
! ! !
!
!
!
!
!

 
HEADQUARTERS 1436 U St. NW, Suite 100 Washington, DC 20009 ❘ P: 202.667.6982 F: 202.232.2592 
CALIFORNIA OFFICE 2201 Broadway, Suite 308 Oakland, CA 94612 ❘ P: 510.444.0973 F: 510.444.0982 
MIDWEST OFFICE 103 E. 6th Street, Suite 201 Ames, IA 50010 ❘ P: 515.598.2221 
 
 
 

June 2, 2011  
  
The Honorable Lisa P. Jackson 
Administrator  
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 
 
Re: Biomonitoring Studies Essential for TSCA Section 8(d) Data Calls 
 
Dear Administrator Jackson: 
 
I am writing on behalf of the Environmental Working Group to bring to the attention of the U.S. 
Environmental Protection Agency a troubling gap in basic health and safety data submitted by 
chemical companies as part of their reporting obligations under the federal Toxic Substances 
Control Act. 
 
Environmental Working Group’s review of electronic records from tens of thousands of studies 
submitted by the industry in response to agency data requests indicates that relatively few studies 
documented Americans’ exposures to industrial chemicals and even fewer focused on exposures 
of children during critical stages of development.  This dearth of information is at odds with 
EPA’s instructions to industry to submit “[s]tudies of human health and environmental effects, 
including studies of exposures to people and the environment.”1  Such studies, EPA says, “are 
the fundamental ingredients of any assessment of chemical risk.”2  
 
EWG’s review suggests that either the chemical industry is failing to submit required data to 
EPA regarding people’s exposures to its products, or it is failing to conduct basic research to 
determine which of its chemicals end up in people’s bodies, and at what levels.  This basic 
information is needed to determine if a chemical, as used in products and emitted to the 
environment, poses unacceptable risks to human health. 
 
Such biomonitoring exposure studies are regularly conducted by industrial hygienists and by 
academic and government scientists.  Logically, the chemical industry should be conducting the 
same, basic studies to understand the safety of its chemicals for the public.  And if not, then why 
not?   
 
The Environmental Working Group urges the Environmental Protection Agency to explicitly 
request all available biomonitoring data – including studies of chemicals in umbilical cord blood, 
breast milk, workers and all others tested – in its calls to industry for health and safety data 
!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
1 See 40 C.F.R. § 716.3 (emphasis added). 
2 Revisions to Reporting Regulations Under TSCA Section 8(d), 63 Fed. Reg. 15,765, 15,766 (Apr. 1, 1998) (to be 
codified in 40 C.F.R. Part 716). 
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submissions under the Toxic Substances Control Act (TSCA).  EWG also urges the agency to 
request testing, including cord blood testing, that bears on early-life exposures, when the body is 
uniquely vulnerable to damage from industrial chemical exposures.  Such information will allow 
EPA more fully to meet its mandate to protect public health. 
 
The importance of biomonitoring and early-life exposures 
 
Biomonitoring helps scientists determine which chemicals people are exposed to in their 
everyday lives and how much of those chemicals enter their bodies.  Health agencies worldwide 
successfully use biomonitoring data when assessing chemicals for health and safety.  EWG 
strongly advocates that regulators and industry test for synthetic chemical contaminants in 
people, especially in human umbilical cord blood.  These tests demonstrate how readily 
chemicals enter and accumulate in our bodies, even during the earliest stages of development.  In 
2005, for example, EWG detected 287 industrial chemicals in the cord blood of 10 newborn 
babies.3  In 2009, EWG tested the blood of 10 minority babies and found 232 chemicals.4  The 
bottom line: information derived from biomonitoring is critical to understand the health effects 
of chemical exposures, especially to the fetus and young children.  
 
Chemical manufacturers themselves clearly recognize that chemical exposures at vulnerable 
times in life are of great concern.  EWG’s Chemical Industry Archives5 – a searchable database 
that contains more than 37,000 pages of internal company documents – shows time and again 
companies’ interest in exposures related to early human development.  Consider the following 
examples from the Chemical Industry Archives:    
 

• 1978 – Chemical Manufacturers Association meeting minutes describe a survey focused 
on embryotoxic chemicals:   

“Dr. Clyne’s recent informal survey showed considerable variation in how 
different companies handle this matter.  Mr. De Martino indicated the 1977 
NIOSH Registry of Toxic Effects of Chemical Substances contains a sublist of 
541 embryotoxin compounds which he would make available to the group.   

“The Committee AGREED a list should be prepared of chemicals used in industry 
that are considered embryotoxic.”6  [Emphasis in original] 

• 1979 – CMA meeting minutes summarize conclusions about how hazardous substances 
should be labeled.  One provision requires labeling of hazards for chemicals that are 
“embryotoxic,” defined as:  
 

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
3 EWG, Body Burden: The Pollution in Newborns (2005), http://www.ewg.org/reports/bodyburden2/execsumm.php; 
see also App. A at 1 (describes types of chemicals found). 
4 EWG, Pollution in People: Cord Blood Contaminants in Minority Newborns (2009), www.ewg.org/files/2009-
Minority-Cord-Blood-Report.pdf. 
5 EWG, Chemical Industry Archives, http://www.chemicalindustryarchives.org/ (last visited May 20, 2011). 
6 App. B at 2. 
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“A chemical that is capable of causing harm to the developing embryo or fetus 
from maternal exposure at a concentration that may not harm the mother 
herself.”7 

• 1980 – CMA executive committee meeting presents guidance for evaluation, risk 
assessment, and control of chemical embryofetotoxins: 

  
“Concern for the unborn has generated tremendous pressure upon the industry and 
regulatory agencies to provide an effective solution for controlling potential 
chemical embryofetotoxins. 
 
 “The issue with exposure to embryofetotoxic chemicals is one of protecting the 
susceptible embryofetus from chemical substances which can cross the placenta 
and cause damage to the embryofetus, almost always at concentrations which 
would have no adverse effect on the female or male adult.”8 
 
“In assessing the risk of exposure to embryofetotoxic chemicals, two basic . . . 
principles must be considered: . . . degree of exposure . . . [and a] dose response.”9 
 

• 1993 – Report by the Bureau of National Affairs, an information publisher for the 
business and government communities, discusses the American Conference of Industrial 
Hygienists’ determination that workplace safety limits should account for concerns 
related to early human development: 
 

‘‘[An] exposure limit [ ] [should be] designed to protect what we’ll call the 
functional capacity of a worker, not just prevention of overt illness.  One of the 
functions people perform is having kids, hopefully healthy kids.”10 

 
Other examples of industry’s attention to exposure during critical stages of human development 
include: 
 

• 1981 – DuPont memorandum discusses the company’s internal study that tested for 
perfluorooctanoic acid (PFOA) in umbilical cord blood from several babies to female 
workers at its Teflon plant in Parkersburg, W. Va.: 
 

“C-8 Blood Sampling Results.  Births and Pregnancies.  . . . Unconfirmed eye and 
tear duct defect. . . . One nostril and eye defect.  Babies blood 0.012 ppm.”11 

 
• 2001 – 3M Company report submitted to federal regulators discusses internal study 
designed to understand the distribution of fluorochemicals in people by testing blood 
samples from various health clinics: 
 

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
7 App. B at 3. 
8 App. B at 5. 
9 App. B at 7-8. 
10 App. B at 10. 
11 EWG, PFCs: Global Contaminants (2003), http://www.ewg.org/node/21715; see also App. B at 11. 
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“The purpose of this study was to better characterize the distribution of seven 
fluorochemicals . . . using individual pediatric samples obtained from a multi-
center clinical trial of group A streptococcal infections.  The present study is the 
third formal assessment undertaken by the 3M Company to examine the 
distribution of PFOS in human sera. . . .  The sera analyzed . . . were collected as 
part of a large multi-center trial of 1,131, ages 2 to 12 years . . . .  These findings 
suggest a different exposure pattern for some children compared to the adult and 
elderly populations.”12   

 
The documents cited above provide evidence that industry has long recognized the importance of 
exposure information, particularly the risks posed by early-life exposures, and has used 
biomonitoring as a means of assessing chemical hazards.  Biomonitoring is a critical means of 
assessing worker and general population exposures and risks to chemical compounds.  Yet 
industry-generated biomonitoring information is difficult to locate in EPA databases.  EWG 
found few such studies when it reviewed the following: 
 

• EPA’s TSCA Test Submission Database (TSCATS)  
 

EWG researchers searched TSCATS,13 a public repository of more than 50,000 studies 
submitted by the chemical industry since 1977 in response to EPA data requests 
concerning the safety of individual chemicals.  Among more than 2,600 studies flagged 
as covering human health, EWG was unable to locate a single study title or abstract that 
used the terms “cord blood,” “umbilical,” “pregnant,” “biomonitoring,” or  “chemical 
exposure.”  Only one study used the term “pregnancy.”14  A follow-up search of the 
terms “umbilical,” “pregnant,” “pregnancy,” and “biomonitoring” in EPA’s new 
Chemical Data Access Tool that includes more recent filings returned less than five 
relevant submissions. 

 
• EPA’s High Production Volume Information System (HPVIS)  
 

EWG researchers searched HPVIS, a public database that includes voluntary data 
submissions on 50 endpoints covering 900 of the most frequently used chemicals in 
commerce.  Worker and general population exposures to these chemicals are not among 
the specific data endpoints in HPVIS.  EWG searched HPVIS for the terms 
“biomonitoring,” “pregnant,” and “pregnancy” and received no relevant information in 
response to such inquiries.  A small number of submissions contained information 
about worker blood monitoring.  The only human study generated in response to the 
search term “umbilical” was one conducted by university researchers in Buenos Aires, 
Argentina.  That study tested the cytotoxicity of 2,6-di-tert-butyl-p-cresol on 
lymphocytes from human umbilical cord blood.   

 

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
12 App. B at 13-15. 
13 Public access to TSCATS is made available by SRC, Inc., the company that developed the database for EPA in 
1985.  See SRC, TSCATS, http://www.syrres.com/what-we-do/product.aspx?id=136 (last visited May 25, 2011). 
14 Note that the absence of abstracts for many of the studies listed on TSCATS precludes a more detailed review of 
the database. 
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The results of EWG’s review should disconcert EPA in light of TSCA’s statutory framework, 
particularly with regard to the reporting of unpublished health and safety studies.15 
Under TSCA Section 8(d), EPA has authority to promulgate rules that require companies to 
submit lists and/or copies of unpublished health and safety studies, regardless of whether they 
are completed or ongoing.16  Notably, EPA defines “studies” broadly.  According to EPA 
regulations, health studies include “any study of any effect of a chemical . . . on health or the 
environment . . . .”17  The expansive scope of that definition necessarily encompasses studies that 
monitor for chemical contaminants in the human body.  If industry is engaged in biomonitoring 
for due diligence purposes – especially to address concerns about potential tort liability – then 
why are there not more of these studies appearing on EPA databases? 
 
To address this apparent gap, EPA should explicitly emphasize the importance of receiving 
biomonitoring studies when issuing future rules under Section 8(d).18  EWG also encourages 
EPA to consider drafting a separate rule that calls for biomonitoring data from companies 
previously obligated to report studies under TSCA.  Finally, EWG asks EPA to remind 
companies that they have an ongoing duty under TSCA Section 8(e) to notify EPA when they 
obtain information suggesting that a chemical presents substantial health risks.19  Without all of 
this information before it, EPA cannot effectively set priorities for TSCA risk assessments.  
 
Biomonitoring truly is the gateway to fully comprehending the impacts of chemical exposures on 
public health.  In view of that, EWG hopes that EPA will take these requests under serious 
consideration as it makes the most of its existing authority under TSCA. 
 
Sincerely, 

  
Kenneth A. Cook 
President 
Environmental Working Group 
 
cc:     Steve Owens, Assistant Administrator, Office of Chemical Safety and Pollution Prevention 
         Wendy Cleland-Hamnett, Director, EPA Office of Pollution Prevention and Toxics 
!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
15 EWG understands that industry does not have to submit copies of health and safety studies to EPA if they have 
been submitted to federal agencies such as the U.S. Occupational Safety and Health Administration.  40 C.F.R. § 
716.20(a)(3).  However, companies still have to list these studies as part of their reporting obligations under TSCA.  
See id.  To the extent that this exemption prevents biomonitoring studies from appearing on EPA databases, EWG 
hopes that EPA will develop better information-sharing initiatives with other agencies to give the public easier 
access to this important data. 
16 15 U.S.C. § 2607(d); see also 40 C.F.R. Part 716. 
17 40 C.F.R. § 716.3. 
18 In fact, EPA has already stated that it considers “human blood sampling information confirming transplacental 
movement” to provide evidence of a “substantial risk of injury to health,” in the agency’s consideration of the 
industrial chemical PFOA.  Complaint of EPA at 11, In re E. I. du Pont de Nemours and Company, Docket Nos. 
TSCA-HQ-2004-0016 and RCRA-HQ-2004-0016 (July 8, 2004), 
http://www.epa.gov/compliance/resources/complaints/civil/mm/dupont-pfoa-complaint.pdf. 
19 21 U.S.C. § 2607(e). 



Appendix A



List of Industry Chemicals Identified in EWG's 2005 BodyBurden Report

Tests show 287 industrial chemicals in 10 newborn babies

Pollutants include consumer product ingredients, banned industrial chemicals
and pesticides, and waste byproducts

Total number of
- chemicals foundSources and uses of . 1Q newborns

chemicals in newborn Chemical family name .
i i j (range in
blood , _,. - . .

individual
babies)

Common consumer product chemicals
(and their breakdown products)

47 chemicals

(23-38)

Pesticides, actively used
in U.S.

Organochlorine pesticides
(OCs)

7 chemicals
(2-6)

Stain and grease
resistant coatings for
food wrap, carpet,
furniture (Teflon,
Scotchgard,
Stainmaster...)

Perfluorochemicals (PFCs) 8 chemicals
(4-8)

Fire retardants in TVs,
computers, furniture

Polybrominated diphenyl
ethers (PBDEs)

32 chemicals
(13-29)

Chemicals banned or severely restricted in the U.S.
(and their breakdown products)

212 chemicals
(111 - 185)

Pesticides, phased out of
use in U.S.

Organochlorine pesticides
(OCs)

14 chemicals
(7 - 14)

Stain and grease
resistant coatings for
food wrap, carpet,
furniture (pre-2000
Scotchgard)

Perfluorochemicals (PFCs) 1 chemicals
(1 - 1)

Electrical insulators
Polychlorinated biphenyls
(PCBs)

147 chemicals
{65 - 134}

Broad use industrial
chemicals - flame
retardants, pesticides,
electrical insultators

Polychlorinated
naphthalenes (PCNs)

50 chemicals
(22 - 40)

Waste byproducts
28 chemicals

(6-21)

Garbage incineration and
plastic production
wastes

Polychlorinated and
Polybrominated dibenzo
dioxins and furans
(PCDD/F and PBDD/F)

18 chemicals
(5- 13)

Car emissions and other
fossil fuel combustion

Polynuclear aromatic
hydrocarbons (PAHs)

10 chemicals
(1 - 10)

Power plants (coal
burning) Methylmercury 1 chemicals

(1 - 1)

All chemicals found
287 chemicals

(154- 231)

Source. Environmental Working Group anaiysis of tests o' 10 umbilical cord blood samples
conducted by AXYS Analytical Services (Sydney, BC) and Rett Research Ltd (Winnipeg, MB).


































