W49/29v1/vs43)
Bunosw |etojell ‘T

SNOILDY

SNOISIJOAA ANV NOISSNOSIA

YanN3Iov

Koyginy Alajes paoy ueadoing

®ps)o






*passnasIp 10N

23esoydA|b

uo uoiundo

Jvdl pue ys43
usamiaq souabliaalp
Bujuie|dxa

uoiedignd synuanRs °g
b

i YT TR

e L T
T

- adr
o —

Anmpmy f1ajes pooy veadony

:HE






i

e ——

BT TETrTE— . B - Auoyiry A1ayes poog ueadoiny

=mRSi






STOT Jaquisaeq £T "euued

na edona‘esja mmm « 01T 9£0 TZS0 6€+ XBd » TTT 9£0 TZS0 6£+ 'I2L e
ATVAL « Buied 9ZTEY « VI oubely ope) 2In « Ajuouiny A19jes poog ueadoiny . el

..... i

— — oy Tp— T

Aouaby U310 [RIUSWILICIIALT SDIEIS PRIIUN ¥d3 SN
1S2J31U] JO UoQeIRPA(Q [ENUUY ([ogy

1N saponsad Svdd

SUCQEDUNWWOYD SWINOD

SANPISSY aPPOSSE U0 Bunsaiy U0 THdWD

Aouaby ey ueadoang (yuyd3

J9OUED) U0 LDueasdy J0) Auaby jeuogewssiul DYyl
JUSUISSASSY YSNY JO) SIGSU [RSSPS URLLIDO W 4T
Fnwwoe) Suuag eloy 1354

siAugnyY syedppaed

SILNNIKW ONILIIW
00:TT-00:0T STOZ ¥3gW3ADIA IT
(FLYSOHdATO NO MHOM dN-MOT104)
(DSd) FILLINKWOD ONINIALS 123r0ud

LNIWINVYIA S1ONA0YUd A1YINDIY 40 NOLLVOTVYAI DIJLINIIOS

4 i ———

TR i e — Aoyiny £124e5 pood ueadoangy

L

O @






220

TT Aepol AgQ “JuaA® 3Y] JO UONEIIUNWLWeD
9yl ynm paadsoad 01 moy uo sajnuiw

61 opnpur :epuabe ay] malady 1W
‘TO0-TTZTSTOC UondY

‘Buneaw
a3 Jo diysuewaeys ayj uo apap 0l :Dsd
‘TO-TTZTISTOT Uony

*JUBAS 23 JO S3W0DIN0 243 JO UOIIEDIUNWILIOD ay) yim paadoid 0] moy
uc syuedpiued aul yum saabe pue appap 01 SUlW ST JO 3OS e BulBpISUC) pamalaat ag
0} sey epuabe ay) 1aAaMOH "US3SAI0J SI SWIWOD Wwoly sanbBeajjod auy Jo 23uasaid oN

‘saynuiy Bupel yes T ‘{ouipied) .

‘(ABojo1wiapida) ‘(Aypdixojouab pue ssadosd |jetanao) 1ys43

‘BPIS Yoea wody pusyie pinoys sdoad p-£ Xe

‘a1eudoadde 324 Jou INg passnosip

sem (YdWwr 10 'wyd3a °6°9) diysuewuieys |euwsdixg JYVI-vS3d3 Aq palieyd-od 3G o)
:Bun@aw ay) 4o sjielsg

4ELE]
JUIUBIDS B UO UOISSNISIP BU) daay 0] uoijualul 3] pue paau ay) pajetalldt ISd ayl

"Aepo] 103 pa|nNpayds |[ed auoyd e ul JoPalig JENYS 94 Y3 yim

Ng Aq passndsip aq {jim SIYL "WOD JO uoiuane 3y} 0] uo|ssnisip ayy bupq o) spuajul
pue Jaa19sqo SB OHM a3AuUl o) Buisodoid osie s1oyig cBunRssw aul Jo) 2ep J33e)
e 250do2d pue ys43 18 JISIA B J0J SeUSULD J3le JaqdLl JBIS SUO SIBUNLLIOU |IM Hig
*(Buneaw ayy JoYe paaladad Ajdas) DYyl wouy Aldal ou Jey og

"33 ;8 U0 ¥ig Pue DYy] O JUIs 1M SI19)19] UOIIeJIAU]

uoneao| bunssw (o
sjuedied (q
epuabe Yeap (e

910¢C
Alenueg 1o yaam

pE B} U] s[2ssNIg
ur (¥8/2uvI/vs43)
Buiaaw |eiaje|UL T

SNOILDY

SNOISIO3A ANV NOISSNOSIA

VANIOV

O
O

Aoyinyg Alajes pood veadoing

mpsid






£

*passnIsIp 10N

ajesoydAjt |
uo uoluido
vl pue ysi3
uaamiaq acualbianp
Buiume|dxa
uorjengnd JyIU3PS  °g

Aoy A1ajes pooy uradomy

mps)d






£ —

Ainoyiny A1ajes pooy ueadoing

mpsiy

i






efsam

European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

PROJECT STEERING COMMITTEE MEETING
( FOLLOW-UP WORK ON GLYPHOSATE)

18 DeCEMBER 2015, 10:30-12:00
_ OFFICE (SEAT 08/B10)

DRAFT AGENDA

1. -

2. Feedback from the teleconferences between EFSA/US-EPA and EFSA/IARC

3. .

6. Scientific publication explaining divergence between EFSA and IARC opinion on glyphosate
7.

8.

European Food Safety Autharity « Via Carlo Magno 1A » 43126 Parma » ITALY
Tel. +39 0521 036 111 « Fax +39 0521 036 110 » www.efsa.europa.eu
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efsam

European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

PROJIECT STEERING COMMITTEE MEETING
(FOLLOW-UP WORK ON GLYPHOSATE)

8 JANUARY 2016, 10:00-11:30
- " OFFICE (SEAT 08/B10)

O DRAFT AGENDA

3. Bilateral meeting (EFSA/IARC) In Brussels In February 2016

7. - — E—

8. Scientific publication explaining divergence between EFSA and IARC opinion on glyphosate

11.. ==

12,

Eurcpean Food Safety Authority « Via Carlo Magno 1A » 43126 Parma « ITALY
Tel. +39 0521 036 111 « Fax +39 0521 036 110 « www.efsa.europa.eu
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efsam

European Food Safety Authority

EXECUTIVE DIRECTOR

DRAFT AGENDA

IARC/EFSA Meeting on the scientific assessment of the

carcinogenicity of the active pesticide substance glyphosate

Xx February 2016

09h00~17h00 - Brussels

Time Topic Presenter
09.00-09.10 | Opening remarks Co-chair:
. (EFSA)
....{IARC)
09.10-09.25 | The IARC process far the review ....{IARC)
and classification of chemicals: the
IARC monographs
09.25-09.40 | The peer review of carcinogenicity “ZFSA)
of plant protection products at EU
level: the role of EFSA and MSs
09.40-10.00 | Summary of main differences
between IARC process and EFSA
peer review
10.00-11.00 | Glyphosate: focus on the IARC/EFSA/BIR
genotoxicity and mechanistic data
on carcinogenicity
11.00-11.15 | Coffee/Tea break
11.15-12.45 | Glyphosate: focus on experimental | IARC/EFSA/BfR
data on carcinogenicity
12.45-13.45 | LUNCH
13.45-15.15 | Glyphosate: focus on human and | IARC/EFSA/BfR
epidemiological data on
carcinogenicity
15.15-16.15 | Overall conclusion on divergent EFSA
views and agreement of content of | jaRC
minutes of the meeting
16,15-16.50 | Communication to stakeholders on | tbd
the outcome of the joint meeting
16.50-17.00 | Next steps EFSA-IARC

European Food Safety Authority s Via Carlo Magno 1A » 93126 Parma = ITALY
Tol. + 390521 036 111 « Fax + 39 0%21 036 110 « www.elsa.europa.ey
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efsam

European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

PROJECT STEERING COMMITTEE MEETING
(FOLLOW-UP WORK ON GLYPHOSATE)

21 JANUARY 2016, 11:30-13:00

OFFICE (SEAT 06/B12)

O DRAFT AGENDA

3. Feedback from the EFSA/IARC teleconference on the format and agenda of the joint
meeting in February 2016

5. Scientific publication explaining divergence between EFSA and IARC opinion on glyphosate
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European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

DRAFT AGENDA

IARC/EFSA Meeting on the scientific assessment of the
carcinogenicity of the active pesticide substance

glyphosate
17 February 2016

09h00-17h00 - Brusseis

Time Topic Presenter
09.00-09.10 | Opening remarks Co-chairs:
(EFSA)
....{IARC)
09.10-09.25 | The IARC process for the review IARC
and classification of chemicals: the
TIARC monographs
09.25-09.40 The peer review of carcinogenicity | EFSA
of plant protection products at EU
level: the role of EFSA and MSs
09.40-10.00 Summary of main differences EFSA-IARC
between IARC process and EFSA
peer review
10.00-11.00 | Glyphosate: focus on experimental | EFSA-IARC
data on carcinogenicity
11.00-11.15 Coffee/Tea break
11.15-12.45 | Glyphosate: focus on human and EFSA-IARC
epidemiological data on
carcinogenicity
12.45-13.45 LUNCH
13.45-15.15 | Glyphosate: focus on the EFSA-IARC
genotoxicity and mechanistic data
on carcinogenicity
15.15-16.15 | Overall conclusion on divergent EFSA-IARC
views and agreement of content of
minutes of the meeting
16.15-16.50 Communication to stakeholders on | EFSA-IARC

the outcome of the joint meeting

Eurcopean Food Safety Authority » Via Carlo Magno 1A « 43126 Parma « [TALY

Tel. + 39 0521 036 111 » Fax + 39 0521 036 110 » www.efsa.europa.eu
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16.50-17.00

Next steps

| EFSA-IARC
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efsam

furopean Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

DRAFT AGENDA

IARC/EFSA Meeting on the scientific assessment of the
carcinogenicity of the active pesticide substance

glyphosate
17 February 2016

09h30-17h00 - Brussels

Time Topic Presenter
09.00-09.10 | Opening remarks Co-chair:
O - (EFSA)
" (IARC)
09.10-09.25 | The IARC process for the review (IARC)
and classification of chemicals: the
IARC monographs
09.25-09.40 The peer review of carcinogenicity (EFSA)
of plant protection products at EU
level: the role of EFSA and MSs
09.40-10.00 | Summary of main differences EFSA-IARC
between IARC process and EFSA (the scientific secretariat will
peer review collect the point raised during the
discussion)
10.00-11.00 | Glyphosate: focus on experimental i (EFSA)
- data on carcinogenicity (IARC}
O
11.00-11.15 | Coffee/Tea break
11.15-12.45 | Glyphosate: focus on human and (EFSA)
epidemiological data on (IARC)
carcinogenicity
12,45-13.45 | LUNCH
13.45-15.15 | Glyphosate: focus on the T A 1 (EFSA)
genotoxicity and mechanistic data (IARC)
on carcinogenicity
15.15-16.15 Overall conclusion on divergent EFSA-IARC
views and agreement of content of | (the scientific secretariat will
minutes of the meeting collect the point raised during the
discussion)

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma s ITALY

Tel. + 390521 036 111 » Fax + 390521 036 110 « www.efsa.europa.eu
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Futopean Food Safety Authanity

16.15-16.50

Communication to stakeholders on
the outcome of the joint meeting

EFSA-IARC

(the scientific secretariat in
collaboration with the
Communication Units from both
sides will collect and present the
point raised during the discussion)

16.50-17.00

Next steps

EFSA-IARC

Document history

Documeht reference
Prepared by

Reviewed by
Last date modified

Version 3

20 January 2016
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efsam

European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

PROJECT STEERING COMMITTEE MEETING
(FOLLOW-UP WORK ON GLYPHOSATE)

10 FEBRUARY 2016, 15:00-17:00
OFFICE (SEAT 06/B12)

[ DRAFT AGENDA

=

EFSA/IARC meeting in February 2016:
a) Current status
b) Review presentations

4' . 2 limw

European Food Safety Authority « Via Carlo Magno 1A « 43126 Parma « ITALY
Tel. +39 0521 036 111 » Fax +39 0521 036 110 » www.efsa.europa.cu






efsam

European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

JOINT MEETING OF THE PROJECT TEAMS
(FOLLOW-UP WORK ON GLYPHOSATE)

12 JANUARY 2016, 9:30-10:30
OFFICE (SEAT 06/B12)

@ DRAFT AGENDA
1,
2.
3. e atp e W EILANND
4,

5. Bilateral meeting (EFSA/IARC) in Brussels in February 2016

Q

European Food Safety Authority = Via Carlo Magno 1A = 43126 Parma » [TALY
Tel. +39 0521 036 111 » Fax +39 0521 036 110 » www.efsa.europa.eu
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European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

JOINT MEETING OF THE PROJECT TEAMS
(FOLLOW-UP WORK ON GLYPHOSATE)

19 JANUARY 2016, 14:30-15:30
- "~ JFFICE (SEAT 06/B12)

O DRAFT AGENDA

o s At A E Nt e

4, Bilateral meeting (EFSA/IARC) in Brussels in February 2016 (incl. meeting venue)

5- E )

European Food Safety Authority « Via Carlo Magno 1A « 43126 Parma « ITALY
Tel. +39 0521 036 111 » Fax +39 0521 036 110 « www.efsa.europa.eu
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European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

DRAFT AGENDA

IARC/EFSA Meeting on the scientific assessment of the
carcinogenicity of the active pesticide substance

glyphosate
17 February 2016
09h00-17h00 - Brussels

Time Topic Presenter
09.00-09.10 Opening remarks Co-chairs:
O - (EFSA)
....(IARC)

09.10-09.25 | The IARC process for the review IARC
and classification of chemicals: the
IARC monographs

09.25-09.40 | The peer review of carcinogenicity | EFSA
of plant protection products at EU
level: the role of EFSA and MSs

05.40-10.00 Summary of main differences EFSA-IARC
between IARC process and EFSA
peer review

10.00-11.00 Glyphosate: focus on experimental | EFSA-IARC
data on carcinogenicity

{.:3 11.00-11.15 Coffee/Tea break

11.15-12.45 Glyphosate: focus on human and EFSA-IARC
epidemiological data on
carcinogenicity

12.45-13.45 LUNCH

13.45-15.15 | Glyphosate: focus on the EFSA-IARC
genotoxicity and mechanistic data
on carcinogenicity

15.15-16.15 | Overall conclusion on divergent EFSA-IARC
views and agreement of content of
minutes of the meeting

16.15-16.50 Communication to stakeholders on | EFSA-IARC
the outcome of the joint meeting

European Food Safety Authority « Via Carlo Magno 1A » 43126 Parma « ITALY
Tel. + 390521 036 111 « Fax + 39 0521 036 110 » www.efsa.europa.eu
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16.50-17.00

Next steps

EFSA-IARC
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European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

JOINT MEETING OF THE PROJECT TEAMS
(FOLLOW-UP WORK ON GLYPHOSATE)

27 JANUARY 2016, 16:30-17:30
OFFICE (SEAT 06/B12)

O DRAFT AGENDA

4. Bilateral meeting (EFSA/IARC) in Brussels in February 2016 - state of play

5. F

®

European Food Safety Authority « Via Carlo Magno 1A » 43126 Parma » ITALY
Tel. +39 0521 036 111 » Fax +39 0521 036 110 » www.efsa.europa.eu






efsam

European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

DRAFT AGENDA

IARC/EFSA Meeting on the scientific assessment of the
carcinogenicity of the active pesticide substance

glyphosate
17 February 2016

09h30-17h00 - Brussels

Time Topic Presenter
09.00-09.10 Opening remarks Co-chair:
O ’ .EFSA)
= Lis f (IARC)
09.10-09.25 | The IARC process for the review (IARC)
and classification of chemicals: the
IARC monographs
09.25-09.40 | The peer review of carcinogenicity ‘EFSA)
of plant protection products at EU
level: the role of EFSA and MSs
09.40-10.00 Summary of main differences EFSA-IARC
between IARC process and EFSA (the scientific secretariat will
peer review collect the point raised during the
discussion)
10.00-11.00 | Glyphosate: focus on experimental “= (EFSA)
- data on carcinogenicity (IARC)
o
11.00-11.15 Coffee/Tea break
11.15-12.45 Glyphosate: focus on human and EFSA)
epidemiological data on ; (IARC)
carcinogenicity
12.45-13.45 LUNCH
13.45-15.15 | Glyphosate: focus on the . 1 (EFSA)
genotoxicity and mechanistic data 1 (IARC)
on carcinogenicity
15.15-16.15 Overall conclusion on divergent EFSA-IARC
views and agreement of content of | (the scientific secretariat will
minutes of the meeting collect the point raised during the
discussion)

European Food Safety Authority « Via Carlo Magno 1A » 43126 Parma » ITALY

Tel. + 390521 036 111 » Fax + 39 0521 036 110 « www.efsa.europa.eu
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European Fond Safety Awlfinnity

16.15-16.50 Communication to stakeholders on | EFSA-IARC

the outcome of the joint meeting {the scientific secretariat in
collaboration with the
Communication Units from both
sides will collect and present the
point raised during the discussion)

16.50-17.00 Next steps | EFSA-IARC
i
|
Document history SrER 3|
Document reference Varsion 3
Prepared by
Reviewed by
Last date modified 20 January 2016
{".':I
@
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Eurgpean Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

JOINT MEETING OF THE PROJECT TEAMS
(FOLLOW~-UP WORK ON GLYPHOSATE)

08 FEBRUARY 2016, 09:00-10:00

eeeeo... - -.FICE (SEAT 06/B12)
O AGENDA
1. S -
pr 3
ts
3. ST
4. Bilateral meeting {(EFSA/IARC) in Brussels in February 2016 - state of play and review

presentations
a) Final agenda
b) presentations

O S e e

European Food Safety Authority » Via Carlo Magno 1A = 43126 Parma « ITALY
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European Food Safety Authority

SCIENTIFIC EVALUATION OF REGULATED PRODUCTS DEPARTMENT

o

DRAFT AGENDA

IARC/EFSA Meeting on the scientific assessment of the
carcinogenicity of the active pesticide substance

glyphosate

17 February 2016, 09h30-17h00
Brussels, Sheraton Brussels Airport Hotel

Time Topic Presenter
09.00-09.10 | Opening remarks Co-chair:
(EFSA)
" ARC)
09.10-09.25 | The TARC process for the review (IARC)
and classification of chemicals: the
IARC monographs
09.25-09.40 | The peer review of carcinogenicity | B "EFSA)
of plant protection products at EU
tevel: the role of EFSA and MSs
09.40-10.00 Summary of main differences EFSA-IARC
between IARC process and EFSA (the scientific secretariat will
peer review collect the point raised during the
discussion)
10.00-11.00 | Glyphosate: focus on experimental .. (EFSA)
data on carcinogenicity ~ (IARC)
11.00-11.15 Coffee/Tea break
11.15-12.45 | Glyphosate: focus on human and > (EFSA)
epidemiological data on "~ (IARC)
carcinogenicity
12.45-13.45 | LUNCH
13.45-15.15 | Glyphosate: focus on the X (EFSA)
genotoxicity and mechanistic data IARC)
on carcinogenicity
15.15-16.15 Overall conclusion on divergent EFSA-IARC
views and agreement of content of | (the scientific secretariat will
minutes of the meeting collect the point raised during the
discussion)

European Food Safety Authority « Via Carlo Magno 1A « 43126 Parma « [TALY

Tel. + 39 0521 036 111 = Fax + 39 0521 036 110 « www.efsa.europa.eu
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European Foad Safety Authosty

16.15-16.50

Communication to stakeholders on
the outcome of the joint meeting

EFSA-IARC

{the scientific secretariat in
collaboration with the
Communication Units from both
sides will collect and present the
poimt raised during the discussion)

16.50-17.00

Next steps

EFSA-IARC

Document histaory

2|

Document reference
Prepared by

Version 4

Reviewed by

Last date modified

29 January 2016

List of participants:

(IARC)
- (IARC)
_IARC)

* (EFSA)

r (EFSA)

(EFSA)

i (EFSA)
i (EFSA) - Scientific Secretariat
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Archived: 07 June 2016 14:10:07
From:
Sent: 27 January 2016 18:46:08

7o I B .
I D D D .
41 I 8 G

cc: PMO.glyphosate; |G
Subject: joint meeting of the Project Teams (27 January) - action points
I mportance: Normal

Dear Colleagues,

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

1. |
2. |
3. |
4. |

5. |

6. N 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

I

1
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 | 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, -

-||‘||‘In

ml

| ﬁll




r_:_——__ __ i L _



Page 3 of 3
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Page 1 of 1

Archived: 07 June 2016 14:24:51
From:

Sent: 09 February 2016 08:51:43

o: . I
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 [ am aware).

Besides that fine with me.

Best reiards,

Sent from Outlook Mobile

file:///C:/Users/meyvito/AppData/Local/Temp/ss_6¢b7.pdf.html 07/06/2016



Dear Dr Wild,

| 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]'. 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 ret-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™.

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
— I} strongly believe that there is value in going ahead with the planned meeting

! http://monographs.iarc.fr/EN G/Preambl e/currenta2objective0706.php
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between EFSA and IARC. Not only as—#t-will it allow for an in-depth scientific
discussion among our experts, —en—this—topic—of-high—public—conecern—| 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. | hope that you share this view in
line with the spirit of openness and friendly co-operation that you refer to in your
letter.

| 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, | would of course also be
willing to correct any factual mistakes about IARC on our website should these
remain.

Yours sincerely,

Bernhard Url
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pear [

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).

< Il

From:

Sent: 09 February 2016 08:52
To: NN I I

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 [ am aware).

Besides that fine with me.

Best reiards,

Sent from Outlook Mobile
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Dear Dr Wild,

| 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]'. 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;; net—all—efin
particular, the new studied not included in the JMPR and USEPA evaluations
which-were-net-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™.

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.

! http://monographs.iarc.fr/EN G/Preambl e/currenta2objective0706.php
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With this in mind — and given the high level of public concern about glyphosate

— I} strongly believe that there is value in going ahead with the planned meeting
between EFSA and IARC. Not only as—t-will it allow for an in-depth scientific
discussion among our experts, —en—thistopic—ofhigh—public—conecern—| 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. | hope that you share this view in
line with the spirit of openness and friendly co-operation that you refer to in your
letter.

| 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, | would of course also be
willing to correct any factual mistakes about IARC on our website should these
remain.

Yours sincerely,

Bernhard Url
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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: I

Sent: 09 February 2016 09:26
To: d I

Cc: PMO.glyphosate
Subject: RE: IARC Letter

Dear [N

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).
<=, Il

; I

From:

]
Sent: 09 February 2016 08:52
To: i; I

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 [ am aware).

Besides that fine with me.

Best reiards,

Sent from Qutlook Mobile
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Dear Dr Wild,

| 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]'. 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 Ieglslatlon and that unlike 1ARC, EFSA and EU Member States
appraised.; = —

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™.

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.

! http://monographs.iarc.fr/EN G/Preambl e/currenta2objective0706.php
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With this in mind — and given the high level of public concern about glyphosate
— I} strongly believe that there is value in going ahead with the planned meeting
between EFSA and IARC. Not only as—t-will it allow for an in-depth scientific
discussion among our experts, —en—this—topic—of-high—public—concerm—| 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. | hope that you share this view in
line with the spirit of openness and friendly co-operation that you refer to in your
letter.

| 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, | would of course also be
willing to correct any factual mistakes about IARC on our website should these
remain.

Yours sincerely,

Bernhard Url
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Dear all,

This is the table | 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. |
added the reference used by IARC. - could you please double check those highlighted in yellow?

| will try to produce an equivalent one for the in vivo mammalian genotox.

Thanks,
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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.

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

EU assessment.

Study Reference | Study type Dose levels critical effect at the LOAEL
Purity (%) descriptions by notifier | (NOAEL/LOAEL)
(IARC reference) (SD) and RMS (RAR) | mglkg bw per day

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

TOX9552381, 2 yr, CD-1 carcino/ 0,157,814, 4841 | Males: Body weight reduction, hepatocellular
1983, 99.7% chron (157/814) centrilobular hypertrophy and bladder

(IARC: EPA Described in the epithelial hyperplasia

1985a,b, 1986, previous EU evaluation

1991a) USEPA and IARC

TOX9552382, 2 yr, CD-1, carcino 0,100, 300, 1000 | Equivocal enlarged/firm thymus, not

1993, 98.6% Described in the (1000/>1000) associated with histopathological findings
(IARC: JMPR previous EU evaluation (considered not biologically relevant)

2006) JMPR and IARC

lIA, 5.5.3/03 18 mo, CD-1 (ICR), 0, 153,787,4116 | Body weight gain, reduction food cons & effic,
ASB2012-11493, OECD 451 (153/787) loose stool, caecum distended and increased
1997, SD pp 516-525 weight, prolapse and anus ulceration
97.56/94.61% RAR pp 1030-1040

lIA, 5.5.3/02 18 mo, CD-1 (ICR), 0,71,234,810 No effect observed

ASB2012-11492, OECD 451 (810/>810)

2009, 95.7%

SD pp 511-516
RAR pp 1023-1030

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

lIA, 5.5.2/05 26mo, SD rat, 0,3,10.3,31.5 No effects observed*

TOX2000-595, combined (31.5/>31.5)

1981, 98.7% No GLP

(IARC: EPA SD pp 479-485

1991a,b.c.d) RAR pp 987-993

lIA, 5.5.2/06 2yr, SD rat, combined | 0, 89, 362, 940 Reduction body weight and gain, increase
TOX9300244, USEPAF 83-5 (89/362) liver weight, stomach mucosal inflammation,
1990, 96.5% SD pp 485-491 cataracts, decrease urine pH, survival <50%
(IARC: EPA RAR pp 993-999 in all groups incl. controls

1991a,b.c.d)

lIA, 5.5.2/04 2yr, SD rat, combined | 0, 10, 100, 300, Pronounced salivary gland findings, increase
TOX9750499, USEPA F 83-5 1000 AP and liver weight

1993, 98.9% & SD pp 471-478 (100/300)

98.7%

RAR pp 999-1007

(IARC:JMPR,2006)

lIA, 5.5.2/01 2yr, Wistar rat, 0,6.3,59.4,595.2 | Cataracts, increase AP
TOX9651587, combined (60/595.2)

1996, 96.8/96.0% | OECD GD 453

SD pp 451-456
RAR 1007-1013

IIA, 5.5.1/01

12mo, Wistar rat

0, 141, 560, 1409

Reduction in body weight, food cons and




TOX2000-1998, OECD GD 452 (141/560) utilization, increase AP, focal basophilia of

1996, 95.6% SD pp 447- 451 acinar cells of parotid salivary gland (not

(IARC:JMPR,2006) | RAR pp 955-960 weighed)

lIA, 5.5.2/02 2yr, SD rat, combined | 0, 104, 354, 1127 | Reduction body weight, gain, food cons

ASB2012-11484, OECD GD 453 (104/354) (initially) and utilization, increase loose stool,

1997, 97.56/ SD pp 457-463 increase tail masses due to follicular

94.61% RAR pp 960-966 hyperkeratosis and abscesses, caecum:
distention and increase weight, pH reduction
and dark appearance of urine

lIA, 5.5.2/03 2yr, Wistar rat, 0,121, 361,1214 | Reduction body weight, food cons and

ASB2012-11488, combined (361/1214) (initially) utilization, clinical chemistry findings
2001, 97.6% OECD GD 453 (increase AP and ALAT activity and bilirubin,
(IARC: SD pp 463-471 decrease urine pH), kidney papillary necrosis,
JMPR,2006) RAR pp 972-980 prostatis and periodontal inflammation
lIA, 5.5.2/08 2yr, Wistar rat, 0, 86, 285, 1077 Reduction body weight gain, transient
ASB2012-11490, combined (285/1077) increase AP, changes in distribution of renal
2009, 95,7% OECD GD 453 mineralisation, increase adipose infiltration of
SD pp 496-502 bone marrow (indicative of hypoplasia)
RAR pp 980-987

Industry sponsored studies

considered non-valid during the EU assessments

1A, 5.5.3/01
ASB2012-11491%,
2001, >95.14%

18 mo, Swiss albino,
OECD 451

SD pp 504-511
RAR pp 1013-1023

Albino
Mice

Title: Carcinogenicity Study with Glyphosate Technical in Swiss

IIA, 5.5.2/07
ASB2012-11489
1997

2yr SD rat, combined
OECD GD 453

SD pp 491-496

RAR pp 967-972

Glyphosate

Title: Combined Chronic Toxicity/Carcinogenicity Study of

Technical in Sprague Dawley Rat




