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The Honorable Gina McCarthy
Administrator
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1200 Pennsylvania Avenue, NW
Washington, D.C. 20460

Dear Administrator McCarthy:

EDDY BERNICE JOHNSON, Texas
RANKING MEMBER

The Committee on Science, Space, and Technology is conducting oversight of U.S.
Environmental Protection Agency's (EPA) risk analysis prepared by the Cancer Assessment
Review Committee (CARL). According to recent media reports, on April 29, 2016, EPA posted

at appears to be the final risk assessment for glyphosate prepared by CARC (the CARC
report). The CARC report indicates that glyphosate is "Not Likely to be Carcinogenic to
Humans."2 Press reports indicate that EPA removed this document on May 2 , 2016.3
Subsequently, EPA has asserted that the analysis of glyphosate is not final and that the
documents were posted "inadvertently."4

The Committee has reviewed the CARC report and point out that it is clearly marked as a
"Final Report."5 The report also contains the signatures of thirteen members of CARC.6
However, EPA' s removal of this report and the subsequent backtracking on its finality raises
questions about the agency's motivation in providing a fair assessment of glyphosate - an
assessment based on the scientific analysis conducted by CARC. Furthermore, EPA's apparent
mishandling of this report may shed light on larger systemic problems occurring at the agency.
In order to assist the Committee in its oversight of the EPA' s assessment of glyphosate , please

' P.J. Huffstutter, EPA Takes Offline Report that Says Glyphosate Not Likely Carcinogenic, Reuters, May 2, 2016,
available at http://www.reuters . cotn/article/us-usa-glyphosate -epa-idUSKCNOXUO1K.
2 Evaluation of the Carcinogenic Potential of Glyphosate , Final Report, Cancer Assessment Review Committee,
U.S, EPA, Oct. 1, 2015 , available at http ://src.bna.com/cAi.
3 P.J. Huffstutter, EPA Takes Offline Report that Says Glyphosate Not Likely Carcinogenic, Reuters, May 2, 2016,

available at http: //www.reuters . com/article/us-usa-glyphosate -epa-idUSKCNOXUOIK,
4 id.
s
Evaluation of the Carcinogenic Potential of Glyphosate , Final Report, Cancer Assessment Review Committee,

U.S. EPA, Oct. 1 , 2015, available at http ://src,bna . coin/eAi.

6 Id.
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provide all documents and communications from January 1, 2015 , to the present, referring or
relating to the CARC report on glyphosate by 5:00 p.m. on May 18, 2016.

The Committee on Science, Space, and Technology has jurisdiction over environmental
and scientific programs and "shall review and study on a continuing basis laws , programs, and
Government activities" as set forth in House Rule X.

The Committee requests that you provide the requested documents and information, in
electronic format. An attachment to this letter provides details on producing documents to the
Committee.

If you have any questions about this request, please contact Joseph Brazauskas or Taylor
Jordan of the Science, Space, and Technology Committee staff at 202.225-6371. Thank you for
your attention to this matter.

Sincerely,

Lamar Smith
Chairman

cc: The Honorable Eddie Bernice Johnson, Ranking Minority Member, House Committee on
Science, Space and Technology
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May 11, 2016

The Honorable Gina McCarthy
Administrator
X.J.S. Environmental Protection Agency
1200 Pennsylvania Avenue NW
Washington, DC 20460

Dear Administrator McCarthy:

The House Committee on Agriculture is conducting oversight of the U. Environmental
Protection Agency's (EPA) recent actions related to its risk assessments of the chemicals
glyphosate and atrazine. It has come to our attention that EPA recently posted and then removed
reports on the carcinogenicity of glyphosate and the ecological risks of atrazine.

According to news reports, EPA simultaneously removed thirteen additional documents
from the glyphosate review docket, including summaries of meetings with industry and a report
on possible labeling amendments.' EPA officials have been quoted saying the glyphosate report
and the accompanying documents were removed because EPA's review will not, be Final until the
end of 2016, and the posting of preliminary documents was "inadvertent."' However, the report
is clearly labeled "Final Report" and was signed by thirteen members of EPA's Cancer
Assessment Review Committee.3

We are concerned that EPA has continually delayed its review of glyphosate. In a hearing
before this Committee on May 13, 2015, one o' our -members specifically asked Assistant
Administrator Jirn Jones when EPA's glyphosate review would he complete and whether EPA

' P..', Huff'stutrer, "EPA takes oftiine report that says glyphosate not likely carcinogenic," Reuters , May 2, 2016,
2 Id,
3 Evaluation ofihe Carcinogenic Potential ofGlyphosate , Final Report , Cancer Assessment Review Committee,
U.S. EnvironmentaI Protection Agency, October 1, 20' 6, available at: het : ?src,b a_eom/eAi.
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would continue to stand behind its previous assessment that glyphosate does not pose a serious
cancer risk. Administrator Jones assured this Committee that EPA's review would be final in
July 2015, and the agency would continue to stand behind its previous conclusions. Despite these
assurances, no report was issued until the one posted on April 29, 2016 and removed on May 2,
2016,4

The same day EPA posted its glyphosate report, it also published a report on atrazine,
which was also removed at a later date.. While this report was marked as a "Preliminary Risk
Assessment" rather than a final. report,° we are troubled that EPA mistakenly posted and later
removed documents related to assessments of two different chemicals within one week. These
mistakes indicate systemic problems with EPA's management of its chemical review and
publication processes.

In order to assist the Committee with its oversight of EPA' s glyphosate and atrazine risk
assessments, we request that EPA respond to the following questions and requests for
information:

Please provide a narrative explaining EPA's decision to post and subsequently remove
these documents from public view.

2. Who at EPA is charged with overseeing the risk assessment process for chemicals,
including but not limited to glyphosate and atrazine?

3. Please provide a step-by-step description of EPA's approval process for the publication
of chemical risk. assessments, registration reviews, and associated documents.

4. What steps remain to be completed in order to finalize EPA's review of glyphosate?

5. When will the EPA issue its final report on glyphosate?

The Committee on Agriculture is the principal authorizing committee for all matters related

to agriculture in the House of Representatives and "shall have general oversight responsibilities"

as set forth in. House Rule X .

The Committee requests that you respond in writing on or before May 25, 2016. Your

response should be addressed to the Majority Staff in Room 1301 of the Longworth House

Offtee Building and the Minority Staff in Room 10.10 of the Longworth House Office Building.

I Huffstutler, supra.
""Agri-Pulse Daybreak ," Agri-Pulse, May 5 , 2016, available at: http :llwww.agri-
pulse.comiuploaded/daybreak 05052016 . mp3.
6 Refined Ecological Risk Assessmentfor A trazine, Office of Chemical Safety and Pollution Prevention, U.S.
Environmental Protection Agency, April 12, 2016, available at
http : ffwww.biologicaldiversity . orgjcampaigns/p ;sticide.s-reductioriipdfs/AtrazinePrelirninary E RA.pdf.
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If you have any questions about this request, please contact Emily Wong of the majority

staff at 202-225-2171: or Keith Jones of the minority, staff at 202-2250317. Thank you for your

atten tion to this matter.

Sincerely,

K. Michael Conaway Collin C. Peterson
Chairman. Ranking Member
I--louse Committee on Agriculture House Committee on Agriculture

Rodney Davis
Chairman
Subcommittee on Biotechnology,
Horticulture, and Research
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,trine 7, 2016

The Honorable Gina McCarthy
Administrator
U.S. Environmental Protection. Agency
1.200 Pennsylvania A-venue, NW
Washington, D.C. 20460

Dear Administrator McCarthy:

it>kN:J-W MSMS}

The Committee on Science, Space, and '-Technology continues to conduct oversight of the
U.S. Envirom-rental Protection Agency's (EPA) risk analysis for glyphosate prepared by the
Cancer Assessment Review Committee (CARL).. As stated in previous correspondence to EPA
dated April 29, 2016, the agency posted what appears to be the final risk assessment for
glyphosatc prepared by CARC (the CARC report). t The CARC report indicates that glyphosate
is "Not Likely to be Carcinogenic to Humans."2 Press reports :indicate that EPA removed this
document on May 2, 2016.3

The is also aware that the International Agency for Research on Cancer
(IARC) conducted an. evaluation of glyphosate over the period of March 3-10, 2015. According
to the 1ARC evaluation, it appears that EPA sent officials to participate in conducting the 1ARC
study.5 The CARC report noted that the IAC's analysis prop pted EPA to re-evaluate
glyphosate. In contrast to the CARC report, the 1ARC report found that glyphosate was harmful
to humans. In several instances, the CARL report appears to dispute the findings of the 1ARC
report and raises questions about 1ARC's analysis.6

P .J. 1ltrffstutte€, EP,4 Takes Off/ine Report that S'ar,s G-lyphosaie !Vot Likely Carcinogenic, Reuters, May 2, 2016,

available of littp://www,i-outeis.coin/article/us-usa-glypbosate-epa-idUSKCNOXUO1K.

2 Evaluation of the Carcinogenic Potential of Olyphosate, Final Report, Cancer Assessment Review Committee,
U.S. EPA, Oct. 1.2015, available athttp://src.bna;com/eAi.
PJ. Huffstutter, EPA Takes Offline Report that Says Glyphosate 1Vot Likely Carcinogenic; Reuters, May 2, 2016,

available at littp://www.letiter-s.coiii/articlefus-Lisa- lyphosate-epa-idUSKCNOXUO1K.
'r IARC Monographs on the Evaluation of Carcinogenic Risks to Humans, Volume 112: Some Organophosphate
insecticides and llr r°bicides: Diazinon, Glyphosate, Malathion, Parathion, and Tetr•achlorvinphos,. March 2015,

available at littp://Illollogral)lls.iare.fr/LNG/Ivfotiograph,;/voI I 12/monol12-09.pdf.

IA RC Monographs on the Evaluation of Carcinogenic Risks to Humans, Volume 112: Some Organophosphate

insecticides and Herbicides: Diazinon, Glyphosate, Malathion, Parathion, and Tetrachlorvinphos, Participants List,
March 2015, available at lzttp://mo nogr•aphs.iaarc.fr/ENG/Monogi:aphs/vol112/vol l 12-participants.pdf.
I U.S, EPA, Glyphosate: Report of the Cancer Assessment Review Committee, Memorandum, Oct. 1, 2013,

available at http://src.bna.corn/eAi.
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Given the apparent contradictions of the CARC and IARC findings for glyphosate and
the participation of EPA officials in IARC's report, the Committee has concerns about the
integrity of the IARC process, the role played by agency officials in the IARC study, and the
influence that EPA officials involved in the IARC process have on the agency's analysis of
glyphosate. In order for the Committee to better understand the process that EPA is using to
evaluate glyphosate, we request the following officials be made available for transcribed
interviews in July 2016:

Matthew T. Martin, Office of Research and Development, National Center for.
Computational Toxicology

Peter P. Egeghy, Office of Research and Development

• Jesudosh Rowland, Deputy Director, Office of Pesticide Programs, Health Effects
Division

• Charles Smith, Acting Deputy Director, Office of Pesticide Programs, IIeath
Effects Division

Please contact the Committee to schedule these interviews no later than 5:00 p.m. on June 14,
2016.

The Committee on Science, Space, and Technology has jurisdiction over environmental
and scientific programs and "shall review and study on a continuing basis laws, programs, and
Government activities" as set forth in House Rule X.

Furthermore, the Committee reiterates its request for documents referring to this matter
as outlined in the letter dated May 4, 2016. The Committee requests that you provide the
requested documents and information, in electronic format. An attachment to this letter provides
details on producing documents to the Committee.

If you have any questions about this request , please contact Joseph Brazauskas or Richard
Yamada of the House Science Committee staff at 202-225 -637i. Thank you for your attention to
this matter.

Sincerely,

cc: The Honorable Eddie Bernice Johnson, Ranking Minority Member, House Committee on
Science, Space and Technology
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June 7, 2016

Francis S. Collins, M.D., Phalle
Director
National Institutes of Health
9000 Rockville Pike
Bethesda, Maryland 20892

Dear Dr. Collins:

The recent controversy regarding an International Agency for Research on Cancer
(IARC) report entitled, "Evaluation of Five Organophosphate Insecticides and Herbicides"
(I .RC Monographs, Volume 112.203 March, 2015) has elevated my awareness of this agency
and the support it receives from the United States government.
According to a Reuters' investigative news report, this study concludes that glyphosate, an
herbicide, is a 'probable' human carcinogen.

It is my understan.din, that the report findings contradict other U. S . government agency
studies on the safety of glyphosate, the most commonly used herbicide in the world. In fact, the
National Academies of Science just released a comprehensive report on genetically engineered
crops ("Genetically Engineered Crops: Experiences and Prospects") in May 2016 and the report
notes that several comprehensive international studies delink the connection between glyphosate
and cancer, including the EPA's 2013 study that reaffirmed the agency's stance by saying
"glyphosate is not expected to pose a cancer risk to humans." Additionally, some in academia
have raised questions about the quality of the science and the transparency of the process.

Any study by IARC, regardless of its credibility, benefits from association with the
National Institutes of Health (NIH) and its reputation as a premier research organization, The
IARC study conclusions appear to be the result of a significantly flawed process; unfortunately,
because the study was funded through the NIH, the conclusions will be taken more seriously than
they might have been.

Millions of farmers throughout the world rely on this uniquely effective herbicide, Given
the impact that diminished confidence in the use of this common and widely-used herbicide

247 ARL ELUO TF Bu LE)tNG 205 FouEt'.}e AVENUE NE 107 FE_O RAL HUBLO;NG 1311 GEORGE W'AUACE 60:-tiLVARU

1710 ALABAMA AVENUE iuo7c IN. 600 t5ROAo SYNNEi DFi rE 146

JASPER, AL 35501 CULLMAN, AL 35055 GAE?SOEN, AL 35501 TUSCUMMA, AL 35£74

TELEPHONE: 120v') 22-2315 TELEPHONE: i2S6 734-5043 TELEPHONE: (255) E.4 201 TELEPHONE: (25 6) 381-3450
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could have on agriculture, I a writing to request a briefing on the IARC study and the standards
that NIH places on research funded by the U .S. taxpayers.

Jennifer Groover is the contact person for my office for this issue, and she can be reached
at Jennif r. roo r ? all,h sus oN,,

obert B. Aderholt
Member of Congress
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July 12, 2016

Thomas Burke , Ph.D.
Deputy Assistant Administrator &
Science Adv i sor
Office of Research and Development
U. S. Environmental Protection Agency
1200 Pennsylvania Avenue , N.W.
Washington , DC 20460

Dear Dr. Burke:

Thank you for your commitment to work with. the U. S . Senate Committee on Environment and
Public Works (EPW) as the Committee continues to evaluate your nomination to serve as
Assistant Administrator of the Office of Research and .Develops ent (ORD) for the U.S.
Environmental Protection Agency (EPA). Indeed., I appreciate your testimony at the June 11,
2015, I PW Committee nomination hearing and your response to questions for the hearing
record. However, issues regarding EPA risk assessments (RAs) and failure to make risk-based
decisions have been brought to my attention that require further inquiry before advancing your
nomination, ORD serves as the scientific research arm at EPA. and impacts how RAs are
conducted and used across all of EPA. I also understand that you have an extensive background
in the area of RAs and, as the Agency Science Advisor and Deputy Assistant Administrator for
ORD, currently play a critical role in guiding the EPA's efforts in how RAs are conducted.
Accordingly, I respectfully ask that you respond to the questions herein by August 2, 2016.

Risk Assessment

It has been EPA's long-standing practice to conduct R.As for pesticide products by balancing

potential hazards of and exposures to a product against any benefits of the product. However, it

appears that the Agency has recently deviated from this practice and has focused primarily on

theoretical hazards that pose negligible actual risk, when exposure. is taken into account, while

discounting or ignoring product benefits. This shift has substantial implications for the products

that EPA approved for use under its previous, science-based, reviews. It also creates vast

uncertainty for stakeholders developing new products and could eventually have a chilling effect
on investment in innovative products that may be even more protective of public health and the

environment.

Have yrou, in your role. as Science Advisor or Deputy Assistant Administrator for ORD.
communicated to anyone at EPA, in general or relating to specific revie vs, regarding
how the Agency, or any office of the Agency, including the Office of Pesticide Programs
(APP), should take exposure into account when estimating the potential risk of a product?

MONGLY07582183
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a. If yes, please provide the Committee with copies of all such communications,
presentations, and any notes of oral conversatioincluding emails, memoranda.

2. If confirmed as the Assistant Administrator fors ORD, what recommendations would. you
make to EPA offices regarding how to take exposure into account when considering the
potential risk of a product?

Have you, in your role as Science Advisor or Deputy Assistant Administrator for ORD,
communicated to anyone at EPA, in general or relating to specific reviews, regarding
how the Agency, or any office of the Agency, including the OPP, should consider
product benefits when evaluating pesticides under the Federal Insecticide, Fungicide, and
Rodenticide Act (FIR )

a. If yes, please provide the Committee with copies of all such communications,
including emails, memoranda, presentations, and any notes of oral conversations.

4. If confirmed as the assistant Administrator for ORD, what recommendations would you
make to EPA offices regarding how to take product benefits into account when
evaluating pesticides under FIFRA?

Risk Commut

I airs also concerned about the way in which EPA has conducted registration and deregistration
review for pesticides where analysis of the potential hazards is maximized, while consideration
of authorized exposure levels and product benefits are seemingly minimized. For instance, in
larch 2016, 1 sent a letter to EPA citing concern over the Agency's dissemination of the
preliminary RA on in idacloprid.r Flu's press release on the findings of the preliminary RA
inappropriately suggested more hazard than what the actual findings of the assessment warranted
and singled out citrus and cotton as potential threats to pollinators.1 The press release also failed
to explain that the primary uses of inridacloprid were found to have little or no risk to pollinators
and that the potential risks identified could have been easily mitigated by labeling changes.

1. Do you believe it is appropriate to communicate to the public about a scientific matter,
such as a preliminary RA for imidacloprid, in a way that withholds information about a
major finding of the scientific review, such as the finding in the preliminary RA for
irnidacloprid, that the primary uses of imidacloprid present little or no risk to pollinators?

Letter from Sen. James N1 Inhofe, Chairman, US .. Sen. Cora on Env't and Nb, Works, to Piste Jones, Assistant
Administrator, Office of Chemical Safety and Pollution Prevention, US, Env'tl Prot. Agency (Mar. 23,2016),
available at l^tt 'i^ g^g^ e,b .se te.:cr^:`' ut l r' cacho.'fil sr8cc685a7h 9-412?-a6b3-O68aac9b7bb6f'O3.23.20I6_

let, t €^c :t neon iris a€ d- oes
Press Release, EnVU Prot. Agency, EPA Releases the First of Four Preliminary Risk Ass °sstt ents for insecticides

Potential Harmful to [Ices (Jan, 6, 2016), available at
l liar L a _; 1n€tc a it o' a cinll r. €i.t f )F7i lafl.:.4Th € A ,65'2'71 )2005ttA7F3
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Role of Public Opinion in Science-Based Decisions

RAs are to be purely science-based; however, EPA employees have suggested that public
pressure is playing a role in the A ency"s RAs and subsequent regulation of pesticide t.

1. Have you heard of this concern?

In your opinion, what is the proper role of public opinion in a scientific review?

If risks associated with a beneficial pesticide product can be addressed through mitigation
measures such as labeling, would it ever be appropriate to instead deregister or tail to
register the benetici l product?

If yes, please explain how that decision would be based on science?

if not based on science or risk, would such a decision be based on public opinion?
If so, is that appropriate?

Procedraral S fe tar is

EPA is required to comply with a number of procedural safeguards before a pesticide registration
can be cancelled. However, last year EPA asked the Ninth Circuit Court of Appeals to \ acate its
own scientists' 201 approval of the pesticide Enlist Duo.3 This marked the first time EPA has
attempted to vacate a pesticide registration through court action. The court denied EPA's
request, which -failed to comply with a number of procedural safeguards that must be met before
a pesticide registration can be cancelled.

Who made the decision to ask a court to vacate the registration of Enlist Duo after the
product was so recently approved for use`

2. Were you a part of and did you agree with that decision?

Please provide the Committee with any documents relating to your involvement
in or knowledge of that decision.

Do you think it is appropriate for the Agency to use th
decision?

o change a regulat,

If so, tinder what circumstances is it appropriate for the Agency to attempt to use
the courts to regulate instead of going through proper administrative processes
that ensure a robust scientific, review

Nat. Res. Def. Corral v. EPA, 9th Or., No. 14-73353, motion filed Nov. 14, 2015,
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Spurious Rulernaking

EPA has recently issued letters that are the equivalent of a regulatory action. This type of action

circumvents steps in the regulatory process required by the Administrative Procedures Act

(APA). For example, in 2015 EPA's OPP sent registrants a letter notifying them of a
moratorium on new uses of various neonicotinoid pesticides. In 2013 OPP mandated that
registrants include pollinator statements and a graphic on certain products. In 2009 OPP
launched the pyrethroid labeling initiative.

1. Do you think it is appropriate for the Agency to impose new requirements that have
binding effect and legal consequences without going through notice and comment

ruler caking under the APA and without complying with the Regulatory Flexibility Act`?

If so, ho do you justify such action?

Are there circumstances where regulation by letter may be appropriate? If so, please
describe them.

Do you think the public interest would be better served by reviewing such actions
through the transparent and participatory rulemaking process required by the APA`?

Reliance on Epidemiology to Make Regulato ry Decisions

l am also concerned by EPA's increasing reliance on epidemiology as a basis .fear regulatory
decisions. As an epidetniologist.. you are well aware of how epidemiology can identify
correlations between environmental factors and health conditions, but cannot establish a cause
and effect relationship between a given factor and a given health condition. As a result,
epidemiological data have a number of limitations. Epidemiology may identif` f associations that
have no practical meaning or effect because epidemiology does not eliminate other potential
causes of an observed effect. These limitations make epidemiology an inappropriate tool for
regulatory decisions because a regulation that relies on epidemiology could target the rron
stressor, leaving an actual risk unidentified and wasting resources targeting the wrong exposures.

1. 1:- lave you, in your role as Science Advisor or Deputy Assistant Administrator .for ORD,
encouraged EPA offices to increase their reliance on epidemiological studies?

Please provide the Committee with copies of all communications, including
erraails, memoranda, presentations, and any notes of oral conversations with EPA
employees regarding the use of epidemiology.

Given the pesticide uses registered today, how does EPA use epidemiological studies that
observe effects from exposure to previously registered pesticides?

Do you believe it is appropriate for the Agency to increasingly rely on epidemiological
studies instead of toxicological and laboratory data?
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Concerns have been raised over the lack of transparency regarding an epidemiology study known
aasthe Columbia University study,' which EPA used ire its draft RAs for chlorpyrifos and seven
other pesticides recognized as oraanopho>sphates. In fact, there have been reports the Agency
does not even have access to the data underlying the Columbia University study. Public
corm ents on these draft Rays objected to EPA's reliance on the Columbia University study,
which EPA has seemingly ignored.

What steps leave been taken by EPA to obtain access to the data underlyin g the Columbia
University study`: Will y ou commit to ensuring the A encya obtains full acces s to the ram
data underlying this study before using the study to make any decisions`

2. Do you think it is appropriate for EPA to rely on a study that is based on. data withhelr:
from the Agency?

Has EPA considered establishing an independent panel of experts to review the raw data
underlying the Columbia University study before continuing use of the study? It not,

why?

4. In furtherance of your previous comrraitment to increase public access to data, will
commit to making this data publicly available?

Will you ensure that EPA responds to the public comments submitted on these draft
RAO

SAP Recommendations

Related to the use of epidemiology studies, in 20 10, EPA convened a Scientific Advisory Panel
(SA P ) to review its draft framework for the use of spider aiological studies. EPA said it would
revise the framework based on the SAP recommendations and would release the revised version
for public comment later that year. To date; EPA has not released the revised framework,

1, What is the reason for delay in releasing this revised framework?

What is the current status of the framework?

Will you provide assurances that the Agency will, in fact, complete this task of releasing
a revised framework for public comment?

4. Do you think it is appropriate that the Agency relied on the draft framework to integrate
epidemiology studies into the RA for chlorp^yrifos before EPA completed the revised
version? if so, what is your rationale?

4 Rauh, et aL, Brain anomalies in children exposed prenatally to a common organrphosphatepesticide,Proceedings
4 F.of the National Academy of Sciences, May 1 5. 2012, 'o 109, no 20, available as lit :rsrc_boaa;com ,d
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tohan Dina Scientific Conclusions

It has come to my attention that EPA is seemingly under pressure to come to a certain conclusion
RA for glyphosate EPA's cancer assessment review committee (CARL) published a

report that concluded glyphosate is "not likely to be carcinogenic to humans" that was

subsequently removed from, the website. Despite the report being clearly marked as the "final
version"as of October 1, 2015, and signed by members of CARL, EPA. has claimed it is not
finished with the cancer review and that publication of the report was accidental. EPA also
announced it is undergoing a SAP panel process to further evaluate the cancer risk for
glyphora:e.

Did you or any ORD officials participate in meetings regarding the CARC report before
its accidental publication in April 2016?

Did you or any ORD officials express a view about the scientific conclusions of the
CARC report? If so, what was that view?

Please, provide the Committee with all documents from you or C f .I.y staff
expressing a view on this report.

Did you or any ORD official have any role in the decision to initiate a SAP panel process
to further evaluate glyphosate`

If so, please provide the Committee with all documents from you or ORD staff
related to any request for EPA to initiate a SAP panel process to further evaluate
glyphosate.

4. Do you believe this SAP panel process is necessary since CARL had finished reviewing
the cancer risk of glyphosate?

Does ORD have a role in the SAP panel process for glyprosate? If so, please describe in
detail OI .I "s role in the SAP panel process for glyphosate.

Thank you for your attention to this matter and for taking the time to answer these questions as
the Committee continues to consider your nomination, Please direct any questions regarding this
request to the, E PW Committee Majority Office at (202)224-6176.

r M-cs 4 Inhofe:
Charrraa.
Cona.rmttee on Environment and Public Works
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Breast Cancer.-The Committee understands a new Food and
Drug Administration approved technology is available for breast
cancer screening, called tomosynthesis (TM). The Committee en-
courages NCI to continue their vital research to help provide breast
cancer patients and their physicians with a clear, informed picture
of how breast cancer imaging should be considered for women's
health. The Committee requests an update describing planned and
on-going research related to TM technology and if any cohort stud-
ies are on-going and planned on TM imaging.

Colorectal Cancer.-The Committee encourages support of meri-
torious scientific research on colorectal cancer to better understand
the biology of young-onset colorectal cancer. The Committee en-
courages additional research on the developmental pathway of
colorectal cancer among patients with inflammatory bowel diseases.

Deadliest Cancers.-While overall cancer incidence and death
rates are declining, the Committee is concerned that there are a
group of cancers, defined in statute as recalcitrant cancers, whose
five-year survival rates remains below 50 percent. Estimates are
that half of cancer deaths are caused by eight site-specific cancers
that meet this definition: pancreatic, liver, ovarian, myeloma,
brain, stomach, esophagus and lung. The Committee applauds the
NCI for launching the Molecular Analysis for Therapy Choice
(MATCH), a potentially ground-breaking trial that analyzes pa-
tients' tumors to determine whether they contain genetic abnor-
malities for which a targeted drug exists and assigns treatment
based on the abnormality. The goal for MATCH is for at least 25
percent of the patients enrolled in the trial to have rare cancers.
Given the growing toll recalcitrant cancers take on society, and the
enormous potential MATCH offers for our Nation's deadliest can-
cers, the Committee strongly urges NCI to increase the set-aside
goal and to broaden it to include recalcitrant cancers.
Immunotherapy for Childhood Cancers.-The Committee encour-

ages NCI to continue to further explore new interventions, such as
immunotherapy, as a promising new treatment strategy for chil-
dren with cancer.
International Agency for Research on Cancer (IARC).-The Com-

mittee recognizes that understanding the relationship among chem-
ical agents and other hazardous substances and cancer is an impor-
tant area of research. The Committee requests an update on NIH
support for the IARC on Cancer Monographs on the Evaluation of
Carcinogenic Risks to Humans.
Melanoma.-The Committee encourages consideration of a co-

ordinated effort to analyze bio specimens across clinical trials. The
Committee continues to encourage efforts to use advances in
genomic, proteomic and digital imaging technologies for early de-
tection research to understand genetic changes and mechanisms
that underlie clinical dormancy. The Committee encourages NCI to
consider convening a multisector, multidisciplinary strategic plan-
ning committee to provide recommendations and chart a collabo-
rative path forward to support evidence for melanoma screening.
The Committee requests an update on melanoma activities on-
going and planned in the fiscal year 2018 budget request.
NCI Designated Cancer Centers.-The Committee requests an

update in the fiscal year 2018 budget request on how NCI supports
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recently completed a preliminary step. As growers need additional
modes of action to most effectively deal with this pest, the Com-
mittee notes its strong interest in a timely completion of the reg-
istration for this new mode of action.
Ecolabels for Federal Procurement.-Multiple forest certification

programs have been recognized throughout the Federal Govern-
ment as supporting the use of sustainable products in building con-
struction and other uses. The Committee urges EPA to add addi-
tional forest certification standards that have been recognized by
other Federal programs, including USDA's BioPreferred Program,
to its Interim Recommendations under Executive Order 13693. The
Committee urges EPA to report back on progress on implementa-
tion of the Committee's recommendation within 60 days of enact-
ment.
Glyphosate Reregistration.-The Committee is aware that the

Agency is currently in the process of reviewing the registration for
glyphosate, which is a very important crop protection tool for
America's farmers. Furthermore, glyphosate has been used for dec-
ades and, when properly applied, has been found to present a low
risk to humans and wildlife by regulatory bodies around the world,
including Australia, Canada, the European Union, Japan, and b
the Joint FAO/WHO Meeting on Pesticide Residues. The Com-
mittee urges the Agency to complete its reregistration of glyphosate
expeditiously.
Grant Guidelines.-The Committee is extremely concerned about

reports that an Agency grant was used to support an anti-agri-
culture advocacy campaign. The campaign, funded in part by Fed-
eral funding, included billboards and a Web site that explicitly ac-
cused the agriculture industry as being a primary polluter of local
waterways and urged increased regulation of agriculture. The use
of Federal funds for such advocacy is inappropriate and may be in
violation of Federal lobbying prohibitions. In response to this, the
Agency must ensure there is sufficient oversight and training in
place to avoid similar misuse of grant funds in the future. To
achieve this goal, within 90 days of enactment, the Agency is di-
rected to update its grant policies, training, and guidelines to en-
sure Federal funds are not used in this manner, including an up-
date of the mechanism by which the Agency tracks the use of its
grants, and to provide the Committee with a copy of its updated
grant policies, training, and guidelines.
Fuel Standards.The Committee supports efforts to reduce pol-

lution from marine vessels that may be harmful to human health
and coastal environments. While that is the case, the Committee
is concerned the mandate for fuel with a sulfur content of 0.1% in
the North American Emission Control Area is having a dispropor-
tionately negative impact on vessels which have engines that gen-
erate less than 32,000 horsepower. This impact may cause some
shippers to shift from marine based transport to less efficient, high-
er emitting modes. In an effort to avoid negative environmental
consequences and modal shifting, the Committee directs the Agen-
cy to consider exempting vessels with engines that generate less
than 32,000 horsepower and operate more than 50 miles from the
coastline. Within 180 days of enactment of this act, the Agency
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Office of the Director
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Ref.: IMO/75/2
CPW/rng

Dear Dr Collins,

Dr Francis S. Collins
Director
US National Institutes of Health
9000 Rockville Pike
Bethesda MID 20892, USA

Email: fray cisac_xlli s nihPoov

5 October 2016

1ARC Monographs on the Evaluation of Carcinogenic Risks to Humans

The attached letter from the Chair of the Committee on Oversight and Government Reform is in
the public domain (h sa oversi htaho^tse. ov Wcorrten lrsads 2016 0 2 lea-G9-26 EC-to-
Collinswfelll iwlrR ^Fundirr -due-10-1£1. df and thus came to my attention.

For more than four decades the International Agency for Research on Cancer (IARC), the
specialised cancer agency of the World Health Organization, has convened Working Groups
comprised of world-leading scientists to evaluate the evidence for carcinogenicity of a given agent.
The evaluations published in the 1ARC Monographs are widely respected for their scientific rigour,
standardized and transparent process and for the freedom from conflicts of interest of both
Working Group members and the 1ARC Secretariats The Monographs are used by regulatory
agencies, scientists and the wider public across the world.

The letter from Mr Chaffetz contains a number of points about the 1ARC Monographs which I
would like to address for the sake of accuracy and to further inform the important considerations
of the Committee:

The IARC Monographs adhere to a clear set of procedures as defined in the publically available
IARC Monographs Preamble (b F mt-no ra hs,iarc. rL6NG Preamble inde d h }e
The 1ARC Monographs is a hazard identification programme; risk assessments are left to
national authorities or other international organizations, which may use 1ARC Monographs as
part of their own processes.

The 1ARC Monograph classifications relate to the strength of evidence that an agent is a
carcinogenic hazard and not to the magnitude of risk associated with exposure: this is why
different agents fall into the same classification. This distinction is made clear an the
Monographs website (h a rrmno ra hs,iarcefr 6N mews FfiGr df).

* The 1ARC Monographs re-evaluate an agent when the scientific evidence significantly
changes. In the case of coffee drinking, the previous evaluation as Group 2B "possibly
carcinogenic to human? was conducted in 1991, The report in 2016 was not a "retraction„
but a re-evaluation based on an additional 25 years of scientific evidence,

The 1ARC Monographs only evaluate agents for which there is evidence of human exposure
and an existing body of scientific literature indicating a degree of carcinogenic hazard to
humans. The non-random selection of agents explains why the evaluations extremely rarely
fi nd there is"8 vlclence,suggestinglack ofcarcinog niciV.
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Or Francis S. Collins Page 2
Ref,: IMO/75/2 5 October 2016

In light of your anticipated briefing to the Committee on Oversight and Government Reform, I am
available to provide any additional information you may require.

Yours sincerely,

Christopher P. Wild, PhD
Director

ENCL.: Copy of letter from COGR Chair to NIH Director, dated 26 September 2016

cc: Dr Doug Lowy, Acting Director, US National Cancer Institute (dl50 nih, ov)
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

aIJA Hft4GTtON, D.C. 20460

$"f3X`..F r 1 2016
OFFICE OF

CO"XGR ;S{8NAL AND

^F'h^"^F^.tsi FzfFs,hibF4Wf^l"i^,F.

The I lonorable Lamar Sri-iith
Chairman
Committee on Science, Space, and Technology
1 ,S. House of'Represcmatives
Washington, 1.).C. 20515

1)eaar M r. Chairman:

This is in response to your letter of"Oetober 25, 2016, following rip on testi€Tmorr r that T.Q.S.
Environmental Protection Agency Administrator Gina Mc.Caarth presentee) at as hearing b0:ore
your committee on June 22, 2016, Administrator McCarthy has asked that I respond to you on
her behal t:

The I I' \.s review ° oft) e care r oge€ ieitv of glyphosate is a complex process with many
intersecting elements that draw from expertise both v ithin and outside of the agency. We
appreciate the oppor-tunit to clarify this process, including the roles played by spree ific EPA
scientists and the relationships between EPA officials and outside experts.

[he inl ar-ma ion in the enclosure to this letter, prepared by the EPA's Office ofResearcla and
l levelopraaent and Off-we of Chemical Safety and Pollution Prevention, provides additional
details ahot.it the issues raised in our letter. We hope this injbrnmaation is helpful.

The EPA recognizes the importance of the Committee's need to obtain tafw.mation necessar to
perfhrm its legitimate oversight functions, and is committed to continuing to work With )"0111.
stall'on how best to accommodate the €,''ommittee. s i€rterests,

R^4 M{^ " ^::F<s € .s :r e'{ t, E C Lac -d €yk 1Q;0 1 i. r, ir:r r F , Is;^. ,. . • :7, ;,.
F,t
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1 free to contact me if you have my questio s. or your staff mm ay col tact Kyle Aarons
oft ice at aar°olns.k vle i e a.aov or (202) .564-7351.

:itIe Distefano
Associate Adm i ni strator

I i1c Insure

cc: The Honorable Eddie Bernice Johnsori

Ranking Member
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ENCLOSURE. FOR THE EPAS RESPONSE TO THE LETTER OF OCTOBER 25., 20 16

The role of EPA scienti sts in the : R "

The EPA has a strong and serious commitment to sound science and scientific integrity. We are
proud to have some of the world's best scientists.. many of'whom are internationally-recognized
as leaders in their fields. Not only are the EPA's scientific experts vital for us to achieve our
mission, but thev also contribute to the broader scientific community and participate in activities
outside of the EPA that help protect human health and the environment.

The EPA's .Dr. Matt Martin and Dr. Peter Egeghy are, two such experts. Because of their
:scientific expertise, the International Agency for Research on Cancer (IAl .C) invited them to
participate: in an lAR ." Monograph Working Group that was tasked with making an overall
evaluation of carcinogenicity for a group of organophosphate insecticides and herbicides,
including diaiin an, gls•phosate. malathion, parathion, and tctrachloi inphos. It is an honor for a
scientist to participate in such an internationally important and prestigious effort. It is important
to note that IAR(' invited them because they are experts in their respective fields and not because
the are EPA. employees

IARC is the specialized cancer agency
evaluated 900 agents for their potentia.
Monograph is rigorous, intense, and co
and clarify the roles of participants.

the World Health Organization , and since 1971. it has
cinogenicity . The process of developing an IARC

plea. We would like to explain this multi-step process

1AR.C fiorms Working Groups to conduct critical reviews and evaluations of chemicals. Working
Group members are selected based on their knowledge and experience in the field and the
absence of a real or apparent conflict of interest. IARC also considers demographic diversity and
balance of scientific findings and views in assembling a Working Group. Working Group
members participate as individual scientists and do not represent any organization governmennt
or industry. IA.R( Working Groups typically review several chemicals at one time. and each
chemical evaluation requires a variety of"drft€:.rent expertise (for example. toxicolog y„
epidemiology, mode of action, computational toxicology exposure, etc.). Because no one
scientist will have all of the available expertise, individual scientists focus their expertise on

:tin components of the evaluation. Howev°er, the Working Group as a whole (all ofthe
collective experts taken together) has responsibilities for:

ensuring all appropriate data were collected;
selecting data relevant for evaluation on basis of scientific merit
preparing summaries ot' data;
evaluating results of epidemiological and experimental studies on cancer;
evaluating data relevant to understanding mechanisms of carcinogcncsiso and
making overall evaluation of carcinogetnic:ity° of the exposure to humans.

The IARRC preamble, which outlines this process in more detail, is available here:
l.atp: €n ara^ raapln^.narrc.ti f.' ^ PieG:aoaahc
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Dr. Martin participated in this IARC Working Group as an expert in high-throughput screening

and computational toxicology. I le was not present at the 1ARC Monograph meeting as a
representative of EP'A. as delineated in the IARC Monographs Preamble. Dr. Martin was part of

the Section 4 Subgroup for Mechanisms and Other Relevant Daata, which evaluated the
mechanistic and other toxicologically-relevant information for each of the pesticides. As a
member of this Subgroup, Dr. Martin prepared drafts of sections for the five pesticides in
preparation for the IARC Monograph meeting. He was specifically tasked to aid in incorporating

(l t:tp . ^a v§ ep a,E <a:l a t€l'MI'oxCaast and Tox21 high-throughput screening data
research!roxi Inv-h r s at to -to> cas1rm-da(a) into the mechanistic evaluation process for the

organophosphates insecticides and herbicides for which there are relevant data. It is important to
note that glyphosate was not tested in either the ToxCast or Tox21 research programs. Therefore,
Dr. Martin did not incorporate any of these novel data streams into the glyphosate review, thus
they did not play a role in the IARC` evaluation ofgly'phosatc.

Dr. E e hy= is an expert in human exposure assessment research and has published peer-
reviewed journal articles on human exposure to pesticides. Dr. Eugeghy was invited to participate
because he is an expert in this area. Unfortunately. due to a death in his family, Dr. Egeghy was
unable to attend the meeting, but in advance of the meeting, Dr. Egeglry prepared drafts of
sections 1.1 through 1 .3 (Identification. Production and Use, and Measurement Methods) for
each of the pesticides. Dr. Egeghy was also a reviewer for the drafts of section I.4 (Occurrence
and Exposure) for each pesticide. All of these sections were revised by other Working Group
members during the meeting, and after the meeting was over, he reviewed those revisions.

It is important to note that Dr. Martin and Dr. Egeghy were not there as EPA representatives, nor
did they represent any Agency perspectives or conclusions regarding glyphosate. In addition,
they played no role in the: E PA's Cancer Assessment Review Committee (CAR.C) oil tile
carcinogenic potential of glyphosate. In fact, because of the ways the two organizations consider
the available scientific evidence, the conclusions of the EPA's CARC differed from the IARC
conclusions.

Gathering; the world's experts together to promote international collaboration in science is a

noble purpose, It is in portant to advancing scientific knowledge and to protecting the health of

people all over the world, That is why we are honored that the EPA's outstanding scientists are

sometimes invited to participate in these evaluations. It is a tribute to the strong science of the

EPA.

The relationship between EPA offi cials and IA .C members

Science is a dynamic field and part of ensuring that the EPA. is informed and our decisions are
based on sound science is by maintaining relationships with competent global authorities
assessing human health and environmental risks and engaging in peer review of the latest
scientific developments. For example, it was important for the agency to consider recent
developments in the assessments of glyphosate by IARC, EFSA. the Joint Food and Agriculture
Organization/World Health Organization Meeting on Pesticide Residues (JMPR). the German
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Federal Institute for Risk Assessment and Health Canada's Pest Management Regulatory
agency.

While Assistant Administrator Jones did receive an email from Dr. Chris Portier in which Dr.
Pot-tier attached a Politico article, this does not indicate that Assistant Administrator Jones was
downplaying the EPA's work on glyphosate. The article referenced the EPA's CARC document
that was inadvertently released in April 2016. This document was the final report of a committee
within the EPA's Office of Pesticide Programs Health Effects Division, but it was not the EPA's
final determination on whether gly'phosate is carcinoggenic. 1.3ltiamaately, the C'Al Creport was
published. in mid-September 2016 as part of the supporting materials for the agency's peer
review meeting. (liven the subtleties of the status of the agency's review and that the Politico
article indicated that the EPA's CARC report could be used as information to inforn-t an. EU
Parliament vote. Assistant Administrator Jones forwarded the Politico article to his staff to
ensure that the agency- was providing clear inf?rmation on the status of glyphosate`s
classification. It is not uncommon for Assistant Administrator Jones to relay information lie
receives from external stakeholders, particularly when the agency's comnaunicaation etforts may
be causing confusion. As such, it is not credible to assert that Assistant Administrator Jones
"aacted to assist him (Portier) and IARC by publically downplaying scientific analysis conducted
by EPA" especially when the EPA's Ghphosatc Issue Paprer: Evaluation ofCarcinogenic
Potential (September 12. 2016) proposed that glyphosate is not likely to be carcinogenic to
humans at doses relevant for human health risk assessment.

The EPA is committed to what Administrator McCarthy said before the Committee. "When we
have an issue that's important --m as important as glyphosate is to the agricultural community, we
want to make sure. that we get the science right." This is why the agency is seeking peer review
of its proposed classification of not likely to be Carcinogenic, 'l he EPA takes very seriously its
commitment to sound science and getting the science right, and this includes robust
representation of expertise and experience of its peer reviewers and a rigorous vetting of all
members selected to participate on peer review panels. The agency's selection of Dr. Kenneth
Portier, Vice President of the Statistics & Evaluation Center at the American Cancer Society, as
a panel member illustrates the agency's commitment to making sure the decision on glyphosate
is based on sound science. Dr. Kenneth Partier's professional experience amply qualifies hint as
a panel member for the glyphosate peer review, He has been named the chair of the recently
created chemical scientific advisory committee (CSAC_`) and has also participated in over 60
FllFRA-SAP meetings and five Science Advisory Board (SIB science review panels. We agree
with your conclusion that it is reasonable to assume that siblings have different opinions and
stand behind our decision to have Dr. Kenneth Portier serve as a member of the glyphosate peer-
review panel.

Scheduling ,the glyehosate SAP

The agency's postponement of the aly_phosate SAP meeting was to ensure that the agency is able
to conduct an objective and unbiased review. Given the importance of epidemi.ology n the
EPA's assessment, it was the agency s:judgement that one epidemiologist on the panel was not
adequate for this review. While other panelists have some expertise in evaluating human data,
Dr. Peter Infante was the only member with a specific focus in this disciplinary area of
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epidemiology. Rescheduling the glytphosaatc SAP is a priority for the EPA. Once the peer review
panel meets, the experts^ final meeting report is due 90-days after the conclusion of the meeting.
Following consideration of public comments and peer review recommendations, the agency
plans to release its preliminary ecological and human health risk. assessments for public comment

by summer 2017.
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October 25, 2016

The Honorable Gina McCarthy
Administrator
US. Environmental Protection Agency

1200 Pennsylvania. Avenue, NW

Washington, D.C. 20460

Dear Administrator McCarthy:

Ei1.7 n BF-AN€fCl:.JOHNSO J. T x
RANKING MEMBER

The Committee on Science, Space, and Technology appreciates your testimony on June
22, 2016, at a hearing entitled "Ensuring Sound Science at EPA," where you attempted to
address the concerns ofConn-rittee Members regarding EPA's review of the herbicde
glyphosatc. In the course of the Committee's oversight of EPA's review of,glyphosate, the
Committee has obtained documents and information that appears to contradict your responses to
questions posed by Members of the Con-u-nittee, In light ofthese contr•adictio s, recent actions
taken by EPA to further delay the Science Advisory Panel review for glypiosate do not instill
confidence that EPA will fairly assess glyphosate based on sound science,

The. Conmiittee's Oversight on }?ies Review c? lyplxosate:.I eterininil the Role that EPA
Officials Played in the I.AR.CReview of Csl ahosate.

The Cora mittee has been engaged in ongoing oversight efforts to ensure that EPA's
review of glyphosate is based on sound science and has sent two letters to EPA on. the topic. On
May 4, 2016, the Committee sent you a letter after it became aware that the Cancer Assessment
Review Committee's (CARC) final report on glyphosate was erroneously posted on the EPA
website, i This report stated that glyphosate was not likely to cause cancer.2 The Committee's
May 4 letter requested that EPA provide all documents and communications referring or relating

' P..T. HHuffstutter, EPA Takes Offline e or t That Says Gta}31aoes°rrtc Not .Likely Carcinogenic, Reuters, May 2, 20i b;
crvrrilab of http://www,!•Otitei s.com/article! us-usa-glypliosate-epa-idUSKCNOXU01 K.
U.S. EPA, Cancer Assessment Review Committee, Evaluation ot'ttl1e (arcitrogenaic; Potential of Glyphosate, Oct, 1.,

2015, Final Report
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to the CARC's review of glyphosate.3 The Committee then became aware that EPA officials

participated in a working group for a study conducted by the International Agency for Research

on Cancer (IARC), The IARC report found that glyphosate is probably carcinogenic in humans. r
The IARC report was criticized heavily by the EPA's CARC report. The EPA. has cited that

IAR.C's glyphosate findings as a reason to submit the agency's review of glyphosate to further

scrutiny. In light of this information, the Committee requested that EPA provide certain officials

fore transcribed interviews in order to better understand the role they played in the IARC study,5

In response to the Committee's May 4, 2016, letter, EPA provided the Committee with
three document productions. The EPA also provided the Committee with a briefing by naembers
of the Office of Pesticide Programs and the Office of Research and Developirlent regarding the

review for glyphosate. In response to the Cornrxtittee's inquiry regarding the involvement of

EPA officials in the IARC glyphos:ate study, the agency on numerous occasions informed

Committee staff that two EPA officials, Matthew Martin and Peter Egeghy, who were listed as
participants in the IA.RC Working Group for glyphosate, played only a minor or no role in the

IARC's. review of glyprosate.

Prior to your testimony before the Committee, Committee staff attempted to further
clarify with EPA the role that agency officials played in the IARC review fZ)r glyphosate,

According to email and phone communications with EPA staff, it was understood that Mr.

Martin was not involved in the IARC review for glyphosate but did participate at the IARC

conference on other matters.6 With respect to.Mr. Egegly, it was understood that he did not
attend the IARC conference, but that he did draft and review portions . of the IARC glyphosate
report with respect to human exposure but did not work on carcinogenicity.'

Admini strator McCarth 's Testimony Before the Committee Shows Confusion, Misleading

Statements on EPA Official' s Role in IARC Review of Glv :hosate.

The role played by both Mr. Martin and Mr. Egeghy in the IARC study was examined

and discussed at the Committee's June 22 hearing. Your responses to questions about Mr.

Martin's role in the. IARC study appears to contradict the information that EPA staff provided to

the Committee.

Representative Larry Loudermilk (R-GA) first asked you, "Was anyone at EPA actually
working with IARC or participating in that review [ofglyphosate"?" You responded,

Letter from Hon. Lamar Smith, Chairman, H, Comm. on Science, Space, and Technology, to Hon. Gina McCarthy,

Administrator, I.i.S, EPA, May 4, 2016.
4 Int'l Agency For Research on Cancer, Monograph on the Evaluation of Carcinogenic Risks to 1- unans, Vol. 112..

Glyphosate, 2€115, available at http.//aaaoznographs.iarc.fr/ENG/Monographs/volI 12/rnonoi 12-09.pdf.

Lot-ter from Hon. Lamar Smith. Chairman, H. Comm on Science, Space, and Technology, to Hon. Gina McCarthy,

Administrator, U.S, EPA, June 6, 2016.
a E-mail from U.S. EPA Staff to H. Comm. on Science, Space, and Technology Staff (June 16, 2016, 06:33 EST)

(on file with author).
7 Id.
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Administrator McCarthy: Actually, nobody was involved in the question of the
carcinogenicity of glyphosate. We had three EPA employees. One was actually there as
an observer-8

While your answer makes it clear that in. your understanding no EPA employee was
involved in IARC's review of the carcinogenicity of glyphosate,rour statement lacked any
specificity as to the involvement of Mr. Martin, whom EPA staff had indicated to the Committee
was not involved in the: IARC review. Rep. Loudermilk then showed you email communications

within which Mr. Martin is included. These emails indicate that Mr. Martin was part of a

specific subgroup that did participate on the IARC study of glypliosate.9 You had the following

exchange:

Rep, Loudermilk : IfMr. Martin was not involved in glyphosate .review, why is [he] on
the email chain with the team that was working on that?

Administrator McCarthy: can go back and look but I a -i -- I have asked a number of
times, and rrry understanding is that none of these individuals were there in the EPA
capacity to participate in the issue of carcinogenicity.'

Your response again reflected an understanding that no EPA. official was involved in the
IARC review of the carcinogenicity of glyphosate, which was the entire focus of the study
However, you failed to answer the question as to why Mr. Martin was included on an email
alluding to his work on the IARC glyphosate study. Rep. Loudermilk displayed another email
communication in which Mr. Martin was copied that contained talking points on how to answer
questions on the :findings of the IAR.C glyphosate study. Rep. Loudermilk expressed concern
for the relationship between Mr. Mai-tin's work at EPA and IARC, you interjected with the
following:

Administrator McCarthy: Could I.just clarify on Mr. Martin? He apparently was involved
in the review for glyphosate but he didn't participate in the issues relative to its
carcinogenicity. So I just wanted to make that clear. That was an entirely separate part
of the ....rr

Upon seeing this email, it appears that you now agreed with Rep, Loudermilk that Mi.
Martin was involved in the IARC review for glyphosate. It is important to note that your
response completely contradicted the information that had been provided to the Committee by
EPA staff, as it had been represented to the Con .mittee that Mr-. Martin did. not participate in the.
review for glyphosate. However, despite being shown two email communications demonstrating

s Ensu ing <^un d arc ienc at ERA: Hearing B tb?r•e the H. Cpmnm, on Science, Space, and Technnology, 114th Con-
(2016) (testimony of Hon . Gina McCarthy, Administrator, U.S..EPA).
9 E-mail from Frank Le Curieux, European Chemicals Agency, to Matt Martin , et, al., U.S . EPA (Mar . 13, 2015,
02:16 AM) (on file with author).
I" Ensuring Sound Science at 'P,A: Hearing Befin e the H. Cote m . on Science, Space, and Technolog1, 114th Con .
(2016) (testimony ofHon. Gina McCarthy, Administrator , I.I.S. EPA).
'^ Id.

3
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Mr. Martin's participation on the IARC glyphosate study, you theri altered your response. You
stated,

Administrator McCarthy: Can I clarify? Because I made a mistake.... It says that Mr.
Martin was a comp utational toxicologist. He wasn't involved in the IARC review for
glyphosate but did participate in the IARC conference on other matters, and we have no
toxicological data on glyphosate so he couldn't have contributed to the carcinogenicity
issue, 12

Over the course of Rep, Loudermilk's questioning, you appear to have provided
misleading and contradictory statements with regard to Mr. Martin's involvement in the IARC_'.
glyphosate review. First, you stated that EPA employees participated in the IARC glyphosate
review but did not contribute to any carcinogenicity findings, even though that was the purpose
of the entire review to begin with, Then, with regard to Mr; Martin, you stood by his
participation two additional. times, admitting with specificity that he had contributed to the IARC
study, contradicting what EPA staff told the Comnraittee. Then you inexplicably changed your
story entirely. Reversing all of your previous statements regarding Mr. Martin, you testified that
Mr. Martin was not involved in the IARC review for glyphosate and further reinforced this
statement by adding that there was no way that be could have had any involvement in the
glyphosate study because he is a computational toxicologist.

Your contradictory statements in response to Rep. Loudermilk on this matter cast serious
doubt onyouur specific knowledge of the mole EPA officials played in IARC's glyphosate review.
Moreover, your last minute statement change with regard to Mr. Martin's role in the IARC
review, despite having just been shown documentary evidence to the contrary, calls into question
yourjudgment and leadership on this matter. It appears that your had been provided with
deliberately misleading information to prepare for your testimony before the Cormnn.ittee, which
suggests an attempt by EPA staff to provide untruthful and misleading responses to Congress.

The Committee Has Determined that EPA Officials Participated in the IARC Study and
Contributed to the Carcinogenicity Finding , Contravenin g Statements Made to the Committee by
the Adm inistrator and. EPA staff

Given the lack of clarity with regard to the role played by EPA officials in the IARC
review of glyphosate, the Committee provides the following inl'ornation uncovered in. the course
of its oversight of this matter. According to the IARC websitc,M-. Egeghy and Mr. Martin were
members of the IARC's glyphosate Working Group during Monograph 112, which took place in
early 2015, The final product of'IARC's glyphosate working group was a report stating that the
Working Group determined that "Glyphosate is probably carcinogenic to humans (Group 2A).''r
After releasing this report, it is important to note that IARC's conclusions regarding glyphosate

12

E3 lni'l Aguncy foi• Research on Cancer, Monograph on the Evaluation ofCarcinogenic Risks to Humans, vol. 112,

Glyphosate, 2015, available ca http //€aiorto&,raplis,iare.fi-iENG/Mi)nogi,a s/vo11:12/mono112-09.pdf (Stating In

making the overall evaluation, the Working Group noted that the mechanistic and other relevant data support the

classification of glyphosatein Group 2A:")
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have been consistently disproven by other international agencies such as the European Food

Safety Administration as well as EPA's own CARC,

From documents it has obtained, the Committee has determined unequivocally that both

Mr. Egeghy and Mr. Martin contributed to the glyphosate section of Monograph 112. These

documents demonstrate that both Mr, Egeghy and Mr. Martin played a much larger role in the

IARC's assessment of glyphosate than you or any EPA official has previously admitted to the

Committee. A document entitled "Overview ofAssignments" lists Mr. Egeghy as contributing

to the 1/ARC glyphosate study in the areas of chemical and physical data, production and use, and
measurement and analysis." This document also lists Mr. Martin's tasks as data relevant to

comparisons across agents and endpoints and other adverse effects)5 These documents further

indicate that Mr. Martin was part of subgroup et (mechanisms) of the IARC Working Group for

glyphosat:e.' 6

At the time of the hearing on June 22, 2016, the Committee had not yet determined

whether Mr. Martin's work on the IARC glypliosate review had specifically informed the

carcinogenicity finding. However, documents demonstrate that Mr. Martin's work for IARC did

indeed drive the carcinogenicity finding for glyphosate, contradicting the assertion that you. made

three times that no EPA official had worked on the IARC"s carcinogenicity review. In.fact, the

Committee has determined that the findings of subgroup 4, of which Mr. Martin was a

participant, determined the status of glyphosate's carcinogenicity.'? Documentary evidence

specifically contradicts your testimony that Mr. Martin did not participate in the carcinogenicity

finding of the report,'. According to an email sent to members of subgroup 4, of which Mr.

Martin is included, subgroup 4 provided "key conclusions" in the carcinogenicity findings. 19

That your testimony failed to disclose this information demonstrates that you either purposefully

attempted to mislead the Committee or that you have been misled by your staff about the role

that EPA officials played in the IARC glyphosate review.

EPA'Officials Appear to Maiintain a Close Relationshlp_w ith Members of the 1ARC Who

Particiated in the. IARC Cilyphosate_Reyiew.

EPA's connections to the flawed IARC glyphosate study do not end at the participation

of :Mr. Martin and Mr. Egeghy. Of particular note is the connection that Christopher Portier, an

invited specialist for the )ARC Monograph 112 that"reviewed glyphosate, and a member of

subgroup 4 along with Mr.. Martin, has with EPA officials. Portier appears to maintain a close

31 Intl Assoc. of Research an Cancer, Monograph Vol, 112 Overview of Assignments (on file with author).
raid.

E-mail from Frank Le Curiex, European Chemicals Agency, to Kathryn Cubtan, Andy Shapiro, Matthew Ross,

Matt Martin, Lauren Zeise, Ivan Rusyn (Mar. 13, 2015 9:00:14 AM) (on file with author).
171(j.

r r Ensuring Sound Science at EPA.: Hearing Before the H Comm. on Science, Space, and Teclvwioo', 114th Con,.

(2016) (testimony of)Hon, Gina McCarthy, Administrator, U.S. EPA).
ry E-mail from Frank Le Curiex, European Chemicals Agency, to Kathryn Guyton, Andy Shapiro, Matthew Ross,

Matt Martin, Lauren :[wise; Ivan Rusyn (Mar. 13, 2015 9:00:1 1 AM) (Stating that the key role played by the

conclusions sub-group had impacts on the carcinogenicity determination of glyphosate) (on file with author).
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relationship with Jim Jones, EPA's Assistant. Administrator for the Office of Chemical Safety
and Pollution. Prevention. Portier, who is also employed by the Environmental Defense Fund
(EDF), has been criticized for an apparent conflict of interest between his role in the IARC
glyphosate study and his work with EDF.2o

Documents provided to the Committee show that Portier was the originator ofa. letter
sent to the European Food Safety Authority (EFSA) regarding its study on glyphosate that was
critical of IARC's report.21 In fact, these documents show that Portier felt that the EESA report
"weakens [sic] the strength of the IARC Monograph program to stimulate change in how some
of these agents are reviewed and addressed."22 This statement demonstrates that IARC possesses
an activist role in its evaluations. Portier also solicited his -fellow IARC Monograph participants
to sign on to the letter that he intended to send to EF,SA 23 Both Mr. Martin and Mr. Egeghy
were asked by Por-tier to sign the letter. Documents provided to the Committee also show that

Portier carbon copied Assistant Administrator Jones on the letter sent to EFSA.24

Furthermore, documents provided to the Committee by EPA show that Portier contacted
Assistant Administrator Jones when news regarding the leaked CARC report broke. On May 4,

2016 Portier forwarded Assistant Administrator Jones a Politico article reporting on the posting
of the CARL study and the implications it may have for a European Union decision on
glyphosate. Understanding Portier;'s urgency in the matter, Assistant Adm nistrator° Jones
forwarded Portier's email on to his EPA subordinates stating, "We need to think about a
statement that goes beyond saying our assessment is not final. Looks like it will be used to
inform other government decisions."'S Given Portier's apparent efforts to use IARC to influence
global policy decisions and his desire to discredit the EFSA glyphosate study, it is reasonable to
assume that Assistant Administrator Jones acted to assist him and IARCC by publically
downplaying scientific analysis conducted by EPA.

The Science Advisor ; Panel to Preview Ol hosate has been Continuously Delayed and Contains
__ ho May C onstitute a Conflict of interrest.Members

The relationship between EPA and Portier is not limited to these events. In early
October, EPA announced the members of the Scientific Advisory Panel to review EPA's
scientific white paper in the recertification of glyphosate. Listed among the panelists is Kenneth

20 Kate Kelland, .ls Your Weed Killer Crr•cinogeic?, Reuters Apr. 18, 2016, available at http:,//www.

relaters, cor iarticlelu s-heal th-who-glyphosate-id1ISKCNOXF0R.IL.
2a E-mail from Chris Fortier; to IARC Colleagues (Nov. 26, 2015 12 30:46) (on file with author).
22 E-mmmail from Chris Portier, to Consalto Sergi„ct. at. (Nov. 9, 2015 6:29:20) (Contai ning email discussions of
Christopher Portler's letter writing campaign regarding the European Food Saafety Authority study of glyphosate).

2<€ Letter from Christopher Portier, Senior Contributing Scientist, Env. Defense Fund, et, al., to V-ytenis Andr.iukaitis,
Commissioner Health & Food Safely, European Commission, Nov. 27, 2015 (€an file With author).
25 E-mail from Jim Jones. Assistant Administrator Office of Chemical Safety and Pollution Prevention, U.S. EPA, to

Jack IIousenger, Andrea Mojica, Linda Strauss, U.S. EPA (May 4,2016,11,42:33 AM) (Forwarding Palifio article

sent by Christopher Portier to Jinn Jones) (on file with author).
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Portier, Vice President of the Statistics and Evaluation Center at the American Cancer Soeiety:26
Kenneth Portier is also Christopher Porter's brother. While it is reasonable to assume that
siblings may have differing opinions, Kenneth Portier's selection to the SAP, given Christopher
Portier's involvement with I-ARC, as well as his behind-the-scenes communications with EPA
Assistant Administrator Jones, calls into question EPA's judgment and on its face raises serious
conflict of interest issues. Your statement before the Committee that "when we have an issue
that's important -as important as glyphosate is to the agricultural community, we want to make

sure that we get the science right," gives the impression that you take this issue seriously.21
However, EPA's actions contravene your statement by creating doubt that the SAP will act
objectivity and be free from outside influence and pressure.

Additionally, EPA's recent decision to postpone the SAP meetings originally set for
October 1-21, 2016, raises further doubt that the agency intends to conduct an objective and
unbiased review of glyphosate, According to material posted. on the RPAwcbsite on October 14,
2016, certain SAP members appear to have been unavailable to attend the scheduled meeting
titne.28 However, EPA's announcement also makes reference to the need for additional
epidemiological expertise on the panel.29 The SAP already appears to contairl at least five
epidemiologists, raising doubts as to the veracity of the statements released by EPA for delaying
the meeting, EPA staff was unable to confirm with Committee staff on October 14 whether the
panel would have the same members as publically announced or if additional members would be
added. to the panel.

On June 22, you appeared to suggest to Committee Members that EPA would complete
its review of glyphosate by fall 2016.30 However, it is now unclear if the SAP will even meet in
2016, and EPA has already put off a final registration for glyphosate until 2017 under a new
Administration. The constant delays to complete EPA's review only continue to cast doubt on
the agency's ability to complete an objective review based on the science that has already been
well documented on the carcinogenicity of glyphosate.

The Committee will continue its oversight efforts to ensure that EPA's review of
glyphosate is free from outside influence and based on sound science. Your misleading and
untruthful statements before the Committee do little to instill the confidence of the Committee.
Moreover, the increasing amount of evidence depicting the close ties between lPA. officials,
Christopher Portier, and the IARC study of glyphosate show that there are activists working both
inside and outside the agency to derail this process. The recent developments with regard. to the
constitution of the SA.P and the delay in moving its review forward only serve to further sustain

n"
U.S. EPA, FIFRA Scientific Advisory Panel Member Roster, available at

littps//www.epa.gov/sites/production/files/201610/documents;fcipa--sap glyphosate-20:16 panel member roster.
pelf (last visited Oct. 25, 2016),
2' Ensuring Sound Science at EPA: Hearing Before the H. Comm. on Science, Space, and Technology, 1.14€h Cong.
(2016) (testimony of Hon. Gina McCarthy, Administrator, U.S. EPA).
'$ U.S. EPA, Carcinogenic Potential of Glyphosate POSTPONED, (mailable at
hftps://ww.ep,t,go.v/sap/carcinogenic- poteantial-glyphosate-postponed (last visited Oct, 25, 2016).

^° .I tasrtr°in 5nztrtc Scion e at EPA Hearing B'fvr•e the R. Comm. on Science, Space, and Technolog,, 114€h Cong.
(2016) (testimony of 1Hlon. Gina McCarthy, Administrator, U.S. EPA).

7

Confidential - Produced Subject to Protective Order MONGLY07582208



The Honorable Gina McCarthy
October 25, 2016
Page 8

the notion that EPA is not acting in good faith. In order for the Committee to better understand

the role that EPA officials played in the IAR.C study and the subsequent review of glyphosate
we request that the following be made available for transcribed interviews:

• Matthew T. Martin, Office of Research. and Development, National Center for
Computational Toxicology

Peter P. Egeghy, Office of:Resear°chand Development

Jim Jones, Assistant Administrator for the Office of Chen-lical Safety and
Pollution Prevention

Please contact the Committee to schedule. these interviews no later than 5:00 p.m. on Noveinber

1, 2016

Furthermore, the Committee urges you to revisit the statements that you made on June

22, 2016, and provide any clarifying information With regard to EPA officials' involvement in

the IARC study of glyphosate. As it appears that you may not have received the best information

from your subordinates as to the role played by EPA officials in the .IARC study and the close
ties these and other officials have to IARC, the Committee requests that you complete a full due

diligence review of the actions of EPA employees as it pertains to glyphosate and report those

findings to us as quickly as possible,

The Committee on Science, Space, and Technology has jurisdiction. over environmental

and scientific programs and "shall review and study on a continuing basis laws, programs, and

Government activities" as set forth in House Rule X.

If you have any questions about this request, please contact Joseph Brazauskas or Taylor

Jordan of the Science, `pace, and Technology Committee staff at 202-225--6371. Thank you for

your attention to this matter.

Sincerely,

cc: The Honorable Eddie Bernice Johnson, Ranking Minority Member, House Committee on
Science, Space and Technology
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