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Overview of this case:







Not the first lawsuit:

Eﬂ Hod IN THE COURT OF COMMON PLEAS OF MONTGOMERY COUNTY, PENNSYLVANIA
£ tns CIVIL ACTION - LAW :
nited States Bistrict Qourt . KEITH DEANGELIS :
DISTRICT OF vs. No. 985-01%922
E.I. DU PONT DE NEMOURS &
UMM COMFANY, ING. .
ONS IN A CIVIL ACTIONY i and
PAVID ¥. COUTURE MONSANTO COMPANY -
v. . GASE NUMBER: C /- 9] ~§7 -3y~ P and
- DOW CHEMTICAL COMPANY
and
ELANCO PRODUCTS COMPANY ... .-
DIVISION OF ELI LILLY COMPANY
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DOW CHEMICAL U.5.4., ET AL.
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. MONSANTO coMPANY

" gg? :‘-mﬁnd};;rsh Blvd. Reg. Agent: g&fhfﬂ?"ﬁ:ﬁ"“
' Helena, MT 59:3:

SUPERIQR COURT oF THE STATE OF CALIFQRNIA

UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF CALIFORNIA FOR THE COUNTY OF s$ay FRANCISCO

EMANUEL RICHARD GIGLIO, Civil Action No.: _15CV2279 BTM NLS STEVEN BIDEGAIN and YVETTE

BIDEGAIN, CRENO.LEE0S 44 5 155

COMPLAINT
COMFPLAINT Plaintiffs, COMPLAINT FOR TOXIC INJURIES

JURY TRIAL DEMANDED gngFRTmG CAUSES OF Acrion

Plaintiff

MONSANTO COMPANY and JOHN
DOES 1-50.

UNITED STATES DISTRICT COURT

UNITED STATES DISTRICT COURT ] . ] i
EASTERN DISTRICT OF NEW YORK CENTRAL DISTRICT OF CALIFORNIA

JUDI FITZGERALD,
COMPLAINT CHRISTINE SHEPPARD

Plaintift,
Civil Action No.

V. Plaintiff, Case No.: 2:15-CV-8632

Vs,

MONSANTO COMPANY, JURY TRIAL DEMANDED
JURY TRIAL DEMANDED MONSANTO COMPANY.

Defendant. ’

Defendants.
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How the trial works:

Opening statements
Plaintiff’s case
Monsanto’s case
Rebuttal (possible)

Closing arguments
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Deliberations
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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
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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?
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From: 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
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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



e THE UNIVERSITY
" I of NORTH CAROLINA
i

— 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
cancer.

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 $50 million in funding from the National Cancer
Institute, American Cancer Society, and Department of Defense
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2. Mechanistic Data

3. Epidemiology



2. Can Roundup cause cancer?

Three Pillars of Cancer Science

2. Mechanistic Data

3. Epidemiology



2. Can Roundup cause cancer?

Glyphosate only
Long term — typically, 2 years

e Significant increases in tumors
* Replication

* Doseresponse

* Cross-species

* Rare tumors



2. Can Roundup cause cancer?

1. Animal Carcinogenicity Studies

Admission No. /

Vionsanto admits that It did hot conduct

any turther long-term carcinogenicity

animal studie

Ignitficant Increases In tumors
* Replication

* Dose response

* Cross-species

* Rare tumors



2. Can Roundup cause cancer?

1. Animal Carcinogenicity Studies

Mice Studies — Tumor Chart
& Hogan

(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

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?

Glyphosate only
Long term — typically, 2 years

e Significant increases in tumors
* Replication

* Doseresponse

* Cross-species

* Rare tumors



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
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Thyroid
follicular
carcinomas or
adenomas

Kidney
carcinomas or
adenomas

Thyroid C-Cell
carcinomas or
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Panecreatic
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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Three Pillars of Cancer Science

1. Animal Carcinogenicity Studies
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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

Immune
System

Chemical




2. Can Roundup cause cancer?

2. Mechanistic Data

damaged base double-strand

single-strand intra-strand

re: : .
break - break crosslink inter-strand
- mis-match . crosslink
Y ) |l ' . i ’r', .‘ '
, ‘
Y y . 3 7 \ \ S \

Different methods of testing DNA damage I N VIVO.:

Over 100 different studies | livi .

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

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




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

Mar study

shows that Roundup

1997 formulation causes

genetic damage in
Plaintiff Exhibit human cells.

0686

Plaintiff Exhibit

0852




Genotoxic Activity of Glvphosate and lts Technical Formulation
Roundup
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Ja N study shows that
Roundup exposure, as
1992 opposed to glyphosate
alone, causes elevated
increases of DNA damage.
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1997 formulation causes
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study shows that
glyphosate induces cell
stress in animal cells.

Plaintiff Exhibit
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1998

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

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



Jul
1998

Dec

study shows that

Roundup exposure

1998 induces “dose dependent”

Plaintiff Exhibit
0842

Dec
1998

study shows that
glyphosate induces cell
stress in animal cells.

Plaintiff Exhibit
0809

DNA damage in mice.

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

Plaintiff Exhibit

0215
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https://www.baumhedlundlaw.com/toxic-tort-law/monsanto-roundup-lawsuit/

Dr. James Parry

Swansea University
Prifysgol Abertawe

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

e Published over 300 papers on toxicology

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

\ \\\\\\\ ' President of the European Environmental

1940 - 2010 Mutagen Society



Dr. James Parry

onsanto Unsure About Dr. Parry

Plaintiff Exhibit

ze

i papers




&€). External global network of genotox experts:

- EO

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

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

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

agsays ektc) evaluated in the genokbox articles by Rank,
ilognesi etc.

- Therefore it was recommended that before we ask him to

get more deeply involved (reviewing all the literature,

glyphosakte data; represent us as a consultank with

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

the articles.

- It was propoged that _H-::ul-:i 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 terminating

his involvement .

- regarding [[JJJJJJJEE. nc further contact will be

made at thia time. When a clear role has been

identified for ||} 7.lan will contact him.

- Money for this initial consultation will come from

I budget. 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™ (such as SCE, DNA P-32 postlabling, Comet

assays ektc) evaluated in the genotox articles by Rank,
lognesi etc.
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his involvement .

- regarding [[JJJ]JJJEE. nc further contact will be

made at this time. When a clear role has been

identified for ||}l 7.lan will contact him.

- Money for this initial consultation will come from

B - udig:=-. & 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

conk ingency basis.

- LASfSEA - no action at this time

7). There is a concern that the papers by Lioi 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 regueskted.
Please comment on the DRAFT below

DRAFT DRAFT DRAFT DEAFT

"Geveral 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”

Plaintiff Exhibit
0842

Dec
1998

study shows that
glyphosate induces cell
stress in animal cells.

Plaintiff Exhibit
0809

DNA damage in mice.
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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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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 : ' ~ ? Under

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

P | 1 . . ‘ . r "
nces in the genotoxic activities of glyphosate and glyphosats

Do anv of the surfactants contribute to the reported

formulations?
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Dr. Parry submits second
comprehensive report.

[f the genotoxic activity of glvphosate and its formulations is confirmed it would be

advisable to determine whether there are exposed individuals and groups within the human

population. If such individuals can be identified then the extent of exposure should be

determined and their lymphocytes analysed for the presence of chromosome aberrations. In
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Dr. Parry submits second
Ug comprehensive report. Sept “We simply are not going to do

999 1999 the studies Parry suggests.”

Dr. Parry concludes

Key Issues concerning the potential genotoxicity of glyphosate, glyphosate formulations
and surfactants; recommendations for future work
HEYDENS, WILLIAM F [FND/1 O=MONSANTO/QU=NA-1000-01/CN=RECIPIENTS/CN=230737]

/16/1999 6. 6 PIVI
ER, LARRY D

[NCP/1000]' [/O=MONSANTO/OU=GLB-STL/CN=LEGACY ADDRESSES/CN=33322]; 'FARMER, DONNA R [FND/10
Key Questions [/O=MONSANTO/OU=GLB-STL/CN=LEGACY ADDRESSES/CN=180070]
cC 'HEYDENS, WILLIAM F [FND/1000]" / LB-STL/CN=LEGACY ADDRESSES/CN=230737]

Specific evaluation of the xicity of glyphosate

it = Subject: RE: Parry report

gnesi ef al (1997, X
-HI!

I have read the report and agree with the comments - there are various things that can be done to improve the report
Specific evaluation of genotoxicity of glyphosate mistures o R > look at what w really trying to achieve he
pee Y s s P etox profile of glyphosate/Roundup and who can be influential with r
pera ] [¢] al My s that Parry srrently
quite some timi get him there. We simply aren't going to do the studies
xidative damag k dvocate without doing k Parry? If not, w
1sin the reported genoloxic. effe iy o basis one or more other indi en i think we can eventually bring Parry
hi ulc r 8 e supporter. We b

in Bil

e antioxidant defence:

of surfactants

Plaintiff Exhibit

0221
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Message

From: I HEYDENS, WILLIAM F [FthlUDO] [/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]

cC: ' 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‘l"lElE aren't émr@ to do the studies F’ar)E §§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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Dr. Parry submits second
Aug comprehensive report. Se pt “We simply are not going to do

1999 1090 the studies Parry suggests.”

Admission No. 26

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

improve the report.

‘develop someone who is
‘gulators and Scientific
a person, and it would take

think Parry can become a strong advocate without doing this work Parry?  If not, we should serfously 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.

phosate on the basi

Bill
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2000 Williams paper.

Ghostwriting:

When a company writes a favorable
publication and pays a prestigious author to

[ put their name on it.




Safety Evaluation and Risk Assessment of the Herbicide Roundup’
and Its Active Ingredient, Glyphosate, for Humans
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From: HEYDENS, WILLIAM F [AG/1000]

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

To: FARMER, DONNA R [AG/1000}

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

8

\G/1000]

For the overall plausibility paper that we discussed with John (where he gave the butadiene example),

I"'m still having a little trouble wrapping my mind around that. If we went full-bore, invoiving experts

from all the major areas (Epi, Tox, Genetox, MOA, Exposure - not sure who we d get), we could be

pushing S250K 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 -*' d Kier ¢ -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 50 to speak. Recall

that 1s how we handled Williams Kroes & Munro, 2000
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Dr. Heydens ghostwrites
Williams paper.

Apr
2010

The Williams paper “has
served us well over the
last decade.”

Glyphosate Toxicology
Activities

Supporting Registration

science
latory r
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|Froen: SALTHMIRAS, DAVID A [AG10007|

Sank: Wedresday, Decsmber 08, 2010 11:17 AM

| To: HEYDENS, WILLIAM F [AG/1000] |

Subject: Updated glyphosate actraties presentation for Frday's CFTLT meeting

| Updated and attached for your comment. |

Safety Eve

ff Exhibit

_J373
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Glyphosate Toxicology
Activities

Supporting Registration

Reviews
David Saltmiras, PhD, DABT
CPTLI December 10, 2010




= ’/ e

Publications

» Williams et al. (2000) an invaluable asset

e 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???

' VUoro l



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

v With Increasing DUSINess INTCTEsts 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
‘\'}?l"'(.'.';f’ &r O N.’u’ o h( N ,' would mao l'glf"\' ."'ul"ll ({0 l'x'fl';', [ r't".“' W RO u' [0

determine an appropriate & do-able (i.e.. we can get someone (o pay for il

courseaoJ action "“."l'
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Can Roundup cause cancer?

2. Mechanistic Data

Recent Data Findings:
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Does exposure to glyphosate lead to an increase in the micronuclei
frequency? A systematic and meta-analytic review
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Contents lists available at Sciencelirect

Chemosphere

journal homepage: www. elsevier.comflocate/chemaosphere

—Rauia
Does exposure to glyphosate lead to an increase in the micronuclei ('!chmm
frequency? A systematic and meta-analytic review

Nedia de Castilhos Ghisi ", Elton Celton de Oliveira °, Alberto José Prioli

* Frograma de Pos-grovchwarian =m Bologia de Ambientes Aqguatirs & Gonbnendmis (PEA FMupsia, Unnversidod » Foiod ol de Mo mingsa (UEM ), Av. Golomba,
5700, Sona 7, S02 0-900, '.'I:.l"_ﬂg: (PR ), Brazil
B Lini wersidad = Emoldgim Federal do Poran s (LTFPE), Estrads para Boa Fspeang, kbm 4, 85660000, Dois Vimnhos (PR ), Broril

HIGHLIGHTS

« Sysiematic meta-analybcal review oormelating ghyphosate expoere and microneckeL
» Gmups exposed o glyphosate formulations have increased forma tion of micromscle L
» Significant difference among glyphosate (GOY ) and o5 oommeneldal forme Lt ions.

» Difference (m MN formation amang different exposire mautes of GLY.

= Difference (m MM formation amaeng different grups of venebrates,

ARTICLE [NFO ABSTRACT

Artidle histany Clyphosate-based herbicides are among the most wed pesticides worldwide. Reviews on the safery of
Received 11 March A5 glyphosate haee been conducted by several regulaiory agencies and researches centers, mamy times with
Received in revised form contradictory results This stedy ©s a systematic meta-analyiical review of experimental stedies on the

6 August A5
Accepted 15 November 2015
Availahle online 10 December A15

relationship between exposune to the glyphosate (GLY) and its formulations with the femation of
micremuclel (MM toestablish a guantitative estmate of the e onmental risks. The natwral logarich m
() of the estinnated Pesponse ratio was caleulated from 81 experiments. A meta-analyel was pe fomed
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2. Can Roundup cause cancer?

2. Mechanistic Data
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2. Can Roundup cause cancer?

Three Pillars of Cancer Science
1. Animal Carcinogenicity Stufs

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
Immune system.

Two types:
e B-Cell (most common)
e T-Cell (less common)
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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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Confidence Bounds
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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 2.10 1.10 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 1.10 0.70 1.90
Eriksson et al., (2008)

no pesticide adjustment 2.02 1.10 3.7

adjusted for pesticides 1.51 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
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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

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

 AHS failed to detect other know carcinogens
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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 exposure . 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 7 4.07
3 & E 27
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1999 risk of NHL for

glyphosate formulation.
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Epidemiology:
McDuffie study shows

of NHL
when using Roundup more
than 2 days a year.

Celebrate the fact that
glyphosate is not
mentioned in the abstract.
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Dr. Acquavella warns that
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Message

ACQUAVELLA, JOHN F [AG/1000]11/O=MONSANTO/OU=NA-1000-01/CN=RECIPIENTS/CN=145465]
9/2/2003 2:29:00 PM
Oty T T D=sMONSANTO/OU=NA-1000-01/CN=RECIPIENTS/CN=43435F: GOLDSTEIN. DANIEL
‘ =NA-1000-01/CN=RECIPIENTS/CN=527246F FARMER, DONNA R [AG/1000
JCN=RECIPIENTS/CN=180070);
I << ONENBERG, JOEL M [AG/1000]
JCN=RECIPIENTS/CN=501517]

/0=MONSANTO/OU=NA-1000-01/CN=RECIPIENTS/CN=119523); [ EEGTGNGNGN

HEYDENS, WILLIAM F [AG/1000|
JCN=RECIPIENTS/CN=230737; el coue
PIENTS/CN=218231|

RE: Articie re: NHL and glyphosate, alachlior

The authors spent an entire paragraph in the discussion on glyphosate, specifically mentomng the Hardell and
McDuthie studies

{Hvphosate, commercaally sodd s Boandup, 1= & commonly used herbicide i the Lingied Stades, boab on crogps smd nos-cropdand areas a0\
O palsil del 2l pPlEeale with HETL was ohserved in anotber cnse-comin studhy, bud the estinusle was bnsed oo cely foar l.'-\.|'|n||.'.| C L recent
iy dirosd lanpe remon of Cimada Fodnd an mengased msl of MHL assosanbéd wath g@hvphsosate vse thal dereiEed by e ninsber & vs nssd jse

"

yeur. T hese few saggestive (dings provide some impetus for fusther investigaton o the poten bal bealth effects of glyphosate, even ibigh one

review comoluded that the nctive ingredsent is von-caroimogemic snd non-gesoior

||'|“. alraid this could add more fuel 1o the fire for Hardell et al I

I'm goming to see one of the authors of this paper this weekend at the Amenican College of Epdemiology
meeting, I'll ask him about some of these issues

It looks hike NHL and other lvmphopoietic cancers continue (o be the main cancer epidemiology 1ssues both fon
glyphosate and alachlor. We're assembling a panel of experts to work on this

Regards,

John




Sept
2003

Dr. Acquavella warns that
the De Roos study could
add fuel to the fire.

Plaintiff Exhibit

0482




Sept
2003

Dr. Acquavella warns that
the De Roos study could
add fuel to the fire.

Plaintiff Exhibit

0482

Jan
2005

Epidemiology:

De Roos publishes first
iteration of the AHS,
showing no association
between Roundup and
NHL.
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Epidemiology:
Eriksson study shows
risk of NHL for
Roundup. Also shows
2008 risk of NHL when
used for more than 10 days a
year.
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Message

Frorm I FEARMER, DOMNA H Ilii."'l[:-:]:'ll [FO=RA0MSANTOAOU=NA-1000-01/CN=RECIPIENTS/CH=180070]

Sent: 1041472008 6:31:44 P

To: Nasser Dean [ . ot Kohne ([ =y crcropscience.com|; Karen Ca
B ccropicience.com|; GOUGH, GEORGE N [AG/1230] [/O=MONSANTO/OU=NA-1000
OL/CN=RECIPIENTS/CN=55607T): -.'-'-ll'l g

cc McAllister, Ray j-n:l nlifeamerica.org): MITCHELL, BRADLEY € [AG/1000] [fO=MONSANTO/C
0L/ CN=RECIPIENTS/CH=BCMITCL]

Subject; I RE: Study Shows Herbicides Increase Risk of Non-Hodgkin's Lyrmphoma - Bevond Pesti ifll-'-._II.':Il tober 14

Massar,

Thank you for fowarding this. We have been aware of this paper for awhile and knew it would only be a matter
of ime befiore the activists pick it up. | have some epi experts reviewang 1. As soon as | have that review we
will pull together a backgrounder to use in response

Hare is thair bottom fine.. how do we combat this? I

Awaid carcinogenic herbicides in toods by supporting organic agriculture, and on lawns by wsing non-taxic land cara

strategies that rely on soil health, not toxic herbicides,

Regards

Donna
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Epidemiology:

Oct Epidemiology: N oV Latest version of the AHS is
Monsanto-sponsored meta- published using unreliable
2016 analysis shows a 2017 imputed data. Shows no overall
risk of NHL from NHL risk.
Roundup use.
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2. Can Roundup cause cancer?

Three Pillars of Cancer Science

1. Animal Carcinogenicity Studies
2. Mechanistic Data ,

v



2. Can Roundup cause cancer?




2. Can Roundup cause cancer?

MONGLY00989918




hescaga

From HEYDENS, WiLLIam F [ac/ 1000] [NGTGEEEEE: onsanto.com]

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

To: Ermonsanto.com]

CC: Gmonsanto.com)]; FARRMER, DONMNA R [AG71000)]
T onsanto com); SALTMIRAS, DavID & (A 1000] (TGN G onsanto.com]; KOCH,
MICHAEL 5 [AG/1000] [INEGEGEEEE onsanto.com)

Subject: IARC Evaluation of Glyphosata

It is my recollection that vou notified the EU-GTF of this |ARC evalual
of approaching the GTF about providing funding to fight this becauss
I renewal, If 50, i5 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
wiouldn'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 aven
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 considerad 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.




* Leading world experts on cancer

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

* 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

1.1 Identification of the agent

1.1.1 Nom

Mechanisti¢,Data

6.2 Cancer in experimental animals

There is sufficient 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¢,Datz

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¢,Datz

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¢,Datz

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.

Plaintiff Exhibit
0784



2. Can Roundup cause cancer?

March 2015:
|JARC unanimously decides to list

glyphosate as a class 2A carcinogen —a . &
probable human carcinogen. s

Plaintiff Exhibit
0182

Case No.
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2. Can Roundup cause cancer?

onsanto’s Response to IARC

STRATEGIES/TACTICS

BRE-IARC

1.

Amplification of Scientific Studies

e Support the development of three new papers on glyphosate focused on epidemiology and toxicology

e Workwith RPSA and Strategic Communications to amplify existing studies and new papers
Authors wark directly with seientific journals to issue alerts and news releases on new hodies of work
RPSA posts blog from first-person viewpoint of Monsanto’s David Saltmiras, co-author of one of the
glyphosate cancer papers
Share resources and content with Monsanto key regions to amplify the message globally

Inform / Inoculate / Engage Industry Partners
e Develop a “toolkit” cantaining key information and resources
o Identify any message shortcomings and address through updates to monsanto.com/glyphosate and
through US and EU blog posts
Work with RPSA, Stakeholder Outreach Team, Industry Affairs, Government Affairs, US Business, Global
CE and Regulatory teams, etc. to engage industry partners
o Tier1: Crop Life International / Eurapean Crop Protection Association / GMO Answers / BIO =
identify committees that are best to engage
Tier 2: Academics {AgBioChatter), Biofortified, Sense About Science, Genetic Literacy Project,
Academics Review
Tier 3: Alert food companies via Stakeholder Engagement team {IFIC, GMA, CFl} for “inoculation
strategy” to provide early education on glyphosate residue levels, describe science-based studies
versus agenda-driven hypotheses
Tier noculate key grower associations

Address New Allegations
®  Respond quickly and publically to new pseudascience cancer studies
¢ Identify / request third-party experts to blog, op/ed, tweet and/or link, repost, retweet, etc.

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

o Joint Glyphosate Taskforce publishes press release, letter signed by leaders of each manufacturer in
North 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 strong reactive statement

o Distribute video and audio responses to IARC decision
Address media inguiries with company glyphosate spokesperson
Utilize Monsanto channels (web, FB, Twitter, blog, etc) to provide Monsanto POV

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

5. Engage Regulatory Agencies

Grower associations / growers write regulators with an appeal that they remain focused on the science,
nat the politically charged decision by 1ARC
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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 spokesperson

o CLland other associations issue press releases Fe b Fua 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/TACTICS

BRE-IARC

1.

Amplification of Scientific Studies

e Support the development of three new papers on glyphosate focused on epidemiology and toxicology

e Workwith RPSA and Strategic Communications to amplify existing studies and new papers
Authors wark directly with seientific journals to issue alerts and news releases on new hodies of work
RPSA posts blog from first-person viewpoint of Monsanto’s David Saltmiras, co-author of one of the
glyphosate cancer papers
Share resources and content with Monsanto key regions to amplify the message globally

Inform / Inoculate / Engage Industry Partners
e Develop a “toolkit” cantaining key information and resources
o Identify any message shortcomings and address through updates to monsanto.com/glyphosate and
through US and EU blog posts
Work with RPSA, Stakeholder Outreach Team, Industry Affairs, Government Affairs, US Business, Global
CE and Regulatory teams, etc. to engage industry partners
o Tier1: Crop Life International / Eurapean Crop Protection Association / GMO Answers / BIO =
identify committees that are best to engage
Tier 2: Academics {AgBioChatter), Biofortified, Sense About Science, Genetic Literacy Project,
Academics Review
Tier 3: Alert food companies via Stakeholder Engagement team {IFIC, GMA, CFl} for “inoculation
strategy” to provide early education on glyphosate residue levels, describe science-based studies
versus agenda-driven hypotheses
Tier noculate key grower associations

Address New Allegations
®  Respond quickly and publically to new pseudascience cancer studies
¢ Identify / request third-party experts to blog, op/ed, tweet and/or link, repost, retweet, etc.

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

o Joint Glyphosate Taskforce publishes press release, letter signed by leaders of each manufacturer in
North 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 strong reactive statement

o Distribute video and audio responses to IARC decision
Address media inguiries with company glyphosate spokesperson
Utilize Monsanto channels (web, FB, Twitter, blog, etc) to provide Monsanto POV

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

5. Engage Regulatory Agencies

Grower associations / growers write regulators with an appeal that they remain focused on the science,
nat the politically charged decision by 1ARC
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2. Can Roundup cause cancer?

Differences in the carcinogenic

Nearly 100 scientists from all over Rkl oie

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,”
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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,” Haaner C Bosland,® Paolo Bruzzi, ™
Lygia Thersse Budnik,'’ Memta D Bugge,
Gloria M Calaf," David O Carpenter, ™

Lizbeth Lopez-Carrilo,'” Richard Clapp
Dario Consonni,*” Pietro Comba,?' Elena Craft, ™!
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International Agency for Research on
Cancer (IARC) and the European Food
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2. Can Roundup cause cancer?

NATIONAL
plc PESTICIDE INFORMATION

CENTER

American
< Cancer Known and Probable Human
Z Society® Carcinogens
7
¢

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 Roundup cause cancerr

Glyphosate v. Roundup



Charles Benbrook, PhD.

* 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

® CHICAGO

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.






5. Did Roundup cause Mr. Jonnson's cancers

Pest Management




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

Th e La bel . ) 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 mfnrmdlmn

« 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,

; 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 ndr_g'.

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.




-

Admission No.

VIOoNnsanto admits that It has never warned

dlly
consumer that Roundup could cause cancer

Admission No. 14

—

Vionsanto admits that It hasS never warned IVIr

Jonnson that Roundup could cause cancer.




>. Did Rounaup cause Ivir. Jonnson’s cancer:

Personal Protection




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 notn

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/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= 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 and 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 notn

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
Invelving Monsanto Agricultural Products

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

[Substance: "Ranger Pro Herbicide from Monsanto

32283189
Date:

Medical Outcome:
Subject:

Attachments

EPA Reg. No
Flag:

Good afternoon Matt,

Attached are the FIFRA 6(a)(2) Reports for the Monsanto Lawn & Garden an Sz gricultural products
for the month of March 2015

“Caller states he has been using Ranger Pro as part of his job
Please call me at 314l vou have any questions | 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

Industry liaison 4 | treat his condition and they are not even sure if it is cancer

Missouri Poison Center i Caller states that he works with Ranger Pro using a 50 gallon

t 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

Thank you
Joy Thompson RN, CSPI




3. _Did Roundup cause Mr. Johnson's cancer?

Message

From: Thompson, Joy [N

Sent: 4/15/2015 7:04:57 PM
To: GRANETO, MATTHEW J [AG/1(F
cC: GOLDSTEIN, DANIEL A [AG/10 / : MES M [AG/8070]

I oot : maonsanto.com]: WHITE,
ERIN [AG/L000] (NG
-@mnnsaﬂtn.mm]; We

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

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: | | 32263169
Date: = 103/27/2015

Major Effect H-B

EPAReg.No.  |524-517

Ll

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 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




I oelwfias F N oS

Major Effect H-B

A A 0 LA
EPAReg.No. 1 524-517 e
‘Active Ingredients: | Glyphosate 41%

Stefs:. 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
Invelving Monsanto Agricultural Products

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

[Substance: "Ranger Pro Herbicide from Monsanto

32283189
Date:

Medical Outcome:
Subject:

Attachments

EPA Reg. No
Flag:

Good afternoon Matt,

Attached are the FIFRA 6(a)(2) Reports for the Monsanto Lawn & Garden an Sz gricultural products
for the month of March 2015

“Caller states he has been using Ranger Pro as part of his job
Please call me at 314l vou have any questions | 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

Industry liaison 4 | treat his condition and they are not even sure if it is cancer

Missouri Poison Center i Caller states that he works with Ranger Pro using a 50 gallon

t 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

Thank you
Joy Thompson RN, CSPI
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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.






Rounadup cause IVIr. Jonnson’s C
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Issues to Consider

Exposure
Latency

Other possible causes

A

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

 Economic damages

* Non-economic damages

physical pain




4. What are IVIr. Jonnson’s damagesrt

 Economic damages

* Non-economic damages

* physical pain
* mental suffering

* loss of enjoyment of life



Compensatory Damages

 Economic damages

* Non-economic damages

* physical pain

* mental suffering

* loss of enjoyment of life
e disfigurement

* 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?




@

5. Should Mlonsanto be punished tor Its conduct?

Net Worth:




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 carcinegenicity 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




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?









>houla Monsanto be punishead 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.







