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October 18, 2013

Dr. Ruth Lunn

Director

Office of the Report on Carcinogens
NTP, NIEHS

P.O. Box 12233, MD K2-14
Research Triangle Park, NC 27709

Re:  Nominations to the Report on Carcinogens; Request for Information (78 Fed.
Reg. 183, 57868 (September 20, 2013))

Dear Dr. Lunn:

The FluoroCouncil is providing this response to the U.S. National Toxicology Program’s (NTP’s)
request for information on perfluorooctanoic acid (PFOA) (CAS No. 335-67-1) as it considers
substances nominated for possible review in future editions of the NTP’s Report on Carcinogens. The
FluoroCouncil offers the attached comments to inform and enhance the NTP’s assessment of PFOA.

The FluoroCouncil is a global membership organization representing the world’s leading
manufacturers of fluoropolymers, fluorotelomers, and other fluorinated surfactants and surface
property modification agents.* All members of the FluoroCouncil were early adopters of the
2010/2015 PFOA Stewardship Program, the global partnership between the U.S. Environmental
Protection Agency (EPA) and industry based on voluntary corporate goals to reduce human and
environmental exposure to PFOA and higher homologues by eliminating those chemicals from
facility emissions and product content by 2015.

If you have any questions or if we can provide any additional information, please contact me at 202-249-
6737 or jessica_steinhilber@fluorocouncil.com.

Sincerely,
[Redacted]
v
Jessica S. Steinhilber
Executive Director

! The FluoroCouncil’s members are Arkema France, Asahi Glass Co., Ltd., Clariant International, Ltd., Daikin
Industries, Ltd., DuPont Company, and Solvay Specialty Polymers.
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Information on the Production, Use and Human Exposure of PFOA

I. Production: FluoroCouncil members have committed to phase out the production and use of
PFOA by the end of 2015.

In 2006, eight U.S. and non-U.S. companies? (including all FluoroCouncil member companies)
committed to the U.S. EPA 2010/2015 PFOA Stewardship Program, a global partnership between the
EPA and manufacturers based on voluntary commitments to reduce human and environmental
exposure to PFOA, precursor chemicals that can break down to PFOA, and related higher homologue
chemicals by working toward eliminating those chemicals from facility emissions to all media and
product content by the end of 2015.

As agreed to under the Program, participating companies submitted baseline year data (2000-2004)
on facility emissions and product content by 31 October 2006. Through 2015, companies report
annual progress toward goals versus baseline in terms of both U.S. and global operations each
October, with final reports due in October 2016. Company commitment letters, annual progress
reports, and other information about the Program are available on EPA’s website at
http://www.epa.gov/oppt/pfoa/pubs/stewardship/index.html. Program participants no longer make
PFOA in the U.S.

Strategies are being implemented to replace PFOA and higher homologues with alternatives with
improved environmental and biological profiles. These alternatives are effective and have received
approvals by various regulatory agencies. EPA is reviewing substitutes for Long Chain PFCAs under
their New Chemicals Program, and over 150 alternatives of various types have been received and
reviewed by EPA.

Based on the latest data reported pursuant to the Stewardship Program, total direct emissions from
Program participants have declined by over 95%. (see: “EPA Summary Tables” at
http://www.epa.gov/oppt/pfoa/pubs/stewardship/). Notably, companies will report 2012 data to EPA
by October 31, 2013.

In 2009, EPA published its Long-Chain Perfluorinated Chemicals (LCPFCs) Action Plan. The
Action Plan includes both perfluoroalkyl sulfonates (PFAS) and perfluoroalkyl carboxylates (PFAC).
The PFAS sub-category includes perfluorohexane sulfonic acid (PFHXxS), perfluorooctane sulfonic
acid (PFOS), other higher homologues, and their salts and precursors. The PFAC sub-category
includes perfluorooctanoic acid (PFOA), other higher homologues, and their salts and precursors.

The Action Plan indicated EPA’s intent to propose regulations under the Toxic Substances Control
Act (TSCA) to further implement the objectives of the Stewardship Program, by making its endpoints
mandatory for all companies in the industry.

Pursuant to the Action Plan, EPA recently finalized Significant New Use Rules (SNUR) for certain
long-chain PFAS and PFAC chemicals used in carpets to provide stain, soil, and grease repellant
properties. EPA is also working on “additional regulatory actions to prevent resumption of [other
ongoing uses of LCPFAC chemical substances] without prior notice to EPA.”

% Companies participating in the Stewardship Program are Arkema Inc.; Asahi Glass Co. Ltd.; BASF Corporation
(successor to CIBA); Clariant International Ltd.; Daikin America, Inc.; 3M/Dyneon; E.l. DuPont de Nemours and
Company; and Solvay Solexis, Inc.


http://www.epa.gov/oppt/pfoa/pubs/stewardship/index.html
http://www.epa.gov/oppt/pfoa/pubs/stewardship/

The FluoroCouncil has been generally supportive of the Action Plan and the associated efforts to take
regulatory action to further reduce LCPFCs as part of an overall effort to facilitate the successful
global transition from LCPFCs to alternative chemistries such as short chain fluoroproducts that are
generally equally efficacious and have improved environmental and biological profiles.

I1. Use: Use of PFOA is declining and there is a commitment from major global producers to phase
out the production and use of PFOA by the end of 2015.

As noted above, production and use of PFOA is declining and major U.S., European and Japanese
producers are on track to phase out the manufacture and use of PFOA precursors by the end of 2015.
Individual company reports to the EPA providing the current status of each company’s transition
program are available at: http://www.epa.gov/opptintr/pfoa/pubs/stewardship/index.html.

Based on the latest information from the US EPA Stewardship Program, total product content of
PFOA from Program participants has declined by over 90%. (see: “EPA Summary Tables” at
http://www.epa.gov/oppt/pfoa/pubs/stewardship/)

I11. Human Exposure: Human exposure to PFOA is low and will continue to decline.

Human exposure to PFOA is low and will continue to decline. This is evident from ongoing data and
monitoring information as presented below. For example, biomonitoring data indicate that PFOA
serum concentrations for the U.S. population have declined by approximately 40% since 2000.

PFOA Serum Concentrations (in pg/L) for the U.S. Population from the NHANES
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Recommended Scientific Experts on PFOA

NTP requested information on scientists with expertise or knowledge of the substances listed. The
following experts are recommended for consultation on PFOA.:

1. Bruce Alexander Ph.D.
Professor
School of Public Health
Division of Environmental Health Sciences
University of Minnesota
420 Delaware St. SE, MMC 807
Minneapolis, MN 55455
Work Phone: 612-625-7934
Work Email: balex@umn.edu

Biography

Bruce Alexander earned an M.S. in environmental health from Colorado State University and a Ph.D.
in epidemiology from the University of Washington. Dr. Alexander’s expertise and scholarly interests
are in the epidemiology of health effects due to chemical and physical hazards encountered in the
environment, and the longer-term consequences of occupational and environmental disease and injury
that are relevant to local, national, and global populations.

Expertise:

Cancer: Risk Factors / Incidence, Environmental Health, Epidemiology, Global Health, Injuries /
Injury Prevention, Mining Health, Occupational Health & Safety, Pulmonary Disease, Research
Methods

Professional Experience:

1987-1989 Epidemiologist, American Refugee Committee, Aranyaprathet, Thailand, Site 2 Camp for
Displaced Cambodians. 1989-1990 Research Assistant, Harborview Injury Prevention and Research
Center, University of Washington, Seattle, Washington. 1990-1994 Pre-Doctoral Trainee, NIEHS
Training Grant, Department of Epidemiology, University of Washington, Seattle, Washington, School
of Public Health and Community Medicine. 1994-1996 Post-doctoral Fellow in Epidemiology,
NIEHS Training Grant, Department of Epidemiology, University of Washington, Seattle,
Washington, School of Public Health and Community Medicine. 1996-1998 Research Scientist,
Department of Environmental Health, School of Public Health and Community Medicine, University
of Washington, Seattle, Washington. 1998-2005 Assistant Professor, Division of Environmental
Health Sciences, School of Public Health, University of Minnesota, Minneapolis, Minnesota. 2005-
present Associate Professor, Division of Environmental Health Sciences, School of Public Health,
University of Minnesota, Minneapolis, Minnesota.

Research Interests:

Occupational and environmental epidemiology with emphasis on determinants of cancer, respiratory
disease traumatic injury, biological markers and global health.
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Jeffrey M. Peters PhD

Distinguished Professor of Molecular Toxicology & Carcinogenesis
The Pennsylvania State University

312 Life Sciences Building

University Park, PA 16802

Email: jmp21@psu.edu

Work Phone: 814-863-1387

Website
http://www.cmtc.psu.edu/peters group/peters home.asp

Education

1. Postdoctoral work, National Cancer Institute, 1995-99

2. Postdoctoral work, Institute of Toxicology and Environmental Health, University of California,
Davis, 1992-95

3. Ph.D., Nutrition Science, University of California, Davis, 1992

4. B.S. Dietetics, University of California, Davis, 1985
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Research:

Our laboratory studies the role of the peroxisome proliferator-activated receptors (PPARS) in the
regulation of homeostasis, toxicology and carcinogenesis. PPARs are members of the nuclear
receptor superfamily and are critical modulators of environmental and dietary stimulii. For example
fatty acids and metabolic derivatives of fatty acids derived primarily from dietary sources are known
ligands that can activate PPARs. Moreover, environmental chemicals can also activate PPARs, such
as perfluorinated chemicals and phthalate monesters that are currently a major health concern. Acting
as regulatory transcription factors, the PPARs modulate gene expression of target genes containing
peroxisome proliferator responsive elements in response to ligand activation. Numerous genes that
modulate lipid metabolism are regulated by PPARa, PPARB/S and PPARYy ligands/activators, and are
clinically relevant for a number of diseases including diabetes, obesity, atherosclerosis and cancer. In
addition to transcriptional regulation, PPARs can also epigenetically regulate transcription by
interacting with other proteins including NF-«xB. Our laboratory uses “knockout”, transgenic mouse
models, and high affinity agonists and antagonists to delineate the roles of PPARs, with a particular
interest in epithelial and liver cancer. Through our studies, we are elucidating the molecular
mechanisms by which exogenous (dietary) and endogenous (metabolic sources) lipids specifically
modulate human health. We are particularly interested in delineating how natural compounds found
in dietary constituents can activate PPARSs with the goal of identifying new molecules/proteins that
can be targeted with existing approaches to improve the efficacy of chemoprevention and
chemotherapy. Our studies will likely lead to the identification of specific macronutrients that will
effectively activate PPARS so that dietary formulations of agricultural products can be developed that
will improve human and animal health and prevent serious diseases.

Research Interests

Molecular Toxicology & Carcinogenesis Research Faculty
Roles of peroxisome proliferator-activated receptors (PPARS) in the regulation of homeostasis,
toxicology, and carcinogenesis.

James E. Klaunig

Environmental Health

School of Public Health

Indiana University Bloomington
jklauni@indiana.edu

(812) 856-2448

Keywords: toxicology, carcinogenesis, human health
Departmental faculty page
Research/Teaching/Professional Interests:

Dr. Klaunig's research interests are dedicated to understanding the mechanisms of chemically induced
toxicology and carcinogenesis with emphasis on human health and genetic and environmental factors
affecting human risk. He is board-certified as a hazardous materials manager, an Academy of
Toxicological Sciences fellow, and American Board of Forensic Medicine diplomat. Dr. Klaunig has
served as chair of various U.S. Environmental Protection Agency committees, programs, and
reviews. He is also a scientific advisor for the International Life Sciences Insitute.
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