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EXHIBIT 2
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Edwin Hardeman v. Monsanto Corporation

MONSANTO

HARDEMAN v. MONSANTO COMPANY
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Phase 2 Questions:

. What did Monsanto know and when?

. How did Monsanto influence the science?
. Did Monsanto fail to warn?

. Was Roundup as safe as expected?

. What are Ed Hardeman’s damages?

.. Did Monsanto act with conscious disregard of

human health?
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What Monsanto Did Not Do

» Epidemiology — To this day, Monsanto has

conducted an Epidemiology Study.

» Animal - to repeat the 1983

mouse study; conducted any long-term rodent

carcinogenicity test on Roundup.

» Mechanistic - completed Parry’s

recommendations. conducted In vivo human

genotox study or In vivo oxidative stress study.

> Monsanto MY UENCED gnd Wi AN IPLLATED the science

through its relationships and
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Monsanto’s Current & Former Decision Makers

Dr. William Reeves Dr. Mark Martens Dr. William Heydens Mr. Hugh Grant
Designated Spokesperson Toxicologist Product Safety Former CEO

\_

Dr. Donna Farmer Dr. David Saltmiras
Manager, Toxicology Any Live Witnesses? Toxicology Director

Spokesperson for Roundup
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What is Roundup?

“So in this study the is
than the glyphosate.”

- Dr. Weisenburger, 1125:21-22.
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“I will not support doing
any studies on glyphosate
formulations or other

surfactant ingredients at
this time with the limited

wak .

Regards: ‘musm /
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Monsanto’s Internal Position

Dr. Donna Farmer
Monsanto Decision Maker

you cannot say that Roundup is

not a carcinogen...we have not done the necessary testing on
the formulation to make that statement.
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Roundup Exposure: 1986-2012 (approx. 26 yrs

A: | used it every year, so 25 years.
a,l — Hardeman Direct Exam (1022:22-25)

Q:...How often during a year would you spray
Roundup?

A: Well, | would start in May when the
temperature was right and the winter was over
with; and | would spray into the summer; spray
into September, October. And then | would stop
in November more than likely.

Q: And when you were spraying Roundup on any
particular day, approximately how long would you
be spraying it for?

A: | would say three to four hours, probably my

HARDEMAN v. MONSANLQ.GCANBANY
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RounduB Exgosure: 1986-2012 !aEErox. 26 zrs)

R Mr. Hardeman would

not have used

~\  Roundup if Monsanto

= »“ % had warned of any
~ cancer risk.
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Roundup’s Defective Design

S Approval was based on animal
carcinogenicity study done on
glyphosate

» Conducted by Industrial Bio-Tech
Laboratories (“IBT Labs”) —
» Roundup sold on the market for
approximately eight years with no valid
carcinogenicity study

i.\ F’AML‘F(I'\I' ’ Tady o ‘QGI\\‘AL\h/‘
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
“J WASHINGTON, D.C. 20460

OFFICE OF
FESTICIDES AND TOXIC SUBSTANCES

The IBT Review Program

This report summarizes the findings of the joint
program conducted by the Environmental Protection Agency
(EPA) and the Health Protection Branch of Health and
Welfare Canada to reexamine the validity of health effecgﬁ
studies on pesticides tested by Industrial Bio-Test
Laboratories, Inc. (IBT). This program is one result of
discoveries made during a series of audits beginning in
1976 by the Food and Drug Administration (FDA) and EPA
which revealed serious deficiencies in [BT tests conducted
to support the registration of numerous pesticides and
some drugs in both the United States and Canada. This
report assesses the impact of the IBT situation on the
registration status of the chemicals involved and describes
the steps the Agency has taken to resolve this problem and
to prevent its recurrence.

Exhibit A shows how many IBT and non-IBT tests are
available to EPA in each testing category for the pesticide
chemicals having some IBT conducted studies in their
data base. As these tables show, a large majority (93%) of
the pesticides tested by IBT, also have non-1BT data
available. Only 12 of the pesticides listed have a data .
base entirely of IBT studies. However, seven of these are
either not registered for use in this country or are
cancelled or discontinued products, Some of the [BT
studies on the remaining five chemicals are at least
partially valid or "supplemental”, meaning the data can be
used to support the findings of other studies.

» EPA issues summary of IBT Review
Program, 1983

» “..serious deficiencies in IBT tests
conducted to support the
registration of numerous
pesticides...”

| 11C 11 LdAdJoCUC LdAduUuUuoOCT U DRl 1UVUuUD
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EPA reviews Knezevich
Feb. 11 & Hogan and
1 985 determines glyphosate

is a Class C oncogen
Knezevich
1983 & Hogan

=

Knezevich & Hogan
(1983)

Spleen composite
lymphosarcoma
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BIO/DYNAMICS,
Knezevich & Hogan, 1983

Conclusions:

1. Glyphosate was oncogenic in male mice causing renal
tubule adenomas, a tumor, in a dose-related manner
CTLE 2™ LI ] oz - = % & = | 1Y il o P ]
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I asked FJ if he had detected any areas where we would obviously
want to come in quickly and discuss. He said no.

FJ asked Dr. Farber what the EPA would be likely to do if we
re-sectioned and found no carcinomas. Dr. Farber said that it would
force them to get the internal peer review group together again.

Dr. Farber said that the committee had a hard call. When the case
is presented to Mr. Schatzow, Dr. Farber hopes to point out how weak

d
Knezevich & Hogan - Kidney Tumors ]
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I asked FJ if he had detected any areas where we would obviously
want to come in quickly and discuss. He said no.

FJ asked Dr. Farber what the EPA would be likely to do if we
re-sectioned and found no carcinomas. Dr. Farber said that it would
force them to get the internal peer review group together again.

Dr. Farber said that the committee had a hard call. When the case
is presented to Mr. Schatzow, Dr. Farber hopes to point out how weak

Knezevich & Hogan - Kidney Tumors 5
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Monsanto hires
Dr. Marvin

Apr. 3 Kushner

Dr. Kushner
Apr. 1[4 receives the slides

1985

Dr. Kushner submits
report finding tumor
in control group.

EPA reviews kidney
slides and does not
find a tumor. Issues
guidance document.
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Agree to repeat the rat study and wehemer
not repeating the mouse would be

)y ."a. t‘l"
veb w“'
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Alleged Safety of Roundup

Q. And in fact, Monsanto never redid the mouse study,
did it?
A. We conducted a rat study.

Q. So Monsanto, in response to the glyphosate -- the
registration document — specifically said we want a waiver
from having to do this mouse study; correct?

A. That's correct.

Dr. Williams Reeves
Monsanto Decision Maker

Reeves, 293:5-7; 297:24- Q. Since that day, Monsanto — to this day, Monsanto has

e not ever done another mouse study with glyphosate; right?
A. No, because all the other registrants have for their
data package.
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Mice Studies — Tumor Chart

Knezevich & Hogan Atkinson Sugimoto Wood
(1983) (1993) (1997) (2009)

Malignant lymphoma

“ K 5 Malignant lymphoma

—al

Malignant lymphoma Mul. malignant
tumors or neoplasms

Mul. malignant
tumors or neoplasms

Malignant lymphoma
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 Monsanto ADMISSION
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Monsanto ADMISSION

ADMIETS that it has r

- %
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Monsanto ADMISSION

ivionsanto AULIVII TS That IT did not
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Case 3:16-md-02741-VC Document 4011-2 Filed 06/04/

Monsanto ADMISSION
Monsanto ADMITS that it is not

precluded by any applicable law,
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For Monsanto, Ignorance is Bliss

Q. And to be clear, when we talk
about animal toxicology studies,
Monsanto has never done one of
those on a formulated Roundup
product; right?

A. We have not done that study
Dr. William Reeves because we've never had any
Monsanto Decision Maker : . :

information in front of us
January. 23, 2019 indicating we.wauld neegd ta do
1 7 \ N\ L/ =i VIi/ N\l N V = thlaYSfudv.\l‘lv wl/ N’ IV I J \1 ¥ 1

Transcript, 34:9-15
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Mechanistic Data — Dr. James Parry

ol

Swansea University
Prifysgol Abertawe

» Genetic Toxicologist

to analyze the data on
genetic toxicology related to
glyphosate and glyphosate
formulations
| @) Rildingh\$trang €VidafgHehat\| |

Portier, 773:19-22
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External global network of genotox experts:

ecision Make

- Whil . o ; :

not known is how he views some of the “"non-standard

endpoints®" (such as SCE, DNA P-32 postlabling, Comet
ass;ys etc) evaluated in the genotox articles by Rank,
Bolognesi etc.

- Therefore it was recommended that before we ask him to
get more deeply involved (reviewing all the literature,
glyphosate data; represent us as a consultant with
regulators, etc) we would ask him to review a subset of
the articles.

- It was proposed that Mark Martens would contact Dr.
Parry and ask him for a written review the articles by
Rank, Bolognesi, Peluso & Lioi

= 3 ha L £+ )

decision would be made as to expanding or terminating
Ris Involvement.

- Regarding Dr. Jim Bridges, no further contact will be
made at this time. When a clear role has been
identified for Dr. Bridges Alan will contact him.

- Money for this initial consultation will come from
Mark Martens budget. A bigger initiative will require
additional funds to be located.

- Expanded discussions with Dr. Gary Williams on
Gefiotiox issdes/Iwilklhoeclr As|\paff of\the CANTOX mdetirigs)
2/5,6&7) . Drl Williameg/4is| recognized inpternationaliy
as a genotox expert and might be used in Europe on a
contingency basis.

- LA/SEA - no action at this time
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External global network of genotox experts:

- While Dr. Parry is a recognized genotox expert what is
not known is how he wviews some of the "non-standard
endpoints®" (such as SCE, DNA P-32 postlabling, Comet
assays etc) evaluated in the genotox articles by Rank,
Bolognesi etc.
- Therefore it was recommended that before we ask him to
get more deeply inveolved (reviewing all the literature,
glyphosate data; represent us as a consultant with
regulators, etc) we would ask him to review a subset of
the articles.
- It was proposed that Mark Martens would contact Dr.
Parry and ask him for a written review the articles by
Rank, Bolognesi, Peluso & Lioi
- Based on his critigue of the the genotox papers a
decision would be made as to expanding or terminating
his involvement.
- Regarding Dr. Jim Bridges, no further contact will be
Decision Makerrade at this time. When a clear role has been
identified for Dr. Bridges Alan will contact him.
- Money for this initial consultation will come from
Mark Martens budget. A bigger initiative will require
additional funds to be located.

- Expanded discussions with Dr. Gary Williams on
Gefiotiox issdes/Iwilklhoeclr As|\paff of\the CANTOX mdetirigs)
2/5,6&7) . Drl Williameg/4is| recognized inpternationaliy
as a genotox expert and might be used in Europe on a
contingency basis.

- LA/SEA - no action at this time
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4} The development of a "positive" press release was requested.
Please comment on the DRAFT below.

DRAFT DRAFT DRAFT DRAFT

"Several genotoxicity studies have been conducted on
glyphosate, the surfactantzs in glyphosate formulations, and
ather closely-related surfactants. Studies have alseo been
performed on Roundup herbicide and other glyphosate
formulations. HNone of these studies have shown any adverse
findings., Based on all these results, we are confident that
glyphosate herbicide products are not genoteoxie and therefore
to not present a mutagenic or carcinogenic risk to humans and
animals. We will continue to diligently consider concerns
raised in this area and will support our conclusions on the
safety of Roundup herbicides with appropriate scientific
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15/02/1020 12:55 . 010404444

e G, D PArCy submits his first
internal report,

Pare Singleton, Abertawe, A2 5PP Singleton Park, Swaneea, SA2 8PP

11 February 1999

mwﬁdmdoudwymmdthiaurmmwﬂdsﬂ
i y of glyphosate and Roundup. Although each of e
pwshwwdmmlhwuvﬂd.upmﬂchmw&mum:hm
w&mmhh.lhmmd!n'p"m”mmmm“ndmth
g of the dﬂmmmmymdmﬁwedw
mmglulm&thumedmumn Tt has been my exp Y Age
that  positive titude to published data is & more productive epproach than just criticis

| essume that you will already have in house data for some of the suggested
mhmvmﬂnhmmmdmmwwumem
productive way vl cl hanisms. | would be happy to provide you
mmwumwwsﬁnﬂmmmmum. ]
ruther nice Ph.D project for a graduate student if you could find the funding.

1 have enclosed my invnice for the evaluation,
Yours sincerely

d\h@-b

Puoorunci M. Py

Tel DI792 295341 Fax 01792 295047
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More Data to Change Opinion

Monsanto provides more information
with the hope of “moving Dr. Parry
from Ms'position”
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Donna Wil AFFAngE TOr TUFTREr BeaTIngS TO d1SCUuss/aesign Thl S program

41 Global experts
Review Dr. Parry's analyis = what is our next step?

Dr. Parry concluded on his evaluation of the four
articles that glyphosate is capable of producing

genotoxicity both inm vive and in vitro by a mechanisms
based wpon the production of oxidative damage.

The data that Dr. Parry evaluated is Timited and is
nat consistant with other better conducted studies.
In order to move Dr. Parry from his position we will
need to provide him with the additional information
as well as asking him to critically evalute the
guality of all the data imncluding the open literature
studies.

As a followup Mark will contact Dr. Parry, discuss
with him the existance of additional data amd ask
him to evaluate the full package. Mark will also
explore his interest (if we cam turn his opinion
around) in BE1m & SpOKesperson Tor Us Tor these
Type of 1s5s0es,

Larry as well as others will be available to
discuss the data with Parry as needed by e-mail,
phone or in person or all the above.

Dr. Williams = discuss the cutcome of the Cantox meeting

The panel concluded that glyphosate and Roundup were mot
mutagenic. That in the evaluation of these types of studies
criteria should be sset.\. /| Gp frent.dn tThe evaluatiah process/as
to'what makes an acceptable-study and what does-not = this' s To
be included im the manuscript as well as a weight of evidence
approach .

5) Lioi followup
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Key Issues concerning the potential genotoxicity of glyphosate, glyphosate formulations
and surfactants; recommendations for future work.

James M. Parry

Dr. Parry concludes
ohosate is a

Centre for Molecular Genetics and Toxicology
School of Biological Sciences
University of Wales Swansea

Swansea SA2 8PP, UK

Key Questions

1. Is glyphosate an in virro clastogen? Can the positive studies of Lioi ef af {1998a,

1998b) be reproduced?

Is glyphosate an in vivo clastogen? Can the positive studies of Bolognesi e al (1997)

be reproduced?

If glyphosate is an in vitro and in vivo clastogen, what is its mechanism of action and

does the mechanism lead to other types of genotoxic activity in vivo such as point

mutation induction?
Does glyphosate produce oxidative dmitage?

Can we explain the reported genotoxic effects of glyphosate on the basis of the

induction of oxidative damage?

1f glyphosate is an in vivo genotoxin is its mechanism of action thresholded? Under

what conditions of exposure are the antioxidant defences of the cell overwhelmed?

‘Are there differences in the genotoxi¢ activities of glyphosate and glyphosate

' formulations?

Do any of the surfactants contribute to the reported genotoxicity of glyphosate

formulations?
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Monsanto’s Reaction

Message

From: HEYDENS, WILLIAM F [FND/1000] [/O=MONSANTO/OU=NA-1000-01/CN=RECIPIENTS/CN=230737]

Sent: 9/16/1999 6:18:36 PM

To: MARTENS, MARK A [FND/5045] [/O=MONSANTQ,/0U=EA-5040-01/CN=RECIPIENTS/CN=21506]; 'KIER, LARRY D

[NCP/1000]' [/O=MONSANTO/OU=GLB-5TL/CN=LEGACY ADDRESSES/CN=33322]; FARMER, DONNA R [FND/1000]
[/O=MONSANTO/OU=GLB-STL/CN=LEGACY ADDRESSES/CN=180070]

cc: 'HEYDENS, WILLIAM F [FND/1000]' [/O=MONSANTO/OU=GLB-STL/CN=LEGACY ADDRESSES/CN=230737]

Subject: RE: Parry report

Mark, Al
| have read the report and agree with the comments - there are various things that can be done to improve the report.

However, lel's step back and look at what we are really rying to achieve here. We want to findidevelop someone who is
comfortable with the genetox profile of glyphosate/Roundup and who can be influential with regulators and Scientific
Qutreach operations when genetox. issues arise. My read is that Pamy is not curently such a person, and it would take
quite some time and $$$/studies to get him there. We simply aren't going o do the studies Parry suggests. Mark, do you
think Pamy can become a strong advocate without doing this work Pamy? If not, we should seriousty start looking for
one or more other individuals fo work with, Even if we think we can eventually bring Pary around closer to where we
need him, we should be currently looking for a second/back-up genetox, supporter. We have not made much progress
and are curently very vulnerable in this area. We have time to fix that, but only if we make this a high priority now.

Bill

~=={Jrignal Message -

From: MARTENS, MARK A [FNDIS045]

Sent; Thursday, September 16, 1999 202 AM

To: KIER, LARRY O [NCP/1000) FARMER, DONNA R [FNDA 000]
Ce: HEYDENS, WILLIAM F |FND1000]

Subject:  Pamy report

Importance: High

Lamry and Donna,

| would like to get some feedback to Jim Pary on his report. | sent you my comments but didn't get a reaction. Can |
get your opinions-and then have-a discussion-on the action fo take?

Regards, Mark

Dr. William Heydens Dr. Donna Farmer
Monsanto Decision Makers

Monsanto Reaction:

Round up is “currently very
vulnerable in [genotox].”

“We simply aren’t going to do
the studies Parry suggests.”

INSANTO COMPANY

September 16, 1999
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September 16, 1999

Subject: RE: Parry report

Dr. William Heydens Dr. Donna Farmer

Mark, All

Monsanto Decision Makers

| have read the report and agree with the comments - there are various things that can be done to improve the report,

However, let's step back and look at what we are really trying to achieve here. We want to find/develop someone who is
comfortable with the genetox profile of glyphosate/Roundup and who can be influential with regulators and Scientific
Qutreach operations when genetox. issues arise. My read is that Parry is not currently such a person, and it would take
quite some time and $3%/studies to get him there. We simply aren't going to do the studies Pamy suggests. Mark, do you
think Parry can become a strong advocate without doing this work Parry? If not, we should seriously start looking for
one or more other individuals to work with. Even if we think we can eventually bring Parry around closer to where we
need him, we should be currently looking for a second/back-up genetox. supporter. We have not made much progress
and are.currently-very-vulnerable in this area. We have time to-fix that, but-onfy if we make this  high-priority:now.

Bill
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-----Ciriginal Message--——

From: FARMER, DONNA R [FND/1000]

Sent: Thursday, September 02, 1999 2:24 PM
Te: WILSON, ALAN G E [PHRAM000]

Subject: RE: Comments on Parry write-up
Alan,

One option...[ agree we need someone else to interface with Perry . right now the only person I think that
can dig us out of this "genotox hole" 1s the Good Dr. Kier....
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External global network of genotox experts:

- While Dr. Parry is a recognized genotox expert what is
not known is how he wviews some of the "non-standard
endpoints®" (such as SCE, DNA P-32 postlabling, Comet
assays etc) evaluated in the genotox articles by Rank,
Bolognesi etc.

- Therefore it was recommended that before we ask him to
get more deeply inveolved (reviewing all the literature,
glyphosate data; represent us as a consultant with
regulators, etc) we would ask him to review a subset of
the articles.

- It was proposed that Mark Martens would contact Dr.
Parry and ask him for a written review the articles by
Rank, Bolognesi, Peluso & Lioi

- Based on his critigue of the the genotox papers a
decision would be made as to expanding or terminating
his involvement.

- Regarding Dr. Jim Bridges, no further contact will be
made at this time. When a clear role has been
identified for Dr. Bridges Alan will contact him.

- Money for this initial consultation will come from
Mark Martens budget. A bigger initiative will require
additional funds to be located.

- Expanded discussions with Dr. Gary Williams on
Gefiotiox issdes/Iwilklhoeclr As|\paff of\the CANTOX mdetirigs)
2/5,6&7) . Drl Williameg/4is| recognized inpternationaliy
as a genotox expert and might be used in Europe on a
contingency basis.

- LA/SEA - no action at this time
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Ghostwriting:

ment of the Herbicide Roundup’
Glyphosate, for Humans

Safety Evaluation and Risk Assess
and Its Active Ingre:

Monsanto Decision Maker
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Monsanto Ghostwriting

When a company writes a favorable
publication and pays a prestigious
author to put their name on it.
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APKE gm
2000  williams paper.

Safety Evaluation and Risk Assessment of the Herbicide Roundup'
and Its Active Ingredient, Glyphosate, for Humans

Gary M. Williams,* Rober! Kroes,| and lan C. Munrot*

*Lepartment ol Pathology, New York Medical College, Valhalla, New Yark 10595, \RITOX, Universiteit Utreemt,
PO Boy 80176, NL-3508 TD Ulirecht Yalelaan 2. The Netherlands: and $Canlox Health Sciences International,
2233 Argenlia Road, Suile 308, Mississauga, Ontario L5SN 2X7. Canada

Rec'ewecl Devember G, 1999
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Message

From: HEYDENS, WILLIAM E [FND/1000] [/O=MONSANTO,/OU=NA-1000-01/CN=RECIPIENTS/CN
Sent: 6/21/1999 12:46:52 PM

To: rARMER, DONNA R [END/1000] [ GG onsanto.com)

Subject: FW: Roundup documents

FYT

And Dougie thinks I would actually leave the final editing to him unsupervised...

————— original Message-----
From: HEYDENS, WILLIAM F [FND/1000]
Sent: Frida June 18, 1999 3:45 PM

To: ' ; DRAKE, LISA M_[FND/1000
Cc: HEYDENS, WILLIAM F [FND/1000];

Subject: RE: Roundup documents

All,

A clarification - there is one step missing - I will review the final manuscript with the reviewers
comments incorporated (in revision mode so I can find them easily) before it is sent to the publisher. I
will commit to conducting this review very quickly. Assuming the reviewers don't throw in any surprises
(I'm especially thinking of Peterson), I can turn it right back around with a very minimal investment of
time.

Bill

————— original Message-----

From: Douglas Bryant |ma‘i1to:chantox.com]
Sent: Friday, June 18, 1 :18 PM

To: Tlisa.m.drakel—_—
cc: william. f.heydens I -antox.com

Subject: Roundup documents

Dear Lisa:

This is just a note to tell you of progress made to June 18, 1999

Ulysses has had a conferance call withq John Giesy, Mike
Mckee and Keith Solomon to finalize the ecelogical risk document. They had
all submitted edits, and the call was to finalize remaining issues so the
manuscript can be sent to the journal.

The progress of the human safety assessment of Roundup and glyphosate is a
bit slower. Gary Williams has completed his final edits and declares

himself pleased with the overall document. I await Robert Kroes' comments
and will repeat mv reauests to Dick Peterson for each to complete edits in
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AT e N
Dr. Heydens ghostwrites
2000  williams paper

From: HEYDENS, WILLIAM F [AG/1000] Dr. William Heydens

Sent: Thursday, February 19, 2015 7:53 AM Monsanto Decision Maker
To: FARMER, DONNA R [AG/1000]

Cc: KOCH, MICHAEL S [AG/1000]; SALTMIRAS, DAVID A [AG/1000]; HODGE-BELL, KIMBERLY C [AG/1000]

Subject: RE: IR

A less expensive/more palatable approach might be to involve

experts only for the areas of contention, epidemiology and possibly MOA (| |

| _ ), and we ghost-write the Exposure Tox & Genetox sections, An option would

¥

be to add Greim and Kier or Kirkland to have their names on the publication, but we would be keeping

the cast down by us.doing the wiiting and they would just edit & sign their names so to speak. Recall
that is how we handled Williams Kroes & Munro, 2000.
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W [FN0/1000]; CARR, nu\rn: :ni [FND/1000]; CARR, KATHERIMI
[FNG/1000); CARR, KATHE [FND/1000]; QUINN, PATRICK ™ W 50]:

FOSTER, smmLIwmonJ mu(E + JOAN W [BUS/1820]); DILL IR,

GRANT, HUGH [BUS/1000] [/O=M( 1000-01/CN=RECIPIENTS/CN=157212] GERALD M [AG/1000]; SOWMACHER, RICHARD W [AG/1000]: CARRATO, 1 THOMAS

5/12/2000 8:13:49 PN [FuD/1000] ; WILDMAN, MARK S [w ws] KREESBACH, MICHAEL L [AG/FLDS];

praxe, L1sa m o/ Loco) [ - &7~/ LUE. HENDRIX A [BUS/1000] dLoveR, Jeiry P [F0/1000): GUSTAVD [AG,5300]; guém CARLOS A
| rracky, Rogerr T (Bws/2000] [ 5050]; PELLAND, ADELE € {mfséeul:

casatk, carL M (461000 [ : o GE NN, BRETT D AG/1000] MCRAY, mm\ [AG/1600]; MowLING, n [FND/SDS0] ; MEENA, M; AUXENFANS,

BERNARD P (ﬁlo.fmon] EVETTS, LARRY L [AG/1000]: mlcssrm DEAN W

----- original Message-----
From: CARR, KATHERINE H [FND/1000]

sent: Thursday, May 11, 2000 10:22 AM
To: HEYDENS, WILLIAM F [AG/1000]; FARMER, DONNA R [FND/10007: WRATTEN,

STEPHEN ) [FND/1000]; BLEEKE, MARIAN S [FND/1000]; MCKEE, MICHAEL )
[FND/1000]: DRAKE, LISA M [FND/1000]: FISHER, LORI J [FND/1000]

c I
subject; Cantox Manmalian article posted on the Internet

Importance: High

The abstract for "Safety Evaluation and Risk Assessment of the Herbicide Roundup and Its Active
Ingredient, Glyphosate, for Humans" (Williams, Kroes, and Munro) is now posted on the Internet, at the
following Tink:

ht;n:/[www.1dea1ibrary.com/]inks/do1[10.1005/rtph.1999.13?1

r:nuu_s A Wown Casc No. 316N VT

The POF version o f h articie 5 avaTlabla on-1ne oo subserIbers To the
3 Wlm] Dt Emcred
GOETTE, JOHN [-I\G,!lcm} CARR, KATHERINE H [FND/1000]; CARR, KATHEAINE hold a subscription M urv ce.

By
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The publication by independent experts of the most exhaustive and detailed scientific assessment ever
written on glyphosate in "Regulatory Toxicology and Pharmacelogy” Vol. 31, No. 2, April 2000 (see below)
was due to the perserverance, hard work and dedication of the following group of folks. They deserve
significant credit for the stewardship result here since this human health gub1ication on Roundup
herbicide and its companion pubTication on ecotox and environmental fate will be_undoubtedly be regarded
as "the" reference on Roundup and glyphosate safety. Qur plan is now to utilize it both in the defense of
Roundup_and Roundup Ready crops worTdwide and in our abiTity to competitively differentiate ourselves
from generics. (You'll notice the publication itself refers specifically to the brand Roundup.)

Thanks to Donna Farmer, 811 Heydens, Kathy Carr, Marian Bleeke, Bi1l Graham, Mike Mckee and Steve
Wratten for their hard work over three years of data collection, writing, review and relationship
building with the papers’ authors. Credit goes to Tom Helscher, Kerry Preete, Larry Evetts, Tom Carrato
and Jerry Hielle for their moral and budget suppart and counsel and advice. Thanks and credit as well to
CanTox (Ian Munro, Douglas Bryant and team) and Arnonow & Pollock (Louise Pollock and Khristin Heaney),
our consultants, for helping us pull this together through infinite edits and reviews. In addition, the

Sent: Thursday, way 11, 2000 10:22 aM

To: WEYDENS, WILLIAM F [#G/1000]; FARMER, DONMA R [FND/1000]: WRATTEN,
STEPHEN 3 [FNO/1000]; BLEEKE, MARTAN S [FND/1000]; MOKEE, MICHAEL I
[F0/1000]; DRAXE, LISA M [FND/1000); FISHER, LORT 3 [FND/1000]

cc:

articie posted on the Internet

The !hstr‘c§ for "safety !va'luiliuﬂ(u:?;l Risk Assessment of the Herbici
di . G e, e i1l] Ko [ Munr;
m;n‘g.!““;ﬂ"", sutRenlRQ MoRLLL A, ogesy. and $
NEED: /o . fdealibrary. og /110ks /doif10, 1508 7 rph. 1299 9. 1871/

The PoF verdion of the artiche 580211 bV GRS 1 fne Te stbderibers to the Journal. “MonsEnte doss nat

hold a subscription to this service.
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M [FND/1000]; CARR, KATHERINE M [FND/1000]; CARR, KATHERINE W
[FND/1000]; CARR, KATHERINE H [FND/1000]; QUINN, PATRICK M [AG/8050];
FOSTER, SCARLETT L [FND/1000]; WALKER, JOAN W [BUS/1820]; DILL IR,
GERALD M [AG/1000]; SCHUMACHER, RICHARD W [AG/1000]; CARRATO, 1 THOMAS
[FND/1000] ; WILDMAN, MARK S [AG/FLOS]; KREESBACH, MICHAEL L [AG/FLDS]
GLOVER,. JERRY P [FW!IDOD]
AG/ BUZIO, CARLOS A

suso] wnum ADELE C [run;soan]
MCEAY, nnw H [Aﬁ.-’lson] MOWLING, RAY [mzsuno} MEENA, M; AUXENFANS,
BERNARD P [GBO/1000]; EVETTS, LARRY L [AG/1000]; HENDRICKSON, DEAM W
LIG;I.DDO] TAYLOR, LARRY [AG/5125]

; HEYDENS, WILLIAM F [AG/1000];

F.umu KATHERINE M [FND/L000]; WRATTEN,
STEPHEN J [:mnoc-o] BLEEKE, MARIAN S [FND/1000]; MOXEE, MICHAEL 1
[FND/1000); FISHER, LORT J [FND/1000]; GRAHAM, WILLTAM [FNO/5045]
Subject: Xudos on Dun'ln ation of Roundu pruxnp - now posted on the

Both documents - meant to be utilized by the next tier of third party scientists for continued Roundup

FTO0, were written by internationally acclaimed experts in their respective rields of science, It 15
important to note that this Roundup work was one of the first examples of a scientific outreach model in
Ag.

is where the pub11c affa1rs strategy beg1ns to kick in g1oba11y I w111 1eave it in the capab]e hands of
Lori Fisher to communicate those next steps as she and the rest of the group work to accomplish their
next major result. I am so proud to have been part of this team -- what a significant accomplishment --
congratulations to all.

(Please pass this note on to others in the Ag organization who can utilize these references in defending
or building Roundup sales.)

Lisa Drake

The POF verdion of the artiche ¥8°8vailab¥een=1ine te subderibers to the Journal. “Monsinto does not
hold a subscription to this service.
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[ =0 ) HIIOCON (=2 FANT =  \YNAOAOVFr\ (amMNMN VWA WTWAOAIl 1IN .'-—“

W [FND/1000]; CARR, KATHERINE W [FND/1000): CARR, KATHERINE W
Message [FND/1000); CARR, KATHERINE # [FMD/1000]; QUINM, PATRICK M [AG/B050];:
FOSTER, SCARLETT L [FNO/1000]; wALXER, q t .
From: GRANT, HUGH [BUS/1000] [/ O=MONSANTO/OU=NA-1000-01 /CN=RECIMIENTS/CN=157212] GERALD M M,‘-mcaﬁ,[sol’\‘mﬂd%k. M(E,.,g??*'c;{.ggsjfﬂugéfl'fﬁwﬁ
Sent: 5/12/2000 B:13:45 PM [FND/1000] ; WILDMAN, MARK 5 [AG/FLDS]; KREBSBACH, MICHAEL L [AG/FLDS];
GLOVER, JERRY P [FND/1000]; i

Ta: DRAKE, LISA M [FND/1000] I: VERFAILIE, HENDRIX A [BUS/1000] . -
rracey, roseaT T (sus/1000) [ A/ 7 LEITE, GUSTAVD 5050]; PELLAND, ADELE © [FND/50801;
CASALE, CARL M [AG/1000] I; BEGEMANN, BRETT D [AG/1000] MOLAY, DANNA M [AG/1600]; MOWLING, RAY [FND/SDS0]; MEENA, M; AUXENFANS,
™ + - BERMARD P [GBO/1000]; EVETTS, LARRY L [AG/1000]; MEMDRICKSON, DEAM W
I; preeTe, keray 1 [ac/ 1000 N -+~ [46/1000]: TAYLOR, LARRY [aG/5125]
Cc: HEYDENS, WILLIAM F [AG/1000];

CanL0S A 46/5000) D . ¢ ¢ 1»¢/<| < :
FARMER, DOWNA # [FRD/ . CARR, RATMERINE H [FMD/1000]; WRATTEN,

HOOGHEEM, THOMAS ) MG/ 10001 l: BENT, CHARLES A AG/1000] STEPWEN 3 [FMD/1000); BLEEKE, MARIAN § [FND/L000); MOXEE, MICHAEL 1
Y - icc€. LD A Aoy 1005 [ | 1 ¢ [FND/1000]; FISHER, LORT J [FND/1000]; GRAMAM, WILLIAM [FND/5045]
JERRY ) [FND,/1000] l; HELSCHER, THOMAS M [AG/1000) subject: Kudos on Publication of Roundup Tox Paper - now posted on the

T I ey T ——

Subject: RE: Kudos on Publication of Roundup Tox Paper - now posted on the Internet

This is very good work, well done to the team, please keep me in the Joop as you build the PR info to go
with 1t, thanks again, Hugh

----- original Message-----

From: DRAKE, LISA M [FND/1000]

Sent: Thursday, May 11, 2000 5:41 PMm

To: VERFAILLIE, HENDRIK A [BUS/1000]; FRALEY, ROBERT T [BUS/1000];
GRANT, HUGH [BUS/1000]; CASALE, CARL M [AG/1000]; BEGEMANN, BRETT D
[AG/1000]; PREETE, KERRY ) [AG/1000]; POPIK, CARLOS A [AG/S000]; CHIU, B
K [AG/5340]; HOOGHEEM, THOMAS J [AG/1000]; BENZ, CHARLES A [AG/1000]:
HINCHEE, MAUD A [FND/100S]; MIELLE, JERRY J [FND/1000]; HELSCHER, THOMAS

M [AG/1000]; STITH, GLENN A [AG/1795]; MEIER, CHERYL L [AG/1000];
GOETTE, JOHN M.[AG/1000]; CARR, KATHERINE H [FND{lOOG]i GARR, KATHERINE
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AP, Sharturing ) Ghostwriting:

» ' c ] Jﬂﬁ

_)r r r DE: wmhﬁs r\,)r NeEWIlIams paper ‘has
2000 Wiliams papss 20010 | semvediuswell i i1
L AECAOE.

P L TR, GV & [ 1508
Sant: Waorestay, Deoerter 06, 010 14017 46

T TN, WRLLERM [l 3000

Subect: Updatad yphemane 41w jresenior b Prdeys CTLT merting

Safety Evaluation and Risk Assessment of the Herbicide Roundup’ .
and Its Active Ingredient, Glyphosate, for Humans

Gary M. Willinms * Robert Kroew ! sixd lan C. Munro!
K Vork Mog e Pese Yerk 005 ARITOK, Undversant o]

From: HEYDENS, WILLIAM F [ AG/1000)
Sent: Thursday, February 15, 2015 7:53 A4

olitical Science

sately, we are faiang negulatinry noview s with s faos on
41 the quality of the scence

. < ot
 Stakerbuolden ingut i ding actida rescanhers

For the overall plaunibility paper that we discinsed with John fwhere he gave the butadiene o i sk
- prammare o anstceamn - @ g POF AR in Cormamy
+ vt d et e i o]

r'm sl having 2 little trouble wrapping my mind around that. if we went full-bone, imvolving

from all the major areas | Eps, Tox, Geneton, MOA, Exposure - not sure who we'd petl, we coul Williarms e al {3000) has served us well in boxicelogy over the Lt decade
pushing SI50€ or maybe even more, A lews expeniive/more palatabde approsch might be to . edan r arveeal of wche pap pport the :ﬁ::::
experts only for the areas of contention, epidemiclogy and possibly MOA fdepe nding on what
out of the IARC meeting). ard we ghost-write the Exposure Tos & Geneton tections. An opt
b 10 skt [ s e o I tave theis namen on the pablcation, but we would
the cout down by ua doing the writing and they would just edit & sign their names 50 1o speak
that i how we handled Williams Kroes & Muneo, 2000

increasing hasiness interests bn Soath America, 2 bocal network credible
thats it faril ificaliy pobust and abjecth

whot e

e o d &
v reflent bhai we nev
" get
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Glyphosate Toxicology
Activities
Supportlng Registration

Reviews

David Saltmiras, PhD, DABT
CPTLT December 10, 2010
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Publications

» Williams et al. (2000) an invaluable asset] p, pavid saltmiras

e Monsanto responses to agencies Monsanto Decision Maker
e Scientific Affairs rebuttals
* Regulator reviews

* More current external expert publications are now
needed to support ourlﬁj and Registration Reviews

e EU Annex 1 Renewal requires extensive lit. review

* Will weight of evidence be measured by number of
publications or quality of the science???
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Political Science

© Unfortunately, we are facing regulatory reviews with increased focus on
* Claims in the peer reviewed literature, irrespective of the quality of the science
» Stakeholder input including activist researchers
« Political pressure on outcomes - e.g. POEAs in Germany
* Reduced pesticide use in general
© Williams et al. (2000) has served us well in toxicology over the last decade
* We need a stronger arsenal of robust scientific papers to support the safe use of

orrhpmducts as we face the next set of chemistry registration reviews across the
globe

= With increasing business interests in South America, a local network credible
expert scientists is crucial to facilitate scientifically robust and objective
regulatory evaluations of our products We have not determined exactly what we
should & could do here. | would modify bullet to reflect that we need to
determine an appropriate & do-able (i.e., we can get someone to pay for it
cowrse of action here
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Downloaded from ocem bmj.com on 7 March 2008

ELECTRONIC PAPER

Infegrative assessment of multiple pesticides as risk
factors for non-Hodgkin’s lymphoma among men

A ) De Roos, 5 H Zahm, K P Cantor, D D Weisenburger, F F Holmes, L F Burmeister,

A Bloir

Bockground: An increased rate of nonHodghin

Decup Environ Med 203,608 11 Mep:/fwwew cccanvmed ¢ u-fwmwﬂm n

has been repeatedly observed
rhm Hmdwkmiucm this cbsservation has. proven diff

Methods: During the 19805, hNMCMe.r
United Sacrtes, These

emdue-d Mmam

opommﬂmhmﬁqa

dnﬂﬂomnmmhmﬂym specific eflocts

Ceuldnm
and in evaluating reclisic exposure scenarios

arming occupation has been associated with an increased
isk of non-Hedgkin's lymphoma (NHL} in the United
States and other countrics.”* Specific farming exposures

discerned,

phenoxyacetic acids,
acid (2.4-D)." Organachlorine, orga
and triazine pesticides have also been implicated.” "™
There are several analytical challenges in studying health
effects of pesticide exposures among farmers. Farmers are
eypically exposed to multiple pesticides during a lifetime. and
pesticides are frequently used together or during the same
prowiing scasod, posing a challenge for idenifylng specific risk
factors, Although multiple and simultapeous exposures are
commaon in epidemiology and the situation regarding pesti-
cides is not unbque. they do roquire Large mumbers to suceess-
fully idemify risks from specific exposures. Many of the past
sidies of NHL and pesticides had limiied power 1o adjust for
potential confounding by assoclated pesticide exposures. Lim-
ited study power has also hindered Investigation of the risk

quent. In addition. sume estimates are expected 10 be very
Iinaccurate. either due to chance or systematic error (such as
m'al bias). mnmkdmmmm.mhmn

the
mmq for the Mﬂeﬂulm""ﬂm the true
prior distributions are rarely known, lactors hypothesiked 10
determine of explain the magnitude of the wue effecys of

nlﬂnlrmhruwdlomﬁyllnhmnflheprh(&lltu
thons, whote magnitudes are then estimated.”

During the 1980s, the National Cancer Institute conducted
theee population based casecontrol studies of NHL in
Nebraska,' lowa and Minnesota." and Kansas.” Each of these
studies focused on farming exposure

DDT use was not™ There was abo a dightly inseased
incidence assoclated with atrazine exposure.*

We used these pooled data to conduct an analysis of expo-
mummmmfmmunmmth

exposures simaltancously. using hierarchical regression to
adjust estimates based on prior distributions for the pesticide
effects. [n addition, effects of the number of pesticides used
and of common pestickde combinations were explored 1o
assess the risk assoclated with realistic soenarios of farmers”
exposures to multiple pesticides.

METHODS

Study population

The three case-control studies had slightly different methods

of subject recruitment. In Nebraska' all cases of NHL
berween July 1983 and June 1986 among white

diagnosed
muemnpm uns and older. and living in ooe of the 66
identified throuy
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Williams 2000 has served us well

Downloaded from oem bmj.com on 7 March 2008

ELECTRONIC PAPER

Inta~rativa necacemant af multinla nactiridac ~e ricl

Glyphosate, commercially sold as Roundup, is a commonly
used herbicide in the United States, both on crops and on
non-cropland areas.” An association of glyphosate with NHL
was observed in another case-control study, but the estimate
was based on only four exposed cases.”’ A recent study across
a large region of Canada found an increased risk of NHL asso-
ciated with glyphosate use that increased by the number of
days used per year.” These few suggestive findings provide
some impetus for further investigation into the potential
health effects of glyphosate, even though one review
concluded that the active ingredient is non-carcinogenic and

non-genotoxic.”

www occememad com
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Williams 2000 has served us well

Downloaded from oem.bmj.com on 7 March 2008 Dawnloaded from oem.bmj.com on 7 March 2008

ELECTRONIC PAPER

Integrative assessment of multiple pesticides as risk
factors for non-Hodgkin's Iymphorna c:rnong men

Namn ansas Univarsity M.dnf(.en me ,._,. 'cs 50 55, Tohm SH, e P
Hodglhi ym;im—m&em a-mmouw::aoyg._

e, Liniversity ofmu

47

48
49
50

51
52

Sathiakumar N, Delzell E, Cole P. Mcﬁulﬂy crnong wurkers of two
triazine herbicide munu&:cturmg plonts. Am 1 ind Med
1994;29:143-51.

IARC. Atrazine . IARC Monogr Evaf Carcinog Risks Hum
1999,73:.59-113.

Hooghe RJ, Devos S, Hooghe-Peters EL. Effects of selected herbicides on
cytoking production in vitro. Life 5¢i 2000,66.2519-25.

Willioms GM, Kroes R, Munro IC. Safety evaluation and risk assessment
of the herbicide Rcmndu and its active ingredient, glyphosate, for
humans. Regul Toxicol Phcrmacc:f 2000;31.117-65.

Hardell L, Eriksson M. A cose-control study of nonHodgkin lymphoma
and exposure fo pesticides. Concer 1999 ;85:1 353-60.

Dich I, Zahm SH, Hanberg A, et ol Pesticides ond concer. Cancer
Cavuses Control 1997 8. 420“43

m epedemikogy. Philodelphia: Lppincos Raven ol Corcinagen: sliects of passcides
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Monsanto’s pattern of Ghostwriting

”

2008: Mink Epidemiology Review, “

. It was concluded that glyphosate is unlikely to pose a
carcinogenic risk to humans.

Glyphosate is widely considered by regulator
authorities and scientific bodies to have no carcinogenic
potential.

Dr. Donna Farmer

Monsanto Decision Maker

2012: Journal of Toxicology & Environmental Health

* Lead author, Amy Williams, said contributions were
“significant.”
e Dr. Farmer.is red-lined out as an author.

NI o ARV | [P I I e W
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Camrer Vpidemisiag. Namarkors & Frovessss (1]

Non-Hodgkin's Lymphoma and Specific Pesticide Exposures in Men:
Cross-Canada Study of Pesticides and Health'

compeunds, i mulivariabe analyes, the risk of NHL
was tatistically dpnificamtly incressed by exposure to the
herbheides 2,4 dichbsroplscaory scetic acld (2,4-0: OR,
1.3 9% CL LI1-1.73, mecoprop (OR, 2% 9% €1,
LS-244), and dicamba (OR. L68; 95% CL 100-281k
0 the Insecctichdes malathion (OR. 1.83; 95% CL 131
o Cumdn, Epidumislogy 1 Lbs etbane
BAE [1 B M| Couts for Mialth Fsimion i Cuti Schscns,
Mosgetal, Vascompoys, itk Cobambia, V67 175 |7 3| Alverta o

Trowtment and
Masish, 13T muw £ ot

Abstract
One ehective i the ol v o st be
aunchitionn of

pmdnmudm-!uﬂumﬁgm &mukmndm
dearoy woods (herbuciden), brmocts Ginsecticiden). and mold
(fngaides) Soch chemicals are widaly used in sgriculare,
hermeudnge,

" This sk was ] by Hoallh Cosi Crmst 08125, e Sritih
Cubsmias Mol Rowasnh Foumabaton, 1 s Contrs S Aguicndasnd Mcine,
[revra——"

o vt b M-m-w
o, & K. 57 VW, Commd. Foane: 061 044 mmm«-ﬂr
Famad wak o

Rscefvad 13000 et 41300, wompaed 3001
T evin of pblcin of e e o deburvdin put y e rrment of
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The McDuffee article appeared in the November issue of the
Journal Cancer Epilidemiology, Biomarkers, and Prevention (see
abstract below). Unlike ithe ab oresented at the
International Society for Envivonmenital Epidemiology meeting
Auvgust 19898, Glyphosate icg Longer menticoned as a risk
factor in the abstract. I'1l1L have to get the article and see
what 1t savyvs in "the small print."

John

Subject: RE: the McDuffee article appears - glyphosate not mentioned in the abstract

John,

I know we don't know yet what is says in the "small print” - but the fact that glyphosate is no longer mentioned in the
abstract is a huge step forward - it removes it from being picked up by abstract searches!

Donna
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-----Original Message-----
From: HEYDENS, WILLIAM F [AG/1000)
Sent: Thursday, December 06, 2001 7:51 AM
To: ACQUAVELLA, JOHN F [AG/1000]; FARMER, DONNA R [AG/1000]; ARMSTRONG, JANICE M [AG/1000]
Cc: GOLDSTEIN, DANIEL A [AG/1000]
Subject: RE: McDuffee paper

John,

So if | understand the situation correctly, even though reference to glyphosate wasn't removed entirely, there
was a substantial reduction in emphasis, including, but not limited to, removal from the Abstract ?

UNITED STATES D
NORTHERN DISTRIC

Bill

Right. It's a good result, but not everything we wanted. The (invalid) result could be
cited as a second glyphosate/NHL "finding." However, it will not be picked up by
most of the usual suspects because it's not mentioned in the abstract.

John

John Acquavella. PhD
Sentor Fellow, Epidemiology
Monsanto Company/A2NE

From: FARMER, DOMNNA R [AG/1000] [/O=MONSANTO/OU=NA-1000-01 /CN=RECIPIENTS/CN=13800D70]

Sent: 12/6/2001 6:46:24 PM

To: ACQUAVELLA, JOHN F [AG/1000] [/O=MONSANTO/OU=NA-1000-01/CN=RECIPIENTS/CN=145465]; HEYDENS,
WILLIAM F [AG/1L000] [/O=MONSANTO/OU=NA-1000-01/CN=RECIPIENTS/CN=230737]

CcC: ARMSTRONMNG, IAMNIGE M (AG/1000] [/@=MONSANT O/ Ol= N A-1000-0L4/CN =RECIPIENTS/CN=5974 37}

Subject: RE: MecDuffee paper

John,

Darm. But at least it is out of the abstract and not a huge discussion in the text. Regarding the Journal it is published in -
how is it viewed? Is it a premier journal or a lower rung journal?

Yes - please get a third party review.

Donna




2741-VC Document 4011-2 Filed 06/04/19 Page 61 of 73

From: ACQUAVELLA. JOIN F [AG/1000)
Sent: 02 Septem] 29
Tt CARR, KATHERIN| ||M 000); GOLDSTEIN, DANIEL A JAG/1000); FARMER, DONNA R [AG1000}, GARNETT, RICHARD PP [AG/5040];
KRONENBERG, JOEL M [AG1000]

Ce: WRATTEN, STEPHEN J [AG/1000]; MARTENS, MARK A [AG/5040]. BROECKAERT, FABRICE [AG/3040); HEYDENS, WILLIAM F [AG/ 1000,
DANHAUS, ROY G [AG/1000]

Subject: RE: Anticle re: NHI. and glyphosate, alachor

Thanks to Kathy for banging the De Roos et al. paper w0 our attention (see bebow), | have a few quick thoughts sbou it. More information will follow.

This is a paper from investigators at the National Cancer Institute (NCI). For those of you who don’t know the history of the NCT's agnicultural epedemiology research,
the present paper is a reanalyss of data from the Kansas, Nebmska. and Minnesots Tows studies from the mid- 1 It surprises me greatly that they would spend
such elfon on this old and limited dataset, when they ane collocting and analvzing data from the Agricultural Health Sudy. A fair amount of the data in these old studies
came from neset-of- kin respondents and is of questionable accurscy. Others have shown that pext-of-kin of cancer cases tend 1o over-repon pesticide use.
Accordingly, they should have done some analvses segregating oult the next-of-kin information, bt they didn't.

What's new in this pupor s that the investigators use a form of regressaon analyss that weights pror iformation (ke in 2 Bayvesan ansdysas) o infloence measures of
2on. The lead author specaahized in th of analvss for her Phi) chssertation and she dd a posdoc at NCI. Relatively few poople have much expenence
with this analysis. but it is said 1o be more comenvative when doing multple compansons (viz. viekds Fewer false posatives).

Tt is interesting that this analvsis did not find an associaton between NHL and 24-1). The Kansas and Nebraska studies are always cited as evidence that 2.4-1) does.
cowse NHL. Unfortunately, the suthors get into a bitof'n convoluted angument in order o svoid srving that their most recent analyses scems 1o refite much of what
they have sud previously about 24-13,

Ttisclear that alachbor is near the top of e investigator's lis of pesticides that might cause NHL. even though alachlor scemed not 10 be relsted 1o NHL in this analyss
(see Table 3). As you know, the NC1 Ag FHealth Study tesm has o soon 10 be published peper that shows a weak relatondup between reported use ol alachior and
Tvmphoposetic cancers.

Strungely, glyphosate looks 1o be one of the pesticides most wsociated with NHL in ths analvas (soc Table 31 At the time these NHL cases were diugnosed (1979-
83, glyphosate was very early in its commercial history. Notonly doesit the association between ghyphosate and NHL make sense given glyphosate’s ioacology
i, bt it dhoeart make s on  timing of exposure basis - one expects a lury lqpuhﬂhﬂnmmmwmm Tor other than exirermely potent
carcinogens. | did note that De Roos et al, misclmsfied glyphosate in Table | as 0 1ts

have been 0,11 Had it been classified cormrectly, the odds ratio in the last column of Table 3 would have been lwfmmud: lower).

The authers spent an entire paragraph in the discussson on ehyphosate, specifically mentioning the Hardell and McDuffic stadkes:

Oitvphosite, cmimaeally soid ws Roisdup, is 8 commonly wed beabade i the United States, hoth on g sl mose-mvpdind s - A8 sesciation of ghyphosste with XML was chenyod in ancther case-
HL awocuatied weth plyphosatc use hat inceeased by tee sember
ey sl et ot few vaggmtive findings provide somme impetus for fithen imvastiganon inss tha pobmstial lesdth o ects of glyphsmste, avem Bhomgh s seview conchaded that fhe active ingrediont is
N iainogures anl nesrpansons
T aafiricd this coubd add mone fuel 10 the fine for Flandel] et al,
T going W see one of the authors of tes paper this weekend at the Amencm Colloge of Epdemology moctmg. Tl ask him about some of these issucs,

Tt looks like NHL and other lvmphopoietic cancers continue 10 be the main cancer epsdemsclogy issucs both for ghyphoste and alachlor. We're assembling a panel of
experts o work on thes.

Regands,
Jobw

':
c]ln\\
Monsanto
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Hardell 1999
e 2.3 0R-Doubling of risk
e 5.80R-"Five times the risk

Hardell 2002
* 3.04 OR - Statistically significant tripling of the risk

The authors spent an entire paragraph in the discussion on glyphosate, specifically mentioning the Hardell and McDuffie studies;

Glyphosate, cemmercially sold as Roundup, 15 a commenly used herbicide in the United States, both on crops and non-cropland aveas. An association of glyphosate with NHL was ebserved in another case-
control study, but the estimate was based on only four exposed cases. A recent study across large region of Canada found an increased nisk of NHL associated with glyphosate use that inereased by the number
days used per years These few suggestive findings provide some impetus for further investigation into the potential health effects of glyphosate, even though one review concluded that the active ingredient is
non-carcinogenic and non-genotoxic.a

I'm afraid this could add more fuel to the fire for Hardell et al,

I'm going to see one of the authors of this paper this weekend at the Amenican College of Epidemiology meeting, 1l ask him about some of these 1ssues.

Itlooks like NHI and other lmphopotetic cancers contimue to be the mam cancer epidemiology 1ssues both for alyphosate and alachlor. We're-assembling a pane} of
experts fo work on this,

Regards.
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Never Conducted an Epidemiology Stud

Dr. William Reeves

Monsanto Spokesperson

Reeves, 31:13-24

HARDEMAN v.

Q. So let's look at some of the studies that
have been published, all right? Let's start off
with epidemiology. And just to make sure we
also are on the same page here, it is true, right,
that Monsanto has never conducted an
epidemiological study?

A. We have participated with the agricultural
health study to develop exposure data, but we
have never actually conducted our own go-
out-into-the-field, case control or cohort
study. But we've done the exposure data and
we've also done a look at the health of the

AONSANTO CEMBANY
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Monsanto ADMISSION
Monsanto ADMITS that it has
~ never conducted an
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Monsanto’s Position

Q. Monsanto’s position, to be clear,
is that there is no evidence to
support Roundup causing cancer

in people?
» A. It's that there is that
,?;;m::," siii‘;i;e,so,, glyphosate or glyphosate-based

formulations cause cancer under
the conditions that people are

exposed to.
- Transcript, 30:5-10.
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v EPA

Glyphosate v. Roundup
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Monsanto’s Defense

wEPA

» Original EPA approval built on invalid study, which
was never repeated.

» The EPA does not test anything.

» The EPA relies on information provided by
Monsanto.

» Monsanto had a cozy relationship with the EPA.
» EPA did not follow its own guidelines.
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Plaintiff’s Experts: Chadi Nabhan, M.D.

» Board-Certified hematologist and medical
oncologist specializing in Non-Hodgkin
Lymphoma (“NHL”).

» Vice President and Chief Medical Officer of
Cardinal Health Specialty Solutions.

» Former Medical Director of the Clinical
Cancer Center at the University of Chicago.

» Treated thousands of lymphoma patients.

@@ THE UNIVERSITY OF

asilgXele\\N v. MONSANTO COMPANY
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What are Mr. Hardeman'’s damages?

Compensatory Damages:

* Stipulated economic damages: $200,967.10

* Non-economic damages:

A\

physical pain

mental suffering

loss of enjoyment of life
physical impairment
inconvenience

grief

anxiety

humiliation

Y V.V V V V V VY

emotional distress
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* Bayer Corporation acquired
Monsanto in June 2018 for $63 Billion
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HARDEMAN v. MONSANTO COMPANY
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