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Deceptive Partnerships

Given the charged debate in Washington over proposals to impose environmental or health
and safety restrictions on industry, Americans might reasonably assume that toxic chemicals
undergo rigorous, independent testing before they enter the stream of commerce. The reality
of chemical regulation is disturbingly different and far less protective of public health and the
environment. When Congress passed the 1976 Toxic Substances Control Act (TSCA)—one
of the most important federal statutes to regulate potentially dangerous chemical products—
tens of thousands of chemicals were “grandfathered,” meaning they were allowed to remain
on the market without additional tests to prove their safety.' The tens of thousands of new
chemicals that have come on the market over the last 35 years undergo a perfunctory, 90-day
“pre-manufacture review” by the Environmental Protection Agency (EPA), which under

even the best circumstances must rely on a comparison of the chemical structure of the new
chemical to the structures of existing chemicals and whatever information the manufacturer
has chosen to submit regarding the chemical. This “hear no evil, see no evil” system means
that the hazards of chemical exposure are often revealed long after a chemical is pervasive

in the environment. Bisphenol A is still used in a host of consumer products despite the

fact that scientific studies link it to increased susceptibility to prostate and breast cancers,
reproductive system defects and abnormalities, hormonal imbalances, brain development
abnormalities, gender confusion, heart disease, and diabetes.

As troubling, when the toxic effects of exposure to an untested chemical emerge, regulators
must depend on “best available” science in order to decide whether to restrict the ways

the chemical is marketed and used.> This approach gives manufacturers strong incentives
to generate their own studies exonerating their products in an effort not only to keep
chemicals on the market without restrictions but also to avoid liability for injuries caused
by past exposures.

Because research by a chemical’s producer is often the primary resource available to
regulators who make crucial public health decisions, independent experts have examined
whether industry-sponsored studies produce different results than comparable government-
funded work. These analyses cover a wide range of adverse effects, but they all reveal that
industry sponsorship makes it significantly more likely that these studies reach conclusions
more favorable to the sponsors than would research conducted by neutral scientists. An
empirical review of 1,140 biomedical studies determined that “industry-sponsored studies
were significantly more likely to reach conclusions that were favorable to the sponsor than
were non-industry studies.” Concerned by these findings, but unwilling to reject industry-
sponsored science out of hand, the world’s most prestigious scientific journals require authors
to disclose the source of their work so that potential biases are evident to readers.” These
disclosures alert readers to the need to scrutinize study design, implementation, and findings
more carefully.

Chemical manufacturers have long chafed under these restrictions because they know
that once a study is labeled as an industry work product, most people are unwilling to
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take its conclusions at face value, and some will find them unconvincing on any level.

This discomfort has generated a search for ways to make industry research appear more
credible. One of the most effective methods of doing so is to recruit government scientists
as co-authors for journal articles about the chemical in question. A second strategy is

to obtain the active participation of government officials in industry-sponsored efforts

to formulate “consensus” policy pronouncements regarding research design and risk
assessment. These deliberations rarely include representatives from independent scientific
organizations or public interest organizations, and government officials are typically a
small minority of participants in comparison to scientists employed or largely funded by
chemical manufacturers. Although their industry sponsors claim that such efforts represent
“partnerships” that are balanced and therefore persuasive, in fact the limited number of
participating government scientists do not and cannot rehabilitate the credibility of these
fundamentally biased discussions.

The International Life Sciences Institute (ILSI) and Toxicology Excellence for Risk
Assessment (TERA) are the most effective and active leaders in this intensifying effort to
convert industry research into the result of an “industry/government partnership.” Both
are self-styled “tripartite” organizations that purport to represent a broad consensus among
scientists from industry, government, and academia. ILSI is primarily funded by large
agribusiness and TERA receives substantial financial support from chemical manufacturers
and their customers. Both firms are structured as non-profit corporations. They rarely
produce their own research, but rather compile and assess the research performed by other
industry-sponsored scientists.

For example, ILSI has a subsidiary, the Health and Environmental Sciences Institute (HESI),
which has convened the “Risk Assessment in the 21st Century Technical Committee”
(RISK21). Its purpose is to create and advocate risk assessment policies that would result in
far more lenient controls on toxic chemicals by federal and state regulators. Similarly, when
state regulators in Wisconsin began to consider limits on the chemical byproducts produced
when two widely used herbicides break down in the environment, the manufacturers of the
herbicides hired TERA to convene an expert panel to develop a “reference dose” (RfD) for
the chemicals. (An RfD is an estimate of the daily oral exposure to a chemical that will not
result in adverse health effects.®) The result was an article co-authored with government
scientists that advocated drinking water limits up to 280 times higher than the limit
Wisconsin regulators had set.

Government scientists have a commendable interest in developing their professional skills
and judgment by participating in scientific dialogues sponsored by the private sector. They
make mistakes when they lend their names to industry-sponsored articles or committee
deliberations designed to influence regulatory policy. Not only do such activities undermine
the independence of their government employers, they undermine public confidence in
regulatory agencies. Disclaimers to the effect that a government scientist is speaking in her
“personal” capacity do little to restore public confidence.
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Empirical Evidence of Industry Bias

Because industry-generated science is so influential with respect to public policy, researchers
have conducted empirical reviews to determine the extent to which a project’s funding
source influences its outcome. Those studies revealed that industry-sponsored research is
significantly more likely to produce results that exonerate chemicals and other products
than studies funded by government or other entities.” In addition to the survey of studies
conducted in the biomedical field described above, the industry influence on scientific
research has been documented in research regarding second-hand smoke, nutrition, and
chemical exposures. For instance, a study of review articles about second-hand smoke
found that 94 percent of articles authored by researchers affiliated with the tobacco

industry determined that the smoke posed no health risk.® A survey of articles regarding
the potential health effects of the controversial chemical bisphenol A revealed that 94 of the
104 government-funded studies reported adverse effects at low doses but none of the 11
industry-funded studies did.” In the nutrition and food science arena, a review of articles
regarding the risks and benefits of several beverages, including soft drinks, found that studies
funded by soda manufacturers were four to eight times more likely to reach conclusions that
were favorable to the sponsors than non-industry studies.'” An empirical analysis of studies
concerning the health effects of several widely used toxic chemicals found that 60 percent of
studies conducted by non-industry scientists concluded that the chemicals were hazardous,
but only 14 percent of industry-sponsored studies arrived at the same conclusion."

As these studies suggest, industry funding affects scientific outcomes and thus suggests that
there is substantial corporate control over the construction of these studies, including the
methods, data collection, analysis, and publication of the study results.'? Study sponsors
are even able to define the scope of the research and methodology used in the lab in order
to minimize the possibility that this work will uncover adverse effects.” Sponsors may also
reserve their authority to rewrite the article or block its publication entirely. Policies that
require authors and organizations to disclose conflicts of interest are critically important
because they suggest how the users of such research should evaluate it. For instance, if a
research article includes full disclosures of authorship rights and responsibilities, critical
readers can look for evidence that the researchers’ sponsors used contracts or other
mechanisms to establish control over outcomes or messaging.

Cozying Up: How the Manufacturers of Toxic _
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The Structure and Funding of ILSI and TERA

ILSI is one of the oldest and most prominent organizations established by the chemical
industry to influence scientific conclusions about agencies’ risk assessment policies. Founded
in 1978 by Coca-Cola, Pepsi Cola, General Foods, Kraft, and Procter & Gamble, ILSI
focuses on science policy decisions that may affect the food, agriculture, and pharmaceutical
industries. ILSI’s membership remains limited to large corporations active in the food

and drug industries."* It is governed by a board of trustees, half of whom are drawn

from member companies, including Coca-Cola, Monsanto, and other large international
corporations.” ILSI functions as the parent organization for 14 worldwide branches that

are active in science policy in their respective regions and a Research Foundation. ILSI also
supervises its separately chartered sister organization, the Health and Environmental Sciences

Institute (HESI).

HESI organizes conferences and committees that publish reports on policies that run the
gamut of risk assessment practice, from hazard identification to dose-response modeling
to exposure science. Representatives from the chemical industry chair many of HESI’s
committees.'® Committee members include academics and even government scientists
who work on regulatory programs that affect ILSI-HESI corporate funders.'”” The HESI-
sponsored interactions between government scientists and the entities that they regulate
occur outside of the established regulatory process, potentially giving regulated entities
exceptional influence over government policies. Industry often claims that the products
of these interactions represent a scientific “consensus” even when independent academics
and scientists from public interest organizations are conspicuously absent.'®

In 2010 ILSI North America brought in $3.4 million in revenue, HESI received another
$3.5 million and ILSI itself received $3.2 million." (This financial information was drawn
from publically available IRS documents that do not require, and thus did not provide, any
information about which organizations provided the funding.) ILST’s lack of clear disclosure
of funding sources is problematic because the bulk of its funding presumably comes from its
corporate members, which can lead to the sponsorship bias issues described above.

TERA was founded in 1995 and primarily focuses on conducting risk assessments for its
clients, which include chemical manufacturers, their customers, and a handful of government
agencies. TERA also operates the Alliance for Risk Assessment (ARA), a closely related
organization that has organized conferences and workshops regarding new risk assessment
methods.”” ARA recently convened a series of workshops to address the suggestions
regarding the future of risk assessment the National Research Council made in its 2009
Science and Decisions: Advancing Risk Assessment document (a.k.a. the “Silver Book”).”!

EPA and other government agencies are among sponsors that include chemical
manufacturers and industry trade groups but do not include public interest groups

or independent science organizations.*
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TERA is governed by a ten-person board that includes industry representatives and
academics. Directors serve three-year terms with the exception of Michael Dourson,
founder and president, who is a perpetual member of the board. Prior to founding TERA,
Dr. Dourson spent 15 years at EPA where he worked on several toxics projects, including
the creation of EPA’s Integrated Risk Information System. Dr. Dourson has also worked
with the National Academy of Sciences and is a member of both EPA’s and California’s
science advisory boards.

TERA had gross revenue of about $2.4 million in 2010, 32 percent of which came directly
from industry.” Government agencies, including EPA, the Food and Drug Administration,
and the National Institute for Occupational Safety and Health accounted for approximately
40 percent. “Non-profit” sources, including the affiliated ARA, represented approximately
30 percent.* Those non-profit sources are often dependent upon chemical manufacturer
support. For example, TERA convened a panel regarding the carcinogenicity of hexavalent
chromium that was funded by the non-profit Aerospace Industries Association (AIA).

AlIA is in turn funded by corporations that rely extensively on hexavalent chromium in
their manufacturing, including Boeing and Alcoa. Additionally, at least some of TERA’s
government funding has come not from EPA or other agencies charged with protecting
public health, but from agencies like the Department of Defense, which relies on toxic

chemicals and has millions of dollars of potential liabilities arising out of those uses.”

Two case studies of recent ILSI and TERA advocacy make clear the goals and implications
of their advocacy of science policies that favor their corporate sponsors.
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Alachlor, Acetochlor and the Weakening of
State Protection

Alachlor and acetochlor are popular herbicides used to control weeds on millions of acres
of American farmland, particularly in corn, wheat, and soybean fields. Both chemicals are
banned in the European Union but their use is on the rise in the United States because
the broadleaf weeds and grasses they target are developing resistances to other herbicides.?
Alachlor is the second most used herbicide in the United States.” The resurgence of

these chemicals, as well as their prevalence in the drinking water supplies of agricultural
states, has led some state agencies to institute tighter regulations on the herbicides and

the chemicals they become as they break down in the environment. While the states were
developing improved safety standards to protect public health and the environment, Dow
and Monsanto, the manufacturers of these chemicals, funded a panel of scientists to review
toxicological studies and derive their own “safe” levels of exposure.

The panel was organized through TERA and included scientists employed by government
Acetochlor and agencies tasked with ensuring pesticide and herbicide safety.® The panel consisted
Alachlor are of five TERA employees, including its president and director, three government scientists,
and a professor. The government scientists were from EPA, the Maine Department
banned in the of Agriculture, and the California Environmental Protection Agency, while the professor
European Union was from the University of Florida. The representatives from Maine and EPA refused the
travel expenses and honoraria offered by TERA.? 'The University of Florida professor

but their use and representative from the California Environmental Protection Agency accepted

is on the rise the offered funds.

in the United In addition to being effective herbicides, alachlor and acetochlor pose environmental

st and human health hazards. Acute exposures, like those suffered by farmworkers who

ates. . . . .

spread the chemicals or work in the fields after they have been applied, can cause skin
and eye irritation. People who live near agricultural lands are similarly exposed because
wind disperses the herbicides before they are absorbed into the soil or washed off into nearby
waterways that serve as sources of drinking water. Chronic exposure to the chemicals can
lead to cancer or endocrine disruption. Scientists have linked long-term exposures to liver,
kidney, and spleen damage.®

Both chemicals are also toxic to animals. Acetochlor, for instance, affects development cycles
in aquatic species, resulting in accelerated metamorphosis in amphibians and changes in gene
expression and brain function of minnows.>’ Changes in the mortality of species lower on
the aquatic food chain can rapidly accelerate up the chain and disrupt entire ecosystems.

-w the Manufacturers of Toxic Chemicals Seek to Co-opt Their Regulators



Center for Progressive Reform Page 7

To make matters worse, both acetochlor and alachlor break down into degradates that are
also toxic to human health and the environment. The degradates alachlor-ESA, alachlor-
OXA, acetochlor-ESA, and acetochlor-OXA are even more prevalent in water supplies than
their parent chemicals and are cause for significant concern for some scientists and regulators
because of their potential health effects. A 1994 study of acetochlor and similar herbicides in
12 Midwestern states found alachlor-ESA in all 104 surface water samples tested.*

That same study detected alachlor-ESA in almost two thirds of groundwater samples.

EPA has set some regulatory limits on alachor and acetochlor, but it has also allowed new
and increased uses of acetochlor, and has decided not to regulate their degradates. These
decisions at the federal level, along with the pervasiveness of the degradates in drinking water
in agricultural states and emerging research concerning toxicity and carcinogenicity of the
parent chemicals, spurred Minnesota and Wisconsin to establish their own limits on some
of the degradates. (See text box). In 2009, shortly after these states began regulating,
TERA's subsidiary ARA organized a panel of scientists to review toxicological data and
existing studies to derive their own reference doses for the chemicals. Monsanto and Dow
provided direct financial support to the panel and also paid TERA for organizing the panel
and faciltating the workshop.

( )

Pesticide Regulations at the State Level

The Minnesota Department of Health established drinking water standards
limiting acetochlor-ESA and -OXA. Wisconsin’s Natural Resources Defense
Board successfully established a limit for alachlor-ESA in groundwater in
2007 after an earlier effort was scuttled by a legislative committee for failing
to acquiesce in Monsanto’s demand that they be allowed to fund and include
their own study in the regulatory process. Wisconsin’s regulatory limit
ended up relying on Monsanto sponsored research anyway since it is one

of the few entities that has studied the degradates at all. While both states
were ultimately successful in setting standards for degradates, the herbicide
manufacturers blunted Minnesota’s 2007 attempt to set its surface water
standard for acetochlor. At the end of the rulemaking process, the regulatory
limit had been raised to more than double the initial proposal and was
based on at least three studies conducted by Monsanto. Dow and Monsanto
strongly opposed the states’ pursuit and implementation of these standards
because they will ultimately restrict how much of the herbicides can be used,
and thus sold, in regulating states.

Cozying Up: How the Manufacturers of Toxic Chemicals Seek to Co-opt—
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The TERA panel reviewed several studies that suggested degradates pose serious health risks,
including the Monsanto drinking water study that Wisconsin regulators used to set the
state’s standard for alachlor-ESA. However, the panel ultimately recommended Reference
Doses (RfDs) for alachlor-ESA and -OXA that were based on more recent studies conducted
by Monsanto that administered the chemical in the animals’ food. The panel’s rationale

was that the more powerful adverse effects noticed in the drinking water study could be
attributed to dehydration. The panelists, as well as the industry authors of the drinking
water studies, speculated that the animals were dehydrated because they found the dosed
water unpalatable.® So, instead of the drinking-water studies, the panelists used feed-

based studies, including two conducted by Central Toxicology Laboratory, to recommend
RfDs for acetochlor-ESA and —~OXA. Using just these four industry-sponsored dietary
studies, the TERA panel developed RfDs that would lead to drinking water standards
significantly higher than those the states deemed adequately protective of human
health. The panel recommended RfDs of 5600ppb for alachlor-ESA and 1400ppb for both
acetochlor-ESA and —OXA. Wisconsin adopted a standard of 20ppb for alachlor-ESA while
Minnesota set standards for acetochlor-ESA and —~OXA at 300ppb and 100ppb, respectively.
The TERA panel’s recommendations were published in Regulatory Toxicology and
Pharmacology, a journal with strong industry ties.*

Table 1: The TERA Panel’s Recommended Values Far Exceed Those Set by States

Alachlor Alachlor Acetochlor Acetochlor

Alachlor ESA OXA Acetochlor ESA OXA
Restrictions
EPA 2ppb None none on crop None None
types.
Wisconsin 20ppb 7ppb
70ppb (Risk
Minnesota Assessment 3.6ppb 300ppb 100ppb
Advice)
North
Carolina 0.4ppb
TERA 5600ppb3* 5600ppb 1400ppb 1400ppb

When EPA’s standard RfD to drinking water conversion is applied to the panel’s
recommendations it becomes clear that those recommendations are significantly less
protective of public health than the standards adopted by the states.*® The panel’s
recommendation for alachlor-ESA, for instance, is 280 times higher than the standard
Wisconsin adopted.

_v the Manufacturers of Toxic Chemicals Seek to Co-opt Their Regulators
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Risk21 and the Co-optation of the National
Academies’ Silver Book

Drug licensing, pesticide registration, and toxic chemical regulation are shaped by the
complex science of toxicological risk assessment. As just one example of the complications
involved in the practice of risk assessment, scientists can use a variety of methods to account
for uncertainties when they extrapolate chemicals’ potential low-dose effects on humans
from high-dose studies conducted with animals. Depending on the method used, regulatory
decisions about how best to protect the public can vary widely. In order to address these
sorts of problems and with an eye toward protecting human health, government risk assessors
use standard assumptions and guidelines that they develop through public processes and
with the advice of experts from academia, private industry, NGOs, and other government
agencies. ILSI has a history of trying to preempt government-driven policy development
through establishment of its own “tripartite” committees.

A recent example of an ILSI-HESI committee that is working to reshape federal risk
assessment policies by building close relationships with government scientists is the ongoing
Risk Assessment in the 21st Century Technical Committee (RISK21). Highlighted by

a well-attended conference in January 2011, RISK21 has brought together more than

100 scientists and regulators, the majority of whom are representatives from the chemical
industry.”” RISK21 is co-chaired by Syngenta’s principal scientist and Dr. Alan Boobis, a
professor at the Imperial College London who was previously a member of ILSI’s board of
trustees and has authored numerous industry-sponsored articles. Pesticide Action Network
Europe (PANE) extensively researched Dr. Boobis’ publishing history and ties to ILSI, and
concluded that he is clearly biased toward the chemical industry, stating: “Alan Boobis was
chair of the ILSI board of trustees and a fierce defender of industry’s agenda in his work.”**
PANE further determined that a list of his “publications reads like a list of ILSI opinions and

ILSI meeting reports,” which “gives the impression that Boobis is a ghost writer for ILSI.”%

In addition to 19 chemical manufacturers and affiliated organizations RISK21 participants
include the Consumer Product Safety Commission, the Department of Agriculture, the
Environmental Protection Agency, the Food and Drug Administration, and the National
Institutes of Health.® RISK21 has four sub-teams working on agendas that are closely
related to important and controversial areas in the development of risk assessment practice.

* The Exposure Science Sub-team: Accurately determining the extent to which certain
populations are exposed to toxic chemicals is of critical importance to both risk
assessment and risk management, particularly in terms of protecting those that might
be more susceptible to toxic effects, such as children and the elderly. The RISK21
exposure team, led by a representative from the National Institutes of Health working
closely with a scientist from Arysta, a large chemical manufacturer, works to characterize
exposure to chemicals with an emphasis on “real-world” exposures and a “data-driven”
approach. An exclusive emphasis on existing exposures is minimally protective of

Page 9
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human health because it fails to account for potential new or unpredicted exposure
scenarios.” Choosing whose “real-world” exposures are relevant to regulatory decisions
is also an important exercise, given the problem of toxic hot spots near Superfund sites,
power plants, and chemical facilities.

* The Dose-Response Sub-team: Dose-response science attempts to determine the
relationship between exposure to a chemical and specific toxic effects. Most toxicological
research involves dosing animals with a chemical, measuring the response, and then
extrapolating from that data human-relevant dose-response curves. The relationship is
governed by complex biological processes and is one of the most important aspects of
risk assessment. The RISK21 dose-response team, led by representatives from Dow and
University of Nebraska, aims to quantitatively incorporate dose-response information
into risk assessments with a strong focus on mode of action analysis.** Focusing solely
on mode of action analysis has the potential to over-emphasize certain obvious chemical
effects in the body while losing sight of the overall toxic effects caused by exposure and

43

highly complex biological processes.

* The Integrated Evaluation Strategies Sub-team: “Integrated evaluation strategies”
is a catch-all for HESI’s push away from current risk assessment practices, including
animal testing, and toward a heavy reliance on in vitro testing and rapid assessments of
individual chemicals. Other expert organizations, like the National Academies’ National
Research Council have acknowledged that the new techniques are not yet reliable and
are “at least a decade away.”** An EPA scientist and a former Syngenta scientist lead
the RISK21 team, which is developing a framework that relies on new technologies for
evaluating the toxicity of chemicals that is “more accurate and utilizes fewer resources
than the current paradigm.”® Forcing a reliance on these technologies to save time and
resources would result in potentially drastic adverse effects on human health and the
environment because they can oversimplify the biological processes that are affected by
the chemicals’ toxic effects.*

* The Cumulative Risk Sub-team: One of the most important, and most frequently
overlooked, aspects of risk assessment, cumulative risk science attempts to account
for the wide variety of factors that contribute to the toxic effects that result from
chemical exposure. The RISK21 team is led by scientists at ExxonMobil and the
University of Milan and focuses on creating a method for assessing health risks of
combined exposures to multiple chemicals in the context of other stressors. The
RISK21 team downplays scientists’ ability to determine whether multiple stressors
combine at levels relevant to humans. In contrast, the NAS recommends that EPA
“draw on other approaches, including those from ecologic risk assessment and social
epidemiology, to incorporate interactions between chemical and nonchemical stressors
in assessments.”” Congress recognized the importance of cumulative exposures,
requiring EPA to consider cumulative risk when determining pesticide tolerances
under the Food Quality Protection Act.*

-w the Manufacturers of Toxic Chemicals Seek to Co-opt Their Regulators
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Current HESI Committee Leadership

Page 11
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Current HESI Project Committees

Distinguishing Adverse from Non-Adverse/Adaptive
Effects
sanofi-aventis, Dow, Colorado State

Animal Alternatives in Environmental Risk Assessment
Procter & Gamble, L'Oreal

Development of Methods for a Tiered Approach to
Assess the Bioaccumulation of Chemicals
Dow, USEPA

Biomarkers of Nephrotoxicity
Pfizer, Newcastle University, John Moores University, sanofi-
aventis

HESI Project Committee on Imaging for Translational
Safety Assessment
Duke University, GlaxoSmithKline

The Relevance and Follow-Up of Positive Results in In
Vitro Genetic Toxicity (IVGT) Testing

Dow, sanofi-aventis

Vaccines and Adjuvants Safety
Sanofi, Medicines Evaluation Board (CBG-MEB)

Evaluating Causality in Epidemiologic Studies
Subcommittee
Dow, USEPA

Frameworks for Alternative Chemical Assessment and
Selection of Safer, Sustainable Alternatives
Dow

\_

Current HESI Technical Committees

Cardiac Safety
GlaxoSmithKline Safety Assessment, College of Veterinary
Medicine, Cornell University, U. S. Food and Drug
Administration, Data Sciences International (DSI), Lilly
Research Laboratories, AstraZeneca

HESI Global Developmental and Reproductive
Toxicology (DART)
Sanoft, AstraZeneca
HESI Application of Genomics to Mechanism-Based
Risk Assessment
Pfizer, National Institute of Environmental Health Sciences

HESI Immunotoxicology Technical Committee (ITC)
Pfizer, Amgen

Protein Allergenicity Technical Committee (PATC)
E.I. DuPont de Nemours and Company, Syngenta, Academic
Medical Center, Amsterdam University

Risk Assessment in the 21st Century
Syngenta, Imperial College London

~

Government scientists’ participation in these committees and meetings allows HESI

to make claims to scientific consensus where none actually exists. Government scientists
involvement with HEST and its members is inappropriate because they are engaging

in potentially far-reaching policy discussions without the public notice and transparency
that would attend similar discussions if pursued according to the rules that exist to govern
these kinds of interactions and protect the public—for example, the Federal Advisory
Committee Act, which places great emphasis on open meetings, public involvement,

and reporting of committee activities.” Because the interactions between government

Cozying Up: How the Manufacturers of Toxic Chemicals Seek to Co-opt The-
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scientists and industry representatives fostered by groups like ISLI-HESI and TERA-ARA
generally occur before any Notice of Proposed Rulemaking, they are not recorded on any
docket and are thus not made known to the public. Even more troubling is that government
scientists, to the extent to which they are influenced by their interactions with industry

in these pre-decisional discussions, may be unduly predisposed to favor industry during

the actual rulemaking process.

Recommendations

The Obama Administration has repeatedly reafirmed its commitment to running a clean
and transparent government. President Obama’s 2009 scientific integrity memorandum
states his aspirations for protecting government science from undue influences.”® Shortly
after its publication, EPA Administrator Lisa Jackson published her own memorandum
pledging transparency with respect to scientific analysis at the Agency.”' Unfortunately, the
administration’s initiatives have had mixed success. As this report indicates, serious problems
can occur when EPA scientists interact with industry scientists in circumstances that industry
spokespeople characterize as “partnerships” with government. Portraying such discussions

as balanced collaboration appears to be an attempt to whitewash ends-oriented deliberations
that have as their primary goal the weakening of controls on toxic chemicals.

So that it can attract and retain the best scientists, the government should encourage agency
scientists to participate in events organized by private sector scientific organizations that

do not attempt to influence government policy in ways that favor their industry financial
supporters. Such events allow government scientists to remain current on the latest
developments in research and interact with other scientists in their field without exploiting
their status as civil servants to make any recommendations seem less biased. For instance,
the American Association for the Advancement of Science hosts a yearly forum on Science
& Technology Policy.”

Chemical manufacturers have taken advantage of agency scientists’ interest in professional
development by fostering the growth of organizations like ILSI and TERA, which blur

the lines between professional development and policy advocacy. For instance, after NAS
published the Silver Book both ILST and TERA set up committees (RISK21, ARA’s Beyond
Science and Decisions) to partner with agency scientists in order to increase their influence
over future federal agency risk assessment practices. Government scientists’ participation in
such activities undermines EPA’s independence and objectivity.

Government scientists need not turn to industry and its affiliates for professional
development. Professional societies and organizations such as the American Association for
the Advancement of Science provide numerous opportunities to engage with colleagues in
relevant fields.”> And EPA policies designed to protect against individual bias on the part of
agency employees should be revised to incorporate stronger protections against undue
industry influence when agency employees are pursuing professional development
opportunities.*

- How the Manufacturers of Toxic Chemicals Seek to Co-opt Their Regulators
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Guaranteeing Transparency, Eliminating Conflicts,
Balancing for Bias

The Federal Advisory Committee Act (FACA) sets out the basic legal framework that
safeguards the integrity of federal agencies’ consultation with outside experts.”> FACA’s
findings declare that “the public should be kept informed with respect to ... [the] purpose,
membership, [and] activities.”® Although FACA only applies to committees established or
controlled by government agencies, the principles it sets forth indicate the huge gap between
what can rightly be called a collaboration among stakeholders and the biased processes that
ILSI and TERA sponsor. Those principles include:

* Committee membership must be balanced for bias, taking into account “a cross-section
of those directly affected, interested, and qualified, as appropriate to the nature and
function of the advisory committee.””

* Before accepting appointment, potential committee members should fully disclose their
other affiliations.”®

* FACA committee members are subject to federal ethics and conflict of interest laws.”

* Committee meetings must be open to the public.

The National Academies endorse similar principles in the rules governing their committees.®
The international health community has also taken steps to preserve the integrity of its
committee deliberations. The World Health Organization (WHO) requires disclosures to
be made before scientists can participate in meetings and places great emphasis on disclosing
the relationship between the administrative unit or organization with which a scientist

is interacting and any commercial entities.” WHO committees foster transparency by
inviting neutral outside scientists to observe the committee proceedings. WHO also requires
disclosures to be made before scientists can participate in advisory meetings, including “any
interests that could constitute a real, potential or apparent conflict of interest, with respect

to his/her involvement in the meeting or work, between a) commercial entities and the
participant personally, and b) commercial entities and the administrative unit with which
the participant has an employment relationship.” (emphasis added)® The stipulation that
scientists must avoid potential or apparent conflicts of interest is critical. The ILSI and
TERA activities described above do not meet this appropriately rigorous standard, much less
the threshold requirements of balancing advisory panels for bias and conducting committee
deliberations in public.

Page 13
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We urge EPA and other agencies to take steps to put an immediate end to these
collaborations that benefit industry and undermine trust in government. Specifically:

* EPA and other government agencies should withdraw their employees from
participation in activities sponsored by ILSI and TERA immediately.

* Government agencies should adopt ethics rules that:

* Prohibit government scientists from co-authoring articles with industry-sponsored
experts regarding matters that may be considered by their respective agencies,
including individual toxicological risk assessments;

* Prohibit government employees from participating in private sector activities that
are designed to influence a decision under the jurisdiction of the employer agency if
such expert will be asked to endorse the final work product produced by the group.

* Government agencies should establish programs to ensure that these ethics standards are
being met, including review by trained ethics officers of individual requests to undertake
extracurricular activities; limits on the time spent on such activities; and affirmative
recommendations regarding appropriate private sector organizations. In formulating
lists of qualified organizations, agencies should take into consideration standards for
balance, transparency, and conflict of interest used by professional societies when they
accredit entities that provide continuing education in their respective fields.
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