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What is Roundup?

Can Roundup cause cancer?
Did Roundup cause Mr. Johnson’s cancer?
What are Mr. Johnson’s damages?

Should Monsanto be punished for its conduct?
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1. What is Roundup?

ACTIVE INGREDIENT:

*Glyphosate, N-(phosphonomethyl)glycine,
in the form of its potassium salt

OTHER INGREDIENTS: ...t 51.3%

100.0%

ACTIVE INGREDIENT:

*(lyphosate, N-(phosphonomethyl)glycine,
in the torm of its isopropylamine salt

OTHER INGREDIENTS (including surfactant):
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1. What is Roundup?

Surfactant

ACTIVE INGREDIENT:
*Glyphosate, N-(phosphonomethyl)glycine,

in the form of its isopropylamine salt.................... 41.0%
OTHER INGREDIENTS (including surfactant): .............. 59.0%
100.0%

POlyEthoxylated tallow Amine



1. What is Roundup?

Surfactant

ACTIVE INGREDIENT:
*Glyphosate, N-(phosphonomethyl)glycine,

in the form of its isopropylamine salt.......................
OTHER INGREDIENTS (including surfactant):

POEA



1. What is Roundup?

Without
Surfactant




1. What is Roundup?

Penetrates the surface of a leaf, but also




1. What is Roundup?

From: HEYDENS, WILLIAM F [AG/1000]

Sent: Thursday, August 06, 2015 9:55 AM

To: 'Ashley Roberts Intertek'; FARMER, DONNA R [AG/1000]
Subject: RE: Keith

Ashley,
| think the short answer is no. The focus of this is what is the carcinogenic potential of glyphosate.

That said, the surfactant in the formulation will come up in the tumor promotion skin study because we
think it played a role there.

From: Ashley Roberts Intertek [ ] G intertek.com]

Sent: Thursday, August 06, 2015 09:47 AM Central Standard Time
To: FARMER, DONNA R [AG/1000]; HEYDENS, WILLIAM F [AG/1000]
Subject: Keith

Hi Donna/Bill,

Just received a question from Keith in response to my email message on the exposure piece this
morning.

He has asked if we need to give any consideration to exposures of formulants in the commercial
product, at least in applicators? | was under the impression these were inert but reading a response this
morning in the Ecologist makes it sound like it is the combination that is toxic!!!

Plaintiff Exhibit

0366

What do you think?




----- Original Message-----

IFrom: Ashley Roberts Intertek ‘Jintertek.comu

To: FARMER, DONNA R [AG/1000]; HEYDENS, WILLIAM F [AG/1000]
Subject: Keith

Hi Donna/Bill,

Just received a question from Keith in response to my email message on the exposure piece this
morning.

He has asked if we need to give any consideration to exposures of formulants in the commercial
product, at least in applicators? | was under the impression these were inert but reading a response this
morning in the Ecologist makes it sound like it is the combination that is toxic!!!

What do you think?

Plaintiff Exhibit

0366




1. What is Roundup?

I From: HEYDENS, WILLIAM F LAGHIGUD]I

Sent: Thursday, August 06, 2015 9:55 AM
To: 'Ashley Roberts Intertek'; FARMER, DONNA R JAG/1000]
Ubject: RE: Rel

| think the short answer is no. The focus of this is what is the carcinogenic potential of glyphosate.

That said, the surfactant in the formulation will come up in the tumor promotion skin study because we
think it played a role there.

From: Ashley Roberts Intertek ||| 2 intertek.com]
Sent: Thursday, August 06, 2015 09:47 AM Central Standard Time

To: FARMER, DONNA R [AG/1000]; HEYDENS, WILLIAM F [AG/1000]
Subject: Keith

Hi Donna/Bill,
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Opening Statement Roadmap:

1. What is Roundup?
3. Did Roundup cause Mr. Johnson’s cancer?
4. What are Mr. Johnson’s damages?

5. Should Monsanto be punished for its conduct?



Three Pillars of Cancer Science

1. Animal Carcinogenicity Studies
2. Mechanistic Data

3. Epidemiology



Christopher Portier, PhD.

(!

THE UNIVERSITY
of NORTH CAROLINA
at CHAPEL HILL

Ph.D. in Biostatistics, University of North Carolina School of Public
Health (1981). Thesis addressed the best way to design a two-
year rodent study to assess the ability of a chemical to cause
cancetr.

Former Associate Director of the National Toxicology Program
(NTP)

Former Associate Director of National Institutes of Health

Former Director of the National Center for Environmental Health
(NCEH) at the Centers for Disease Control and Prevention (CDC)

Former Director of the Agency for Toxic Substances and Disease
Registry (ATSDR)



Professor of Cancer Research and Professor of
Medicine and Epidemiology at Columbia
University

Director of Junior Faculty Development for the Department of
Epidemiology at Columbia University

Medical oncologist with a Ph.D. in Pathology (1977) and M.P.H. in
Epidemiology (1983) from the University of Columbia

Published over 500 peer reviewed chapters and papers and
received over S50 million in funding from the National Cancer
Institute, American Cancer Society, and Department of Defense
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2. Can Roundup cause cancer?

Three Pillars of Cancer Science

2. Mechanistic Data

3. Epidemiology



2. Can Roundup cause cancer?

Long term — typically, 2 years

e Significant increases in tumors
e Replication

* Dose response

* Cross-species

* Rare tumors



2. Can Roundup cause cancer?

1. Animal Carcinogenicity Studies

Ad m];;'om NO. /

I\/Iorl;amto admits that it did nhot conduct

IgniTicant Increases In tumors
e Replication

* Dose response

* Cross-species

* Rare tumors



2. Can Roundup cause cancer?

1. Animal Carcinogenicity Studies

Mice Studies — Tumor Chart
Knezevich & Hogan Atkinson

(1983)

Kidney carcinomas Malignant lymphoma
or adenomas

Sugimoto
(1997)

Kidney carcinomas
or adenomas

Malignant lymphoma

Mul. malignant
tumors or neoplasms

Wood
(2009)

Malignant lymphoma

Mul. malignant
tumors or neoplasms

Kumar
(2001)

Kidney carcinomas
or adenomas

Malignant lymphoma
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2. Can Roundup cause cancer?

George Study (2010)

 Applied to skin 3x week
* 40% of mice exposed to glyphosate had
tumors in skin

* 0% of control group had tumors in skin

Evidence that glyphosate is a
tumor promoter



2. Can Roundup cause cancer?

Long term — typically, 2 years

e Significant increases in tumors
e Replication

* Dose response

* Cross-species
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2. Can Roundup cause cancer?

1. Animal Carcinogenicity Studies

Rat Studies — Tumor Chart

Lankas

(1981)

Stout &
Ruecker

(1990)

Atkinson

(1993)

Enemoto

(1997)

Suresh

(1996)

Brammer

(2001)

Testicular
interstitial cell
tumors

Thyroid C-Cell
carcinomas or
adenomas

Thyroid
follicular
carcinomas or
adenomas

Kidney
carcinomas or
adenomas

Thyroid C-Cell
carcinomas or
adenomas

Pancreatic
islet cell
tumors

Skin kera-
toacanthoma

Skin kera-
toacanthoma

Pancreatic
islet cell
tumors

Hepatocellular
carcinomas or
adenomas

Skin kera-

toacanthoma

Basal cell
tumors

Hepatocellular
carcinomas or
adenomas

Skin kera-
toacanthoma

Mammary
gland
carcinomas or
adenomas

Pituitary
adenomas
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2. Can Roundup cause cancer?

2. Mechanistic Data

Mechanistic Data:

Refers to the way in which a
substance can cause cancer.

Damaged
Cells Mutated

Cellular
Replication N S
without Uncontrolled
DNA Growth of
Repair Mutated
Cells




2. Can Roundup cause cancer?

2. Mechanistic Data

Genotoxicity:

The property of chemical agents that damage
the genetic information within a cell that can
cause mutations.

Oxidative Stress:

An imbalance between the production of free
oxygen particles and the ability of the body to
counteract their harmful effects with
antioxidants.




2. Can Roundup cause cancer?

2. Mechanistic Data

Normal
Damaged
Mutated

Cancer

More

Stages

Cellular
(genotoxicity) Replication
without Uncontrolled
DNA Growth of
Repair Mutated
' Cells

Oxidative
Stress

Chemical




2. Can Roundup cause cancer?

2. Mechanistic Data

damaged base f i
single-strand double-strand intra-strand

break ! ? ol crosslink inter-strand
miis=match T crosslink
- " 1 o r 3 " Firy P
r 1 ¥ '|_ e kL F. ' J
| ; 4 o I'-. A L

Different methods of testing DNA damage In VIVO:

Over 100 different studies | livi .

e Both Roundup & glyphosate N aliving organism.
 |In humans (vivo & vitro) .
* Non-human mammals (vivo & vitro) I N V|tr0:
e Non-mammals (vivo & vitro)

In glass, as in a test tube.




2. Can Roundup cause cancer?

2. Mechanistic Data

In the 1990’s four published
genotoxicity studies

prompted Monsanto to hire an
independent genotox expert



Ja N study shows that
Roundup exposure, as
1992 opposed to glyphosate
alone, causes elevated
increases of DNA damage.

Plaintiff Exhibit

0852
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1992

study shows that
Roundup exposure, as
opposed to glyphosate
alone, causes elevated
increases of DNA damage.

Plaintiff Exhibit

0852

Mar
1997

Plaintiff Exhibit

0686

study
shows that Roundup
formulation causes
genetic damage in
human cells.



Genotoxic Activity of Glyphosate and Its Technical Formulation
Roundup

Claudia Bologmesi,* Stefania Bonatti, Paclo Degan, Elena Gallerani, Marco Peluso,
Roberta Rabboni, Pacla Eoggieri, and Anpelo Abbondandolo

Centro Nazionale por lo Studio del Tumord di Origine Ambientale, Istituto Nazionale per la Ricerca sul
Cancro, Largo Rosanna Benzi 10, 16132 Genova, Italy

Glyphosate (Aphosphonometbylgiveine) s an effective herbicide acting on the synthesis of aromatic
amino aclds In plants. The genotoxic potential of this herbicide has been studied: the results
avallable in the open lterature reveal a weak activity of the technical formulation. In this study,
the formudated commerclal product, Roundup, and its active agent, glyphosate, were tested in the
same battery of assays for the Induction of DNA damage and chromosomal effects in vive and in
vidrm, Swiss CD1 mice were treated Intraperitoneally with test substances, and the DNA damage
was evaluated by alkaline elution technigque and B-hvdroxydeoxyvguanosine (B-OHAG) quantification
In lver and kidney. The chromosomal damage of the two pesticlde preparations was also evaluated
fry viv In bone marrow of mice as micromuclel frequency and fo vidro In homan lymphocyte oalture
as SCE frequency. A DNA-damaging activity as DMNA single-strand breaks and 8-OHdAG and a
slgnificant Increase in chromosomal alterations were obsarved with both substances fn vive and in
vidro, A weak Increment of the genotoxic activity was evident using the technical formulation.

Kevwords: Fesdcides in vive genofoxic ify; in vitro gensfoxicily; SCE micronucleus fest; alkaline
el wtion; DINA oxidative darmage

INTRODUCTION | 585), but Roundup has been identified as a can

Irritation phenomenon or contact dermatitls, rep
Roundup, an extremely effective nonselective poste- _
mergence herbiclde, 15 a combination of an active l:;ﬂu::j;:upatlnnall} exposed agricultural workers (]

Ingredient, the Isopropylamine salt of glyvphosate, and
A mnrface-active aoent that enhances the soreacdine of ThE t'urmﬂate:l :urruner:!al pm_-:lm:t. Roundup, s
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study shows that
glyphosate induces cell
stress in animal cells.

Plaintiff Exhibit
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Fundamentat and
Machanisms of Mu

study shows that
glyphosate induces cell
stress in animal cells.

Plaintiff Exhibit

0809

study shows that
Roundup exposure
induces “dose dependent”
DNA damage in mice.
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Roundup exposure

1998 induces “dose dependent”
DNA damage in mice.

Plaintiff Exhibit

0842

Need to hire an expert to refute
these studies, so Monsanto
reaches out to Dr. James Parry.

study shows that
glyphosate induces cell
stress in animal cells.

Plaintiff Exhibit
0809
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Reply Separator

Subject: Actions froml2/ /17 Meeting on Mutagenicity
authar:

Date: 12/27/98 1:31 PM

o} Agreed an extermal global neteark of genotox experts needs to be
developed.,

As EU has an dmmediate need and 15 a critical area now it was
agreed that [ ~-. 14 contact br. Parry next week to
discuss with him his participatien in the support of glvphosate,
glyphosate-based ***formulation®™* gentox issues,

after initial contact, if Or. Parry is agreeable tham
will be included in discussiom to ocutline issue/neesds
et

For Marth america - ill be here in early February as
part af the CANTOX project, as graciously agreed to

jein in those discussions.

frkddhrdfirdEhhdtEdhdrdid Rk rAdtE R EdddAidE A E e iR ddodrs

2} unfortunately our time rain cut but and -sta}'ed a
1ittle while longer and dicussed the papars:

- The data are very unusual and suspect {(i.e. the results may
reflect an artifact of some procedural errar and/ar inexperience in

scoring) but may be extremely difficult te refute based simply on
the contents of the paper.

- It is a real concern that these papers may create an even bigger
problem for us than the -paper. Therefore we do some things
guickly!

= The results of the humam Iymphocyte test I:l:,.r-d-:- not agree with
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Dr. James Parry

Nl

1940 - 2010

Swansea University
Prifysgol Abertawe

Author of two influential textbooks
“Comparative Genetic Toxicology” and
“Principles and Methods of Genetic Toxicology”

Published over 300 papers on toxicology

Founder of Journal “Mutagenesis” and the
“European Journal of Molecular Genetics and
Toxicology”

President of the European Environmental
Mutagen Society



Dr. James Parry

Monsanto Unsure About Dr. Parry

Plaintiff Exhibit

ze his rebutral

i papers in the arti




&€). External global network of genotox experts:

- EO

- While Dr. Parry is a recognized genotox expert what is

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

endpointa®™ (sauch as SCE, DNA P-32 postlabling, Comet

agsays ektc) evaluated in the genokbox articles by Rank,
lognesi 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 consulktant with

regulators, etec) we would ask him to review a subset of

the articles.

- It was proposed that _muld contact Dr.

Parry and ask him for a written review the articles by

Rank, Bolognesi, Peluso & Liol .

- Based on his critique of the the genotox papers a

decision would be made as to expanding or terminat ing

his involvement .

- regarding [|JJJJJJJE. nc further contact will be

made at thia time. When a clear role has been

identified for ||l #lan will contact him.

- Money for this initial consultation will come from

I budger. A bigger initiative will require

additional funds to be located.

NA
- . Expanded discussions with Dr. Gary Williams on
genotox issues will occur as part of the CANTOX meetings
(2/5,6&7). Dr. Williams is recognized internationally
as a genotox expert and might be used in Europe on a

e T TS L Mmoo



endpointa™ (sauch as SCE, DNA P-32 postlabling, Comet

assgays ektec) evaluated in the genotox articles by Rank,
lognesi 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, etec) we would ask him to review a subset of

the articles.

- It was proposed that _H-::nul-::l conktact Dr.

Parry and ask him for a written review the articles by

Rank, Bolognesi, Peluso & Liol .

- Based on his critique of the the genotox papers a

decision would be made as to expanding or terminakting

his involvement .

- regarding [|JJJJJJJEE. nc further contact will be

made at this time. When a clear role has been

identified for ||}l #lan will contact him.

- Money for this initial consultation will come from

I budger. A bigger initiarive will require

additional funds to be located.

NA

- . Expanded discussions with Dr. Gary Williams on
genotox issues will occur as part of the CANTOX meetings
(2/5,6&7). Dr. Williams is recognized internationally
as a genotox expert and might be used in Europe on a

conk ingency basis.

- LAJ/SEA - no ackion at this time

7). There is a concern thart the papers by Lioci et al, may present an
even bigger problem because the studies are with glyphosate and
are on a more standard endpoints. The results of the human -



Dr. James Parry

4l The development of a "positive" preas release was regqueskted.
Please comment on the DRAFT below

DRAFT DRAFT DRAFT DEAFT

"Several genctoxicity studies have been conducted on
glyphosate, the surfactanta in glyphosate formulations, and
aother closely-related surfactants. Studies have also been
performed on Roundup herbicide and other glyphosate
formulacions. MNone of these studies have shown any adverse
findings., Based on all these results, we are confident that
glyphosate herbicide products are not genoteoxic and therefore
Eo 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 cenclusions on the
safety of Roundup herbicides with appropriate scientific




Jul
1998

DeC study shows that
Roundup exposure

1998 induces “dose dependent”
DNA damage in mice.

Plaintiff Exhibit

0842

Need to hire an expert to refute
these studies, so Monsanto
reaches out to Dr. James Parry.

study shows that
glyphosate induces cell
stress in animal cells.

Plaintiff Exhibit
0809




Dec study shows that
Roundup exposure

1998 induces “dose dependent”
DNA damage in mice.

Plaintiff Exhibit

0842

Jul
1998

Need to hire an expert to refute
these studies, so Monsanto
reaches out to Dr. James Parry.

study shows that
glyphosate induces cell Plaintiff Exhibit
stress in animal cells. 0215




Feb
1999

Dr. Parry submits his
first internal report,
concluding glyphosate is
genotoxic.

Plaintiff Exhibit

0264



https://www.baumhedlundlaw.com/toxic-tort-law/monsanto-roundup-lawsuit/

Monsanto Europe

Parc Scientifiyue Fleming
Rue Luid Burmat 3
B-1348 Louvain-La-Neuve
Delgrum

o S

You will find enclosed my cvaluation of the four papers you provided
concerning the putential genotoxicity of glyphosate and Roundup. Although each of the
papers luve weaknesscs, I have avoided & report which attempts 10 focus upon these
weuhnesses. Rather, I have attempted to “pull ont™ the data which pruvide an aid to the
understanding of the potential mechanisms of glyphosate genotoxicity and indicatcd how
you might clarify these mechanisms It has been my expericuce with Regulatory Agencies
that a positive attitude to published data is a more productive approach than just criticising
individual studies. _ ,

11 February 1999

| assume that you will already have in house data for some of the snggested
experiments. In my view the i vitro micronucleus work suggested would be the most
productive way of clanfying the question of mechanisms. would be happy to provide you
with further suggestions as to detailed protocols tor siich studies. They would make a :
rather nice Ph.D project for a graduate student if you could find the fundiog.

I have enclosed my invnice for the evaluation.

Yours sincerely

N\ TS
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7
at cquivalent concentrations to that in Roumdup, failed to increase adducts. These dam
provide some evidence 10 suppurt e concept that any in vive activity of Glyphosphate may

be potentiated by other umnpﬁn:nl:u of the Roundup mixmure.

The uverall data provided by the four puhlications provide evidence to support a
wodel that Glyphosate is capable of producing genoluaicity both in vive and in wilre by a

mechanism based upon the production of uxidative damage. If confirmed, such a mechanism

of genetic damage would be expected 10 be produced at high conrentrations of the herbicide
and wolld be relevant only when the asti-oxidant protective mechanisurs of the ccll are
overwhelmed. Thus, I would conclnde that if the mechanism of action can be proved to be
based upon oxidative damage then hazard wd risk asscssment could be based vpon a non-
linear model with a threshold of activity at low doses.

Questlons raised by the studies

1) Role of components of mixnire which leads 10 higli levels of activity of Roundup?
2) Is the genotoxin activity observed due to oxidative damage?

3) ("an the genotuxiv activity be reduced by anti-oxidants?

Recommendations for further work to clarify the potentlsl penotoxic activity of




THEFE T R e S

bnﬂadwunaxid:ﬁwﬂﬂmlg:ﬂ]ﬂﬂhﬂuﬂmﬂn’akumﬂﬂﬂmuldbtb:udumnamnn

linear model with a threshold of activity at low doses.

Questlons raised by the studies
1) Role of components of mixnire which leads 10 higli levels of activity of Roundup?

2) Is the genotoxic activity observed due to oxidative damage?

3) ("an the genotuxiv activity be reduced by anti-oxidants?
Recommendations for fn.n-thr.r work to clarify the potentlal penotoxic activity of
Glyphosate
Bacteria

I recommend a Tepeat of Salmonclla studies particularly with Roundup miixlures. I
wntld be surprised if these data are not already availahle in-house.
Cytogenelics

I recommend an in vifrn micropucieus study preferably in human lymphocytes. 1T
combinsd with analyses of the micrumclei for the presance and absence of centromeric DNA

this smdy would indicate whether Glyphosate induces prednminandy chrutiusome structural
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or pumerical damage.
The in vitro micronucleus assay would allow both:-

a) The assessment uf the potential influence of anti-oxidants upon the penatokic putential
of Glyphosatc - Note the measurement of the effect of anki-uaidant as a genetic

__ cpdpoint is a critical deficiency in the Loi er ul (1996) snudy.

Bb) Assessment of the individual cumponents of the Roundup Mixmre o determine
whether there is any cumponent(s) -:u-hi:h act synergistically 1o increase the polenlial
genowaicity of Glyphosate. Such studies conld he designed to investigate a panel of

mixtures leaving out one companent of the mix [ each individual experiment.

In vive studies

In view of the limitations of the Dolgoesi et al (1977) smdy 1.2

/ A .QE;)JJ limited wamber of animals

o

WP single dose of compound
\'K'jﬁ)’ low spontansems micronucleus [requency
~~‘\ D + would be worth repeating the smudy to a more comprebensive design.
/ et TYWA etrand breaks and addnct work would reyuice very large
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Udnnd wWill arrange ToOr Turther mSsETings: TO aiZCUuss /aesign THI S progrdm

4] 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 im wvive and in vitre by a mechaniss
based upon the production of owidative damage.

The data that Dr. Parry evaluated is Timited and is
not consistant with other better conducted studies.
In order to move Dr. Parry Trom 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 imcluding the open Titerature
studies.

As a followup Mark will contact Dr. Parry, discuss
with him the existance of additional data and ask
him to evaluate the full package. Mark will also
explore his interest (if we can turn his opinion
around) in being a spokesperson for us for these
type of issues.

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 outcome of the Cantox meeting

The panel concluded that glyphosate and Roundup were not
mutagenic. That in the evaluation of these types of studies
criteria should be set... up fronmt inm the evaluation process as
to what makes an acceptable study and what does mot - this is to
be included im the manuscript as well as a weight of evidence
appraoach .

5) Liei followup
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Dr. Parry submits second
comprehensive report.
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1999




Aug
1999

Dr. Parry submits second
comprehensive report.

Clastogen:
A clastogen is an agent that can induce mutation

by disrupting or damaging chromosomes.
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inducing activity with the surfactant MONOS18.

Specific evaluation of the genotoxicity of glvphosate

On the basis of the study of Lioi er af (1998a and 1998b) [ conclude that glyphosate is
a potential clastogenic in virro. The study of Bolognesi ef ol (1997) indicates that this
clastogenic activity may be reproduced in vivo in somatic cells. However, the dominant
lethal assay (of limited sensitivity) indicates that this genotoxic activity 1s not reproduced in
germ cells. The work of Bolognesi ef al (1997) and Lioi ef ol (19984 and 1998b) suggests
that the genotoxicity observed may be derived from the generation of oxidative damage in the

presence of glyphosate.

Specific evaluation of genotoxicity of glyphosate mixtures

In view of the absence of adequate data no evaluation of the clastogenic potential in
vitro of glvphosate mixtures is possible. In the absence of a micronucleus study to the
protocol of that used by Bolognesi e af (1997) no adequate assessment of the potential
activity of glvphosate mixtures in bone marrow is possible. The available studies do not
provide any evidence of genotoxicity in rodent bone marrow. There is some evidence from
Drosophila to suggest that glyphosate mixtures may have some germ cell activity

The studies of Bolognesi er af (1997) suggests that glyphosate mixtures may be




presence of glyphosate.
Specific evaluation of genotoxicity of glyphosate mixtures

In view of the absence of adequate data no evaluation of the clastogenic potential in

vitro of glvphosate mixtures is possible. In the absence of a micronucleus study to the
protocol of that used by Bolognesi ef @f (1997) no adeguate assessment of the potential
activity of glvphosate mixtures in bone marrow is possible. The available studies do not

provide any evidence of genotoxicity in rodent bone marrow. There is some evidence from

Drosophila to suggest that glyphosate mixtures may have some germ cell activity

L=

The studies of Bolognesi er af (1997) suggests that glyphosate mixtures may be

1,8

capable of inducing oxidative damage in vivo.

Specific evaluation of surfactants
Mone of the surfactants were capable of inducing mutations in bacteria. No adeguate

1 surfactants.

data available to evaluate the in vitro or in vivo clastogenicity of t
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mutation induction?

Does glyphosate produce oxidative damage?

Can we explain the reported genotoxic effects of glyphosate on the basis of the
induction of oxidative damage?

If glyphosate is an in vive 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 genotoxic activities of glyphosate and glyphosate
formulations?

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

Plaintiff Exhibit
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comprehensive report.

[f the genotoxic activity of glyphosate and its
advisable to determine whether there are exposed individuals ar

population. If such individuals can
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Message

From: I HEYDENS, WILLIAM F |FIJD{1000] [/O=M .ECIPI

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

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

CcC: ' F [FND/1000]' [/C=MONSANTO/QU=GLB-STL/CN=LEGACY ADDRESSES/CN=230737]
Subject: RE: Parry report

M

| 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
Outreach operations when genetox. issues arise. My read is that Parry is not currently such a person, and it would take
quite some time and $$$/studies to get him there [We Sii‘ﬂElE aren't §0m§ to do the studies F’arJIE §§ests I-do you
think Parry can become a strong advocate without t 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 only if we make this a high priority now.

Bill
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Admission No. 26

Monsanto admits that it has no
record of submitting Dr. Parry’s
Reports to the EPA.

Plaintiff Exhibit Y Plaintiff Exhibit
% : 0221
0220 |
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LARRY D
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p Dr. Heydens ghostwrites

2000 Williams paper.

Ghostwriting:

When a company writes a favorable
publication and pays a prestigious author to
| put their name on it.




Dr. Heydens ghostwrites

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®

"Lonastment of FPatli NVew York Meciical College, Valhalla, New Yark 10595 1RITOX, Universiteit Utrecht,

& Boy 80176, N Hrecht Ya ) Cand 2 alth Sciences International,
2233 Argenlia Road, Suile 308, Mississauga, Ontario L5N 2X7. Canada

Received Decemmber G, 19949
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From: HEYDENS, WILLIAM F [AG/1000]

Sent: Thursday, February 19, 2015 7:53 AM

To: FARMER, DONNA R [AG/1000]

Cc: KOCH, MICHAEL S [AG/1000]; SALTMIRAS, DAVID
Subject: RE: IARC Planning

\G/1000]

For the overall plausibility paper that we discussed with lohn {where he gave the butadiene example),
I'm still having a little trouble wrapping my mind around that. If we went tull-bore, involving experts
from all the major areas (Epi, Tox, Genetox, MOA, Exposure - not sure who we'd get), we could be
pushing 5250K or maybe even more. A less expensive/more palatable approach might be to involve

experts only for the areas of contention, epidemiology and possibly MOA {depending on what comes
out of the IARC meeting), and we ghost-write the Exposure Tox & Genetox sections. An option would
be to add -a nd Kier or I t© have their names on the publication, but we would be keeping
the cost down by us doing the writing 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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[From: SALTMIRAS, DAVID A [AG/1000]]
Sent: Wednesday, December 08, 2010 11:17 AM
| To: HEYDENS, WILLIAM F [AG/1000] |
Subject: Updated glyphosate activities presentation for Friday's CPTLT meeting

| Updated and attached for your comment. |

s
I

David Saltmiras, PA.D., D.ART.

m oxicoloay Manager :
Regulatory Product Safety Center T
Monsanto _J73
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Glyphosate Toxicology
Activities
Supporting Registration

Reviews

David Saltmiras, PhD, DABT
CPTLT December 10, 2010




Publications

» Williams et al. (2000) an invaluable asset ||

* Monsanto responses to agencies
e Scientific Affairs rebuttals

e Regulator reviews

» More current external expert publications are now
needed to support ou 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???

' Voro I



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
e Reduced pesticide use in general
Williams et al. (z000) 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

our products 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
course of action here

l 0373 l
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2. Mechanistic Data

Recent Data Findings:
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1. Animal Carcinogenicity Sturs

3. Epidemiology
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2. Can Roundup cause cancer?

3. Epidemiology

Epidemiology:

The study of the distribution and causes

of disease in human populations.

Non-Hodgkin Lymphoma-specific



2. Can Roundup cause cancer?

3. Epidemiology

Non-Hodgkin Lymphoma:
A cancer that starts in white blood cells called

lymphocytes, which are part of the body’s
iImmune system.

Two types:
e B-Cell (most common)
e T-Cell (less common)




2. Can Roundup cause cancer?

3. Epidemiology

Confidence Bound:

A range of values where there is a

specified probability that the true value
lies within it.
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3. Epidemiology

Confidence Bounds

1.5 (0.9-5.0)
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3. Epidemiology

Confidence Bounds

1.5 (0.9-5.0)

N

10




2. Can Roundup cause cancer?

3. Epidemiology

NHL — Never / Ever

Study RR Lower Upper

McDuffie et al. (2001)

no pesticide adjustment 1.20 0.83 1.74
Hardell et al. (2002)

no pesticide adjustment 3.04 1.08 852

adjusted for pesticides 1.85 0.55 6.20
De Roos et al. (2003)

adjusted for pesticides 210 1.10 4.00

Bayesian modeling 160 090 2.80
De Roos et al. (2005)

no pesticide adjustment 1.20 0.70 1.90

adjusted for pesticides 110 0.70 1.90
Eriksson et al., (2008)

no pesticide adjustment 202 110 3.7

adjusted for pesticides 151 0.77 294
Orsi et al. (2009)

no pesticide adjustment 1.00 0.50 2.20
Meta-Analysis: Model 1

most adjusted analysis 1.30 1.01 1.60

Andreotti et al. (2018)
not provided




Study RR Lower Upper
McDuffie et al. (2001)

no pesticide adjustment 1.20 0.83 1.74
Hardell et al. (2002)

no pesticide adjustment 3.04 1.08 8.52

adjusted for pesticides 1.85 0.55 6.20
De Roos et al. (2003)

adjusted for pesticides 210 110 4.00

Bayesian modeling 1.60 0.90 2.80
De Roos et al. (2005)

no pesticide adjustment 1.20 0.70 1.90

adjusted for pesticides 110 070 1.80
Eriksson et al., (2008)

no pesticide adjustment 2.02 110 3.71

adjusted for pesticides 1.51 0.77 2.94
Orsi et al. (2009)

no pesticide adjustment 1.00 0.50 2.20
Meta-Analysis: Model 1

most adjusted analysis 1.30 1.01 1.60
Andreotti et al. (2018)

not provided
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Hardell et al. (2002)

no pesticide adjustment 3.04 1.08 8.52

adjusted for pesticides 1.85 0.55 6.20
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no pesticide adjustment 2.02 110 3.71

adjusted for pesticides 1.51 0.77 2.94
Orsi et al. (2009)

no pesticide adjustment 1.00 0.50 2.20
Meta-Analysis: Model 1

most adjusted analysis 1.30 1.01 1.60

Andreotti et al. (2018)
not provided
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0.83 1.74 T
1.08 8.52 =
0.55 6.20 -
1.10 4.00 =
0.90 2.80 =
0.70 1.90 -
0.70 1.90 -
1.10 3.71 -
0.77 2.94 =
0.50 2.20 -
1.01  1.60 —




2. Can Roundup cause cancer?

3. Epidemiology

NHL — Never / Ever

Study RR Lower Upper

McDuffie et al. (2001)
no pesticide adjustment 1.20 0.83 1.74
Hardell et al. (2002)

no pesticide adjustment 3.04 1.08 852
i ic 1 R g820

De Roos et al. (2003)
adjusted for pesticides ; 4.00
Mg
De Roos et al. (2005)
no pesticide adjustment
adjusted for pesticides
Eriksson et al., (2008)
no pesticide adjustment
adjusted for pesticides
Orsi et al. (2009)
no pesticide adjustment
Meta-Analysis: Model 1
most adjusted analysis

Andreotti et al. (2018)
not provided




2. Can Roundup cause cancer?

3. Epidemiology

NHL — Never / Ever

Study

McDuffie et al. (2001)
no pesticide adjustment
Hardell et al. (2002)
no pesticide adjustment
adjusted for pesticides
De Roos et al. (2003)
adjusted for pesticides
Bayesian modeling
De Roos et al. (2005)
no pesticide adjustment
adjusted for pesticides
Eriksson et al., (2008)
no pesticide adjustment
adjusted for pesticides
Orsi et al. (2009)
no pesticide adjustment
Meta-Analysis: Model 1
most adjusted analysis

Andreotti et al. (2018)
not provided

RR Lower Upper

1.20 0.83 1.74

3.04 1.08 8.2
1.85 0.55 6.20

210 1.10 4.00
1.60 0.90 280

1.20 0.70 1.90
1.10 0.70 1.90

2.02 110 3.1
1.51 0.77 294

1.00 0.50 220

1.30 1.01 1.60

Agricultur:




2. Can Roundup cause cancer?

3. Epidemiology

The Agricultural Health Study

e Large cohort study following pesticide applicators in North
Carolina and lowa

 Does not show any association for general NHL

e Does show association for T-cell NHL



2. Can Roundup cause cancer?

3. Epidemiology

The Agricultural Health Study

e Deeply flawed study
 Many pesticides being studied
e Exposure classification
 Imputation defects

e AHS failed to detect other know carcinogens



2. Can Roundup cause cancer?
3. Epidemiology

NHL — Exposure Duration

Study RR Lower Upper
McDuffie et al. (2001)

>0 and <2 days/year : 0.63

>2 days/year 3, 1.20
Eriksson et al., (2008)

=10 days exposure N 0.70

>10 davs exnosure . 36 1.04
Andreotti et al. (2018)

Q1 intensity : 0.59
Q2 intensity : 0.61
Q3 intensity ! 0.65
Q4 intensitv L 0.64




2. Can Roundup cause cancer?
3. Epidemiology

NHL — Exposure Duration

Study RR Lower Upper
McDuffie et al. (2001)
>0 and <2 days/year : 6 1L.57
>2 days/year 3, . 3.73
Eriksson et al., (2008)
=10 days exposure B Tt 4.07
3 & E 27

-~ M~ gy a
Andreotti et al. (2018)

Q1 intensity

Q2 intensity

Q3 intensity

Q4 intensitv
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Review of:

Hardell L. Enksson M. A Case-control Study of non-Hodekin Lymphoma and Exposure to
Pesticides, Corncer 1999 85 13531360

By:

John Acguavella, PhD. and Donna Farmer, PhD
Monsanto Company. April 14, 1999

Exg \
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limitation 1 reported
formation reported use of
spectTie ; ' v OT Toeain bias, the rehance on secondary sources (next-ofkin
interviews) for approximately 43% of the pesticide use information, and the difficulty in controlling for
potential confounding factors. given the small number of exposed subjects.

Igmificant
ungicide (

The authors also reported a moderately elevated OR of 2.3 for glvphosate. This OR was not
statistically significant and was based on only four “exposed™ cases and three “exposed ™ controls, This
finding needs to be evaluated in light of the limitations of the study, mentioned above, and the wealth of
toxicologic information that has resulted in glvphosate being judged to be non-mutagenic and non-
carcinogenic by the US, Environmental Protection Agency and the World Health Orgamization
Croratomiatie Srrnr ar clianes enemns the mmet I alv avmlanatiane Fear the fndinae remartad Foar o lvmb et 11
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the avai rotection
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In conclusion, the study by Hardell and Enksson found a modest association between MHL and
several chemical pesticides - most notably for MCPA and the collective group of fungicides. The
reported weak to moderate associations for glvphosate are not statisticallv significant and could be due to
chance or o recall or confounding bias. It is clear, however, that the widespread use of glyphosate and
concerns about pesticide related health effects for farmers and their fanilies will raise the “mdex of
concern for glyphosate in future agncultural epidemiologic studies.
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chloro-2-methylphenoxy) propanoic acid).

Additional analyses found significant relationships for more

than 2 days use/vear for glyphosate (odds ratio 2.1, 95% CI
1.2-3.7) and mecaprop ({(odds ratio 2.1, 95% CI 1.2-3.6). The
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remalin associated with NHL in & multivariate analysis.
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doesn’t seem to have any preconceived notions about
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Message

From: I FARMER, DONNA R [16;’1000} [/O=MONSANTO/OU=NA-1000-01/CN=RECIPIENTS/CN=180070]

Sent: 11/29/2001 2:07:23 PM

To: ACQUAVELLA, JOHN F [AG/1000] [/O=MONSANTO/OU=NA-1000-01/CN=RECIPIENTS/CN=145465]

CC: GOLDSTEIN, DANIEL A [AG/1000] [/O=MONSANTO/0OU=NA-1000-01/CN=RECIPIENTS/CN=527246]; ARMSTRONG,
JANICE M [AG/1000] [/O=MONSANTO/OU=NA-1000-01/CN=RECIPIENTS/CN=597137]; HEYDENS, WILLIAM F
[AG?H}DD] [?O:MDNSANTD?DU:NA-lDDD—leCN:RECiPIENTS?CN:ZED?B?]

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

John,

| 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

-----Original Message-----

From: ACQUAVELLA, JOHN F [AG/1000]

Sent: Thursday, Novernber 29, 2001 7:54 AM

To: FARMER, DONNA R [AG/1000]

Cc: GOLDSTEIN, DANIEL A [AG/1000]; ARMSTRONG, JANICE M [AG/1000]; HEYDENS, W

Subject: the McDuffee article appears - glyphosate not mentioned in the abstract
Importance: High
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» substantially different—25.9

a cytogenetic mechanism." However, there is only very limited
evidence for genotoxicity of atrazine, although there are no
studies in humans.® A small number of studies of atrazine on
immune function in rodents and in vitro suggest a decreased
lymphocyte count and cytokine production following expo-
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, of the herbicide Roundup and its active ingredient, glyphosate, for
it humans. Regul Toxicol Pharmacol 2000;31:117-65.
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Glyphosate, commercially sold as Roundup, is a commonly
used herbicide in th: 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 5,111}110'5&[;: 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.™

Much attention in NHL research has Iocused on the herbi-
cide 2,4-D as a potential risk factor, and several studies have
observed positive associations with 2,4-D exposure.”®’
Whereas an indicated effect of 2,4-D exposure on. NHL was
reported in MCI's Nebraska and Kansas studie: ==
of the pooled data found no association with k
2,4-D. The null association does not result {romnr
other pesticides, missing data, or from t\a
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Message

ACQUAVELLA, JOHN F [AG/1000]F/O=MONSANTO/OU=NA-1000-01/CN=RECIPIENTS/CN=145465]

9/2/2003 2:29:00 PM
Qoo T e e e e e e MONSANTO/OU=NA-1000-01/CN=RECIPIENTS/CN=43435) GOLDSTEIN. DAMNIEL

A - % =NA-1000-01/CN=RECIPIENTS/CN=527246F FARMER, DONMNA R [AG/1000]

0 —_— JCN=RECIPIENTS/CN=180070];

H [, I (- ONENBERG, JOEL M [AG/1000]

I/ =, JCN=RECIPIENTS/CN=501517]
W e JO=MONSANTO/OU=NA-1000-01/cN=RECIPIENTS/CN=119523]; | KGN

HEYDENS, WILLIAM F [AG/1000]

JCM=RECIPIENTS/CN=230737]; D&
PIENTS/CN=218231]
Subject: RE: Article re: NHL and glyphosate, alachlor

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

Olvphosate, commercally sold as Roundup, 15 @ commonly used berbicicle ia the United States, both on crops and non-cropland areas An
association of glyphosate with NHL was observed in another case-control study, but the estinate was based on only four exposed cases.. A recent
study across large region of Canada found an mereased risk of NHL associated with glvphosate nse that increased by the number days nsed per
vear. These few suggestive findings provide some impetus for further investigation inlo the potential health effects of glyphosate, even though one
review conclhuded that the active ingredient is non-carcinogenic and non-gen otoxic. s

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

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

It looks like NHL and other lymphopoietic cancers continue to be the main cancer epidemiology issues both for
olyphosate and alachlor. We're assembling a panel of experts to work on this.

Regards,

John
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Message

From: FARMER, DONNA R [IAG/1000] [/O0=MONSANTO/0U=NA-1000-01/CN=RECIPIENTS/CN=180070]
Sent: 10/14/2008 6:31:44 PM

To: Nasser Dean [ N ; Scott Kohne (G2 er cropscience.com); Karen Ca
T - < <opscience.com]; GOUGH, GEORGE N [AG/1230] [/O=MONSANTO/OU=NA-1000-

o1/cn=ReciPIENTS/CN=556077]; [J24d.0re

cc: McAllister, Ray [-roplifeamerica.orgI : MITCHELL, BRADLEY C [AG/1000] [/O=MONSANTO/C
01/CN=RECIPIENTS/CN=BCMITC1]

Subject: I RE: Study Shows Herbicides Increase Risk of Non-Hodgkin's Lymphoma - Beyond Pesticides,lOctober 14

Nassar,

Thank you for fowarding this. We have been aware of this paper for awhile and knew it would only be a matter
of time before the activists pick it up. | have some epi experts reviewing it. As soon as | have that review we
will pull together a backgrounder to use in response.

Here is their bottom line...how do we combat this? I

Avoid carcinogenic herbicides in foods by supporting organic agriculture, and on lawns by using non-toxic land care
strategies that rely on soil health, not toxic herbicides.

Regards,

Donna
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1.00 (reference)

0.87 (0.64 to 1.19)
0.88 (0,66 to 1.17)
093(0.71 to 1.23)
1.00(0.74 to 1.34)

1.00 (reference)
0.59 (017 to 2.11)

11 _0.90 (025 to 3.24)

1.00 [reference)

0.83(0.59 to 1.18)
0.83 (061 to 1.12)
0.88 (0.65 to 1.19)
0.87 (0.64 to 1.20)

Mone 161
Q1 136
Q2 126
Q3 137
04 144
Hodgkin lymphoma
Mone 7
M1 7
M2
Mon-Hodgkin lymphoma
Mone 135
Q1 113
Q2 104
Q3 112
04 111
“NonTodgmn ymphoms B oel
Mone 128
Q1 102
Q2 93
Q3 106
Q4 103
Chronic lymphocytic lymphoma, small lymphocytic leukemia
Mone 36
Q1 28
Q2 26
Q3 26
o4 27
Diffuse large B cell lymphoma
Mone 27
Q1 28
Q2 23
Q3 30
04 22
Marginal-zone lymphoma
Mone 4
M1
M2 5

Follicular lymphorma

Ry

1.00 (reference)

0.79 (055 o 1.13)
0.76 (0.56 to 1.05)
0.88 (0.64 to 1.21)
0.86 (0,62 to 1.19)

1.00 [reference)

0.75(0.40 to 1.41)
0.76 (0.41 to 1.41)
0.90 (0.50 to 1.62)
0.87 (0.48 to 1.58)

1.00 (reference)

1.11 (0,60 to 2.07)
0.54 (0,45 to 1.80)
1.13 (059 to 2.17)
0.97 (0.51 to 1.85)

1.00 (reference)

6 039 (006 to 2.45)

e

0.4 (005 to 2.17)

R LT . T . . T

43

G4

595

B6

J1

A3

&7

Mone 7 100 (reference)
M1 5 0.36(0.09 to 1.43)
M2 11 0.82(0.23 o 2.98)

*Cancer sites are besed and presented in order of Surveillance, Epid:
and End Results Site Recode 1CD-0-3. CI = confidence interval; BR = rat
tOmartiles: Ol 1-598 9; (o S90-16499; (F: 10504339, 9; O >4 340.0. Te
1-856 24 T2: BE6. 252063 9; T3 »2554 0. Median: MI: 1-16499; M2: >16!
tPoisson regression was used to model rete ratios and confidence inte
P welues were calculated using & taro-sided Wald test All models ad)
gpe, state of reguitment, educsation, cigarette smoking status, al
month, famiy history of cancer, atrazine, alechlor, metolachlor, trflurali;

Discussion

In this updated evaluation of glyphosate use and cancer 1
large prospective study of pestidde applicators, we obse
assodations between glyphosate use and overall cancer
with total lymphohematopoietic cancers, including NHL an
ple myeloma. However, there was some evidence of an in
risk of AML for applicators, particularly in the highest cats
glyphosate exposure compared with never users of glyphos
Like other hematological malignancies, AML is thougl
sult from multiple genetic and environmental factc
Occupational farming and general pesticide exposure ha
been linked to leukemia (13). In 2007, a meta-analysis of
tional pesticide exposure found a statistically significan
AML when restricting to cohort studies (meta BR = 1.55,9
1.02 to 2.34) (14), although spedfic chemicals were not ew:
One case-control study that evaluated glyphosate use fc
evidence of an association with leukemia overall based o
posed cases and did not report results for AML (15). Simi
the previous AHS analysis, there was no association witl
mia overall based on 32 exposed cases, and AML was no
ated (5). To our knowledge, our study is the first to 1
possible association between glyphosate use and AML.
Risk estimates were similar in magnitude betwe
unlagged and lagged exposure analyses for all sites ew:
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evidence of an association with leukemia overall based o
posed cases and did not report results for AML (15). Simi
the previous AHS analysis, there was no association witl
mia overall based on 32 exposed cases, and AML was no
ated (5). To our knowledge, our study is the first to 1
possible association between glyphosate use and AML.
Risk estimates were similar in magnitude betwe
unlagged and lagged exposure analyses for all sites ew:
For AML, there were elevated risks in the highest exposu
gories, and statistically significant or barderline significa
of trend for unlagged and lagged analyses. The latent pe
tween relevant exposure and AML diagnosis is unknowr
may vary by type of exposure and population characteris
Most studies of established AML risk factors, such as b
suggest a relatively short latency period (less than five
(16), as do studies of therapy-induced AML (five to seve
(17). Long-term studies of radiation-exposed populatior
reported elevated risks of AML up to 55 years after exposu
The IARC Working Group noted strong evidence of g
icity and oxidative stress effects from glyphosate expos
In particular, they highlighted two studies in communi
posed to glyphosate through aeral spraying that

Plaintiff Exhibit

0669



Oct
2016

Epidemiology:
Monsanto-sponsored meta-
analysis shows a

risk of NHL from
Roundup use.
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2017

Epidemiology:

Latest version of the AHS is
published using unreliable
imputed data. Shows no overall
NHL risk.
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2. Can Roundup cause cancer?

Three Pillars of Cancer Science

1. Animal Carcinogenicity Studies
2. Mechanistic Data ,

v
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From HEYDENS, WiLLIan F [ac/1000] (KNG ronsanto. com)

Sent: 10/15/2014 9:08:37 PR

To: o monsanto.com)|

CL: Gmonsanto.com)]; FARRMER, DONNA R [AG71000]
B orsante com|; SALTMIRAS, DavVID A [ac/1000] (NG G oonsanto.com); KOOH,
MICHAEL 5 [AG/1000] [ INEGEGEGEERE onsanto.com)

Subject: IARC Evaluation of Glyphosate

It is my recollection that vou notified the EU-GTF of this IARC evalual
of approaching the GTF about providing funding to fight this because
I renewal, If 50, is this really the case? | thought the EL evaluation ¢
an adverse IARC evaluation have the real potential to impact the res

1 any talk
g Annex
wouldn't

I really started thinking about this after our phone call yesterday with the outside epidemiology experts that Donna lined
up. The bottom line of the call was that there really is no meaningful publication that we can complete prior to the
February submission to positively impact the epidemiclogy discussion outcome in March, One has to consider that this
situational timing did not happen by chance and that mare than just pure bad luck is working against glyphosate.

And while we have vulnerability in the area of epidemiology, we also have potential vulnerabilities in the other areas
that IARC wall consider, namely, exposure, genetox, and mode of action {David has the animal onco studies under
control). If there is a force working against glyphosate, there is ample fodder to string together to help the cause even
though it is not scientifically justified in its purest form. Putting all this in the proper perspective will be quite resource




It is my recollection that you notified the EU-GTF of this IARC evaluation, but | am not aware that there has been any talk
of approaching the GTF about providing funding to fight this because it is not considered in the remit of achieving Annex
I renewal, If 50, is this really the case? | thought the EU evaluation could go well into the summer of 20135, and wouldn't
an adverse |ARC evaluation have the real potential to impact the results of the Annex | renewal?

I really started thinking about this after our phone call yesterday with the outside epidemiology experts that Donna lined
up. The bottom line of the call was that there really is no meaningful publication that we can complete prior to the
February submission to positively impact the epidemiclogy discussion outcome in March, One has to consider that this
situational timing did not happen by chance and that mare than just pure bad luck is working against glyphosate.

And while we have vulnerability in the area of epidemiology, we also have potential vulnerabilities in the other areas
that 1ARC wall consider, namely, exposure, genetox, and mode of action {David has the animal onco studies under
control). If there is a force working against glyphosate, there is ample fodder to 5trinEE_gether to help the cause aven
though it is not scientifically justified in its purest form. Putting all this in the proper perspective will be quite resource
intensive, so can’t we consider approaching the GTF? Recall that the PAG already agreed to fund the onco publication
2+ years ago for this exact reason,

Thanks.




)

_dN Rhoundup cause cancerr«

* Leading world experts on cancer

e 17 scientists from the EPA, California EPA,
and worldwide

e Over six months reviewing all peer-reviewed
science on glyphosate

 Held a week-long meeting

* Unanimous vote



Participants

* Members:
= Aaron Blair, National Cancer Institute, USA (Overall Chair)
Charles W. Jameson, CWJ Consulting, LLA, USA
Matthew T. Martin, U.S. Environmental Protection Agency, USA
Lauren Zeise, California Environmental Protection Agency, USA
Matthew K. Ross, Mississippi State University, USA
Invited Specialists
= Christopher J. Portier, Agency for Toxic Substances and Disease Registry, USA
Representatives of National and International Health Agencies
= Jesudoss Rowland, U.S. Environmental Protection Agency, USA
Observers
= Thomas Sorahan, for Monsanto Company, USA
= Patrice Sutton, for the University of California, San Francisco, Program on
Reproductive Health and the Environment



2. Can Roundup cause cancer?

Three Pillars of Cancer Science
GLYPHOSATE

1. Animal Carcinogenicity Studies

1. Exposure Data 1125 { molecular formulae and
1.1 Identification of the agent oH

1.1.1 Nomendlature \ 2
|
L]

Mechanisti¢,Dat

-
-
-

6.2 Cancer in experimental animals

There is :;u}‘ﬁtrfmr evidence in experimental
animals for the carcinogenicity of glyphosate.



2. Can Roundup cause cancer?

Three Pillars of Cancer Science
GLYPHOSATE

1. Animal Carcinogenicity Studies

1. Exposure Data

1.1 Identification of the agent

2. Mechanisti¢,Dats

Sufficient evidence of carcmogemcuy The Working Group considers that a causal

relationship has been established between the agent and an increased incidence of
malignant neoplasms or of an appropriate combination of benign and malignant

neoplasms in (a) two or more species of animals or (b) two or more independent studies
in one species carried out at different times or in different laboratories or under different

protocols. An increased incidence of tumours in both sexes of a single species in a well-
conducted study, ideelly conducted under Good Laboratory Practices, can also provide
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2. Can Roundup cause cancer?

Three Pillars of Cancer Science
GLYPHOSATE

1. Animal Carcinogenicity Studies

1. Exposure Data

1.1 Identification of the agent

2. Mechanisti¢,Dats

Epidemiology

Overall, the mechanistic data provide strong

evidence for genotoxicity and oxidative stress.
There is evidence that these effects can operate

in humans.

e alkali-metal an
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2. Can Roundup cause cancer?

Three Pillars of Cancer Science
GLYPHOSATE

1. Animal Carcinogenicity Studies

1. Exposure Data

1.1 Identification of the agent

2. Mechanisti¢Data

Epidemiology

jon: Glyphosate Jlil .1-:|Iur

Lumted evidence of carcinogenicity: A _positive association has been observed between

exposure to the agent and cancer for which a causal interpretation is considered by the
Working Group to be credible, but chance, bias or confounding could not be ruled out

with reasonable confidence.
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2. Can Roundup cause cancer?

[ARC Monographs on the Carcinogenic Risk to Humans, Volume 112: Some {
¢ Organophosphate Insecticides and Herbicides, IARC, Lyon, France, 3-10 March 2015 {3

March 2015:
IARC unanimously decides to list

Plaintiff Exhibit
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2. Can Roundup cause cancer?

onsanto’s Response to IARC

STRATEGIES/TA

1. Amplification of Scienti
= Support the de

4. Orchestrate Outery with

u!

- . 5 . n
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4. Orchestrate Qutcry with IARC Decision ~ March 10, 2015
e Industry conducts robust media / social media outreach on process and outcome
o [5ense About Science?] leads industry response and provides platform for IARC observers and
industry spokespersan

o CLland other associations issue press releases Fe bru d ry 23, 20 15

o Joint Glyphosate Taskforce publishes press release, letter signed by leaders of each manufacturer in
Morth America and Europe

o Push opinion leader letter to key daily newspaper on day of IARC ruling with assistance of Potomac
Group

¢ Monsanto responds with strang reactive statement

o Distribute video and audio responses to IARC decision

o Address media inguiries with company glyphosate spokesperson

o Utilize Monsanto channels (web, FB, Twitter, blog, etc) to provide Monsanto POV

«  Corporate Engagement team packages industry and Monsanto responses, then distributes via email
to ~20 most influential ag media outlets across print, radio and TV

. Engage Regulatory Agencies
¢  (Grower associations / growers write regulators with an appeal that they remain focused on the science,
not the politically charged decision by IARC
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2. Can Roundup cause cancer?

onsanto’s Response to IARC

STRATEGIES/TA

1. Amplification of Scienti
= Support the de

4. Orchestrate Outery with
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2. Can Roundup cause cancer?

Differences in the carcinogenic

Nearly 100 scientists from all over Rkt oscssie

International Agency for Research on
Cancer (IARC) and the European Food

’
the world endorse IARC’s Safety Authority (EFSA)
assessment of glyphosate ' foten

HUMAN EVIDENCE
EFSA ded ‘thet the

The International Ay
C r (L ')
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Differences in the carcinogenic
evaluation of glyphosate between the

International Agency for Research on
Cancer (IARC) and the European Food

Safety Authority (EFSA)

Christopher | Portier,' Bruce K Armstrong,” Bruce C Baguley,”
Xaver Baur,” Igor Belyaev,” Robert Bellé,” Fiorella Belpoggi,”
Annibale Biggeri,® Maarten C Bosland,” Paclo Bruzzi,"”

Lygia Therese Budnik,'' Merete D Bugge, ** Kathleen Burns,
Gloria M Calaf,"® David O Camenter, "~ Hillary M Carpenter, ™
Lizbeth Lopez-Carrillo,'" Richard Clapp, ™ Pierluigi Cocao, ™
Dario Consonni,“” Pietro Comba,*’ Elena Craft,™

Mohamed Agiel Dalvie, Devra Davis,** Paul A Demers,*”
Anneclaire ] De Roos,*® Jamie DeWitt,”’ Francesco Forastiere,*®
Jonathan H Freedman,® Lin Fritschi® Caroline Gaus,”

Julia M Gohlke, ™ Marcel Goldberg,™ Eberhard Greiser,®
Johnni Hansen, ™ Lennart Hardell, ™ Michael Hauptmann,*’
Wei Huang,™ James Huff*® Margaret O James,™ C W Jameson,*’

Andreas Kortenkamp,” Annette Kopp-Schneider,™ Hans Kromhout, ™

Marcelo L Larramendy,* Philip J Landrigan,*® Lawrence H Lash,
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Julia M Gohlke,** Marcel Goldberg,™ Eberhard Greiser,™ ARL W condt
Johnni Hansen,™ Lennart Hardell, ™ Michael Hauptmann,®’ n the RAR ine
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Nearly 100 scientists from all over
the world endorse IARC’s
assessment of glyphosate

2. Can Roundup cause cancer?

Differences in the carcinogenic

Safety Authority (EFSA)

Annibale Biggeri,® Maarten C Bosland, # Paalo Bruzzi, ™
Lygia Thersse Budnik,' Memta D Bugge,
Gloria M Calaf,' David O Carpenter, ™

Lizbeth Lopez-Carrilo,'” Richard Clapp
Dario Consonni,*” Pietro Comba,?' Elena Craft, ™!

evaluation of glyphosate between the
International Agency for Research on
Cancer (IARC) and the European Food

Crnstapl'erj Portier,' Bruge K Armsmrf'" Bruce C Ba"LIey
Xaver Baur,* Ir.arBeraeu Robert Bells,” Fiorella Belpoggi,”

? Kathleen Burns,'
Hillary M Carperter 8
P|er||.|..| Cocan, ™

The most appropriate
based evaluation of the
in humans and laboratory
as supportive mechanistic data 1s that gly-
phosate 1s a probable human carcinogen.;
On the basis of this conclusion and 1n the
absence of evidence to the contrary, it
that
also be

1S
conclude
formulations should

likely

reasonable to

human L.'Hl'L'iI]{}f.__T,C 115.

and scientifically]
cancers reported]
animals as well’

glyphosate =
considered:
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supports that substance’s potential to
e Or ot cause cancer in humans,

For Monograph 112 17 expert sclen-
et evaluated the carcinogenic hazand for
four nsectickdes and the herbicide glypho-
sate.! The WG concluded that the data
for glyphosate meet the eriteria for clasi-
fcation a6 a grodable homan carcoagen.

The Ewropean Food Safety Authorty
(EFSA) iz the primary agency of the
European Union  for dsk  asessments
regarding food safety In October 2015,
EFSA reporeed® on their svahation of the
Renewal Assemment Report’ (RAR) for
glyphosate that wes prepared by the
Rapportenr Member State, the German
Federsl Institute for Rek Asesment
(BER). EFSA concluded that ‘glyphoste is
unlikely to pose a carcmogenic hazand to
humans and the evidence does not
support clasification with regand to i
cancinogemic potential’. Addendum 1 (the
BIR Addendum) of the RAR" discusses the
sclentific mtionale for differng from the
TARC WG conchusi on.

Serious flaws in the scentific evaluation
in the RAR moormectly charactense the
potential for a carcinogenie harard from
exposune to ghyphoste. Since the RAR is
the basis for the European Food Safety
Agency (EFSA) comclusion,® @t is eritieal
that these shortoomings are cornected.

THE HUMAN EVIDENCE

EFSA comcluded ‘that there & very Hmited
evidence  for an  asociation  between
dypbosatebated  formdations
non-Hodghin lymphoma (NHL),
meonclusive for a cansal or clear ssocis-
tive relaionship between glyphosate and
cancer o human  stdies’. The BfR
Addendum (p. 1) to the EFSA mepor
explaing that ‘no comsitent positive amso-
ciation was observed” and ‘the most

and
wverall

owed no effect’. The
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gemicily o femans which

T 1k P. positive amociaton has been
observed between exposure to the agent
and cancer for which a caeal interpret-
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2. Can Roundup cause cancer?

NATIONAL
?lc PESTICIDE INFORMATIO

CENTE

American
< Cancer Known and Probable Human
) Soaety@ Carcinogens

In most cases, the ACS does not directly evaluate whether a certain substance
or exposure causes cancer. Instead, the ACS looks to national and international

organizations such as the NTP and IARC, whose mission is to evaluate
environmental cancer risks based on evidence from laboratory and human

research studies.




2. Can Rounaup cause cancerr

Glyphosate v. Roundup



Charles Benbrook, PhD.

e B.A.in Economics from Harvard University (1971) and
Ph.D. in Agricultural Economics from the University of
Wisconsin (1980).

* Former Staff Director of the Subcommittee on
Department Operations, Research, and Foreign
Agriculture (“DOFRA”) of the House Committee on
Agriculture.

* Organized several DOFRA hearings on pesticide issues,
and worked with Members of Congress in drafting
potential changes in federal laws impacting the
Environmental Protection Agency’s (“EPA”) Office of
Pesticide Programs (“OPP”).




1. The EPA does not test anything.

2. Vulnerable to political shifts.
3. EPA’s “Scientific Advisory Panel” split.

4. EPA’s Office of Research and Development disagrees.



Opening Statement Roadmap:

1. What is Roundup?
3. Did Roundup cause Mr. Johnson’s cancer?
4. What are Mr. Johnson’s damages?

5. Should Monsanto be punished for its conduct?



Opening Statement Roadmap:

1. What is Roundup?

2. Can Roundup cause cancer? Yes.

4. What are Mr. Johnson’s damages?

5. Should Monsanto be punished for its conduct?



Chadi Nabhan, M.D.

B-| THE UNIVERSITY OF

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.



William Sawyer, PhD.

Ph.D. in toxicology from Indiana INDIANA
University School of Medicine UNIVERSITY
(1983).

Diplomate of the American Board of Forensic Medicine
with more than 28 years of experience in public health and
forensic toxicology, including five years of governmental
service.

Former Assistant Professor (23 years) at the Department of
Medicine, Upstate Medical University, Syracuse, New York.

14 years of experience as a licensed clinical and
environmental laboratory director.
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Pest Management




3. Did Roundup cause Mr. Johnson’s cancer?

Th e La be I . ) ATTENI;I'I?N o

3.1 Hazards to Humans and
Domestic Animals

Keap out of reach of children.

SpactTum pasiemerge
ial, turd and cmamantal waed

under any . pal

2.0 IMPORTANT PHONE NUMBER

3.0 PRECAUTIONARY STATEMENTS




3. Did Roundup cause Mr. Johnson’s cancer?

Keep out of reach of children.

FIRST AID: Call a poison control center or doctor for treatment ad
IF IN EYES | «Hold eye open and rinse slowly and gently with water for 15 - 20
minutes.

» Remove contact lenses if present after the first 5 minutes then
continue rinsing eye.

= Have the product container or |label with you when calling a poison control center
or doctor, or going for treatment.

« You may also contact (314) 694-4000, collect day or night, for emergency medical
treatment information.

« This product is identified as Ranger PRO® herbicide, EPA Registration
No. 524-517.

DOMESTIC ANIMALS: This product i
other domestic dﬂlmd| hclwe_\.-'er, in

> amnul ww_h plent}. .uf ﬂlllda tn
ist for more than 24 hours.

Personal Prutectwe Equlpment [PPE]
Appllcators and uther handlers muatwear Inn-.' sleeved s hn‘[dnd long pants, s
' Per:

requiremen
[40 CFR 170.240 (d) (4-6)], the handler FFEreqman..
as specified in the WPS.




3. Did Rou

The Label:

continue rinsing eye.
« Have the produc t container or [abel with you when calling a poison control center

= You may alsc ct (314) 694-4000, collect day or night, for emergency medical
treatment mfnrmdtmn

« This product is identified as Ranger PRO® herbicide, EPA Registration
No. 524-517.

uct is considered to be relatively nontoxic to dogs and

on of this product or large amounts of freshly

intestinal irritation (vomiting, diarrhea,

S ; are  animal with plenr_'w.ﬂ fluids to

prevent dehydration. Call a '.'Hlellljl'Idﬂ if \'fmpmnh sist for more than 24 hours.

Personal Protective Equipment (PPE)

Applicators and other handlers must wear: long-sleeve

plus socks. Follow manufacturer's m*lrunlnn g
' ; s for washables, use

other lau ndw

requiremen
[40 CFR 17
as specified in the

User Safety Recommendations

Users should:

« Wash hands before eating, drinking, chewing gum, using tobacco or using the toilet.

« Remove clothing immediately if pesticide gets inside. Then wash thoroughly and put
on clean clothing.




ccl \ 1 2
Admission No. 15
Vionsanto admits that It has never warned dlly

consumer that hkoundup could cause cancer

Admission No. 14

ViOoNnSanto admits that It hasS never warned IVIr.

Johnson that Roundup could cause cancer.
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Personal Protection
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3. Did Roundup cause Mr. Johnson’s cancer?

Multiple Heavy Exposures
Nov. 2014: Reports to Monsanto

Message

From: GOLDSTEIN, DANIEL A [AG/1000] [/O=MONSANTO/0OU=NA-1000-01/CN=RECIPIENTS/CN=527246]

Sent: 11/11/2014 8:19:51 PM

To: BIEHL, PATRICIA M [AG-Contractor/1045] [/O=MONSANTO/OU=NA-1000-01/cn=Recipients/cn=208718]
Subject: RE: Ranger Pro Exposure

{will call him. The story is not n

Dan

From: BIEHL, PATRICIA M [AG-Contractor/1045]
Sent: Tuesday, November 11, 2014 2:12 PM

To: GOLDSTEIN, DANIEL A [AG/1000]

Subject: Ranger Pro Exposure

spoke with Dewayne lohnson @ || = this is his story.

He told me he works for a school district in CA and about 9 months ago had a hose break on a large tank sprayer. This
resulted in him becoming soaked to the skin on his face, neck and head with Ranger Pro. He said he was wearing a
white exposure suit and it even went inside that. A few months after this incident he noticed a rash on his knee then on
his face and later on the side of his head. He said he changed his laundry detergent, dryer sheets and used all creams
available to him but nothing seemed to help. His entire body is covered in this now and doctors are saying it is skin
cancer.

He is just trying to find out if it could all be related to such a large exposure to Ranger Pro since he stated his skin was
always perfect until this happened. He is looking for answers.

Thanks in advance for your assistance.

Patricia Biehl
Product Support Specialist
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From: GOLDSTEIN, DANIEL A [AG/1000] [/O=MONSANTO/OU=NA-1000-01/CN=RECIPIENTS/CN=527246]

Sent: 11/11/2014 8:19:51 PM

To: BIEHL, PATRICIA M [AG-Contractor/1045] [/O=MONSANTO,/OU=NA- 1000-{]1fcn Remplentsfcn 2{}8?18]
Subject: RE: Ranger Pro Exposure ’

{will call him. The story is not making any sense to me at all.

Frnm BIEHL PATRICIA M [AG-Contractor/1045]
Sent: Tuesday, November 11, 2014 2:12 PM

To: GOLDSTEIN, DANIEL A [AG/1000]

Subject: Ranger Pro Exposure

Spoke with Dewayne Johnson @ ||l =< this is his story.

He told me he works for a school district in CA and about 9 months ago had a hose break on a large tank sprayer. This
resulted in him becoming soaked to the skin on his face, neck and head with Ranger Pro. He said he was wearing a
white exposure suit and it even went inside that, A few months after this incident he noticed a rash on his knee then on
his face and later on the side of his head. He said he changed his laundry detergent, dryer sheets and used all creams
available to him but nothing seemed to help. His entire body is covered in this now and doctors are saying it is skin
cancer.

He is just trying to find out if it could all be related to such a large exposure to Ranger Pro since he stated his skin was
always perfect until this happened. He is looking for answers.

Thanks in advance for your assistance.

Patricia Biehl
Product Support Specialist



3. Did Roundup cause Mr. Johnson’s cancer?

Multiple Heavy Exposures
Nov. 2014: Reports to Monsanto

Message

From: GOLDSTEIN, DANIEL A [AG/1000] [/O=MONSANTO/0OU=NA-1000-01/CN=RECIPIENTS/CN=527246]

Sent: 11/11/2014 8:19:51 PM

To: BIEHL, PATRICIA M [AG-Contractor/1045] [/O=MONSANTO/OU=NA-1000-01/cn=Recipients/cn=208718]
Subject: RE: Ranger Pro Exposure

{will call him. The story is not n

Dan

From: BIEHL, PATRICIA M [AG-Contractor/1045]
Sent: Tuesday, November 11, 2014 2:12 PM

To: GOLDSTEIN, DANIEL A [AG/1000]

Subject: Ranger Pro Exposure

spoke with Dewayne lohnson @ || = this is his story.

He told me he works for a school district in CA and about 9 months ago had a hose break on a large tank sprayer. This
resulted in him becoming soaked to the skin on his face, neck and head with Ranger Pro. He said he was wearing a
white exposure suit and it even went inside that. A few months after this incident he noticed a rash on his knee then on
his face and later on the side of his head. He said he changed his laundry detergent, dryer sheets and used all creams
available to him but nothing seemed to help. His entire body is covered in this now and doctors are saying it is skin
cancer.

He is just trying to find out if it could all be related to such a large exposure to Ranger Pro since he stated his skin was
always perfect until this happened. He is looking for answers.

Thanks in advance for your assistance.

Patricia Biehl
Product Support Specialist




3. Did Roundup cause Mr. Johnson’s cancer?

Multiple Heavy Exposures
Mar. 2015: Reports Problem Again

Human Exposure / Adverse Effect Incidents
Involving Monsanto Agricultural Products

Reporting Categories: H-A, H-B, H-C
Reporting Period: March 1, 2015 — March 31, 2015

"Ranger Pro Herbicide from Monsanto

Serial Number: 32283189

Subject
Attachmants: FIFRA

Flag: Follony up

California

Caller states he has been using Ranger Pro as part of his job
for 2 to 3 years. He has recently been diagnosed with
cutaneous T cell lymphoma. He has concerns about
continuing to use Roundup as part of his job and questions if
Roundup could be a source of his cancer. As the call
progressed, caller said that doctors are unsure as to how to
treat his condition and they are not even sure if it is cancer
Caller states that he works with Ranger Pro using a 50 gallon
tank and also using a backpack sprayer. He dilutes 10 ounces
of the Roundup per gallon (3.0%) for the 50 gallon tank and 4
ounces of Roundup per gallon (1.25%) when using the
backpack sprayer. He recalls having been exposed to
Roundup twice in the past 2 to 3 years, both from the backpack
leaking/malfunctioning. In one case, he was wearing personal
protective equipment (PPE) but it soaked through the PPE and
his clothing. Recently, he has had a swollen foot and the MD's
cannot figure out what is going on. The caller's level of fear is
rising over his continued use of Ranger Pro. He states he
continues to get unexplained rashes and nodules over his
body. MRPC discussed the product toxicity. The symptoms
are not an expected response from the product. Advised
MRPC is available, if the treating MD has any questions




3._Did Roundup cause Mr. Johnson's cancer?
Message ’;, s J; i W ‘
From: Thompsen, Joy [ G l
Sent: 4/15/2015 7:04:57 PM

To: GRANETO, MATTHEW J [AG/1(8
.
cC: GOLDSTEIN, DANIEL A [AG/10 ’ MES M [AG/8070]

I oot b\ maonsanto.com]: WHITE,
ERIN [AG/L000] (G
B G onsanto.com]; We

Subject: MWarch 2015 FIFRA 6(a)i2) Rep
Attachments: FIFRA March 2015 docx

Flag: Follow up

Good afternoon Matt,

Attached are the FIFRA 6(a)(2) Reports for the Monsanto Lawn & Garden and Monsanto Agricultural products
for the month of March 2015,

Please call me at 314 vo. have any questions.

Thank you,
Joy Thompson RN, CSPI
Industry liaison

Missouri Poison Center




Human Exposure / Adverse Effect Incidents
Involving Monsanto Agricultural Products

Reporting Categories: H-A, H-B, H-C
March 1, 2015 — March 31, 2015

Reporting Period:

Substance* Pl REHQEI" Pro Herbicide from Monsanto
Serial Number: | 32283189
Date: = 103/27/2015

Major Effect H-B

EPAReg.No.  1524-517

‘Active Ingredients: | Giyphosate 41%

State:  [Califomnia

HlstnryandNDtes 4 Caller states he has been using Ranger Pro as part of his job

for 2 to 3 years. He has recently been diagnosed with
cutaneous T cell lymphoma. He has concerns about
continuing to use Roundup as part of his job and guestions if
Roundup could be a source of his cancer. As the call
progressed, caller said that doctors are unsure as to how to
treat his condition and they are not even sure if it is cancer.
Caller states that he works with Ranger Pro using a 50 gallon
tank and also using a backpack sprayer. He dilutes 10 ounces
of the Roundup per gallon (3.0%) for the 50 gallon tank and 4
ounces of Roundup per gallon (1.25%) when using the

backpack sprayer. He recalls having been exposed to




| LTRSS L

Major Effect H-B

EPAReg.No. = | 524-517
Active Ingredients: | Glyphosate 41%
Skate: California

Caller states he has been using Ranger Pro as part of his job
for 2 to 3 years. He has recently been diagnosed with
cutaneous T cell lymphoma. He has concerns about
continuing to use Roundup as part of his job and questions if
Roundup could be a source of his cancer. As the call
progressed, caller said that doctors are unsure as to how to
treat his condition and they are not even sure if it is cancer.
Caller states that he works with Ranger Pro using a 50 gallon
tank and also using a backpack sprayer. He dilutes 10 ounces
of the Roundup per gallon (3.0%) for the 50 gallon tank and 4
ounces of Roundup per gallon (1.25%) when using the
backpack sprayer. He recalls having been exposed to
Roundup twice in the past 2 to 3 years, both from the backpack
leaking/malfunctioning. In one case, he was wearing personal
protective equipment (PPE) but it soaked through the PPE and
his clothing. Recently, he has had a swollen foot and the MD's
cannot figure out what is going on. The caller's level of fear is
rising over his continued use of Ranger Pro. He states he
continues to get unexplained rashes and nodules over his
body. MRPC discussed the product toxicity. The symptoms
are not an expected response from the product. Advised
MRPC is available, if the treating MD has any guestions.




3. Did Roundup cause Mr. Johnson’s cancer?

Multiple Heavy Exposures
2015: Reports Problem Again

Human Exposure / Adverse Effect Incidents
Involving Monsanto Agricultural Products

Reporting Categories: H-A, H-B, H-C
Reporting Period: March 1, 2015 — March 31, 2015

"Ranger Pro Herbicide from Monsanto

Serial Number: 32283189

Subject
Attachmants: FIFRA

Flag: Follony up

California

Caller states he has been using Ranger Pro as part of his job
for 2 to 3 years. He has recently been diagnosed with
cutaneous T cell lymphoma. He has concerns about
continuing to use Roundup as part of his job and questions if
Roundup could be a source of his cancer. As the call
progressed, caller said that doctors are unsure as to how to
treat his condition and they are not even sure if it is cancer
Caller states that he works with Ranger Pro using a 50 gallon
tank and also using a backpack sprayer. He dilutes 10 ounces
of the Roundup per gallon (3.0%) for the 50 gallon tank and 4
ounces of Roundup per gallon (1.25%) when using the
backpack sprayer. He recalls having been exposed to
Roundup twice in the past 2 to 3 years, both from the backpack
leaking/malfunctioning. In one case, he was wearing personal
protective equipment (PPE) but it soaked through the PPE and
his clothing. Recently, he has had a swollen foot and the MD's
cannot figure out what is going on. The caller's level of fear is
rising over his continued use of Ranger Pro. He states he
continues to get unexplained rashes and nodules over his
body. MRPC discussed the product toxicity. The symptoms
are not an expected response from the product. Advised
MRPC is available, if the treating MD has any questions




While Mr. Johnson was waiting for a response from

Monsanto, he continued to use Roundup and Ranger
Pro for another spraying season.

His cancer got worse and worse.
Why?

Roundup can cancer.






5. Did Rounadup cause Vir. Johnson's cancer:




DId houndup cause Ivir. Jonnson's cancerr




Issues to Consider

1. Exposure
2. Latency
3. Other possible causes

4. Warning



Opening Statement Roadmap:

1. What is Roundup?

2. Can Roundup cause cancer?

_ Yes.

4. What are Mr. Johnson’s damages?

5. Should Monsanto be punished for its conduct?



Opening Statement Roadmap:

1. What is Roundup?

2. Can Roundup cause cancer?

3. Did Roundup cause Mr. Johnson’s cancer?

5. Should Monsanto be punished for its conduct?



Compensatory Damages

e Economic damages

 Non-economic damages

e physical pain




4. What are IVIr. Johnson’s damagesr

e Economic damages

 Non-economic damages

e physical pain
* mental suffering

* |oss of enjoyment of life



Compensatory Damages

e Economic damages

 Non-economic damages

e physical pain

* mental suffering

* |oss of enjoyment of life
e disfigurement

e physical impairment




Compensatory Damages

Economic damages

Non-economic damages

physical pain

mental suffering

loss of enjoyment of life
disfigurement

physical impairment
grief

anxiety

humiliation

emotional distress







Opening Statement Roadmap:

1. What is Roundup?

2. Can Roundup cause cancer?

3. Did Roundup cause Mr. Johnson’s cancer?

5. Should Monsanto be punished for its conduct?



Opening Statement Roadmap:

1. What is Roundup?

2. Can Roundup cause cancer? Yes.

3. Did Roundup cause Mr. Johnson’s cancer? Yes.
4,

What are Mr. Johnson’s damages?




MONSANTO




5. Should Monsanto be punished for its conduct?

Message

From: FARMER, DONNA R [AG/1000] [/O=MONSANTO/OU=NA-1000-01/CN=F
Sent; 9/21/2009 5:12:07 PM

To: COMBEST, JOHN C [AG/1000] [N - 'cnsanto.com]
Subject: | RE:Roundup article in Fremantle Herald |

I didn't find anything on the Australian site either ...however take
that is taken up it is glyphosate. It stops the synthesis of 3 amino
proteins) and this "process” is also found in microbes and fungi.

5. How deoes Roundup work?

Roundup is taken up through the Teaves and moves in the sap Tlow throughout the plant. It stops the
production of proteins so that the plant starves. This process is found only in plants; Roundup has
extremely Tow toxicity to humans and wildlife.

or this - vou cannot say that Roundup does not cause cancer..we have not done carcinogenicity studies
with "Roundup".

2. will Roundup harm my Ffamily or me?
Based on the results of short term and long term testing, it can be concluded that Roundup poses no

danger to human health when used according te label directions. In lTong term exposure studies of animals,
Roundup did not cause cancer, birth defects or adverse reproductive changes at dose levels far in excess
of likely exposure.

I will follow up with the Monsanto Tolks who interface with Scotts...they are aware that Scotts does
these things.

Donna




-
)

>NAoUuld Ivionsanto be punisned ‘Or ITS conductr

Why did no one from Monsanto call Mr. Johnson
back, even after IARC?

Why did Monsanto not send the Perry reports to the
EPA and, instead, ghostwrite the Williams paper?

Why did Monsanto refuse to study the Roundup
formulation, like Dr. Parry suggested 20 years ago?

Why did Monsanto feel the need to combat
published articles raising concerns about the safety of
Roundup?






5. Should Monsanto be punished for its conduct?







>. Shoula Monsanto be punished tor Its conduct?

“We're about making money, so get it
straight.”




Opening Statement Roadmap:

1. What is Roundup?

2. Can Roundup cause cancer? Yes.

3. Did Roundup cause Mr. Johnson’s cancer? Yes.
4,

What are Mr. Johnson’s damages?

Yes.
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