
American Jinimal of Law & Meilicine, 30 (2004): 119-54
© 2004 American Society of Law, Medii:ine & I-:thii;s

Boston Universitj' School of Law

Equal Treatment for Regulatory Science:
Extending the Controls Governing the
Quality of Public Research to Private
Research

Wendy Wagner^ & David Michaels^

1. INTRODUCTION

The imperative that agencies use "sound science" in developing their
regulations has become a major preoccupation of the political branches. In only a
few years. Congress passed two appropriations riders that provide extensive new
mechanisms for the public to critique the science used by agencies. The executive
branch quickly followed suit, promulgating regulations to implement these two laws,
as well as proceeding on its own '"sound science" missions. In the space of less than
one year, the OtTicc of Management and Budget ("OMB") circulated for public
comment draft peer review requirements for the scientific review of agency science,'
and the Environmental Protection Agency ("HPA") launched a Ilill scale program to
improve the quality of the models it uses in regulation,' as well as "Assessment
Criteria" to be used by agency officials in reviewing the quality of third-party
(primarily state) science."* This near-obsession with the quality of regulatory science
has become so serious that industry consultants sent letters to major universities

Joe A. Worsham Centennial Professor, University of Texas School of Law. We are most
grateful to Aaron fickell for iiis invaluable research assistance on TSCA 8(e) submissions.

** Research Professor, Department of tinvironmontal and Occupational Health. George
Washington tJniversity School of Public Health and Health Services.

' These riders are known as the Data Access Act and the Data Quality Act. '! he Data Access
Act (also known as the Shelby Amendment) was passed as a rider lo ihe Omnibus Appropriations Act
for Fiscal Year 1999. Pub. l'. No. 105-277, 112 Slat. 2681-495 (1998). The Dala Qualitx Act was
passed as a rider to an appropriations bill, section 515 of the Treasury and (ieneral Government
Appropriations Act lor Fiscal Year 2001, Pub, I-. No. 106-554, 114 Stat. 2763A-153-55 (2001).

- On-Ki (11 MANA(i[:Mi:Nr AND BurxiiJ, Pi:i:i< RI-.VIF".W ANH INEDRMAHON OLIAI.ITY,
Puoi'osi I) Uiu I I UN (Aug. 2003), nvaiUthlc al http:/'/wwu.uhitehouse.gov/omb/inforeg/peer review_
and info_qualily.pdf.

-̂  See Memorandum from Christine Todd Whitman, Environmental Protection Agency
Administrator, to Assistant Administrators. Associate Administrators, Regional Administrators and
the Science Policy Council (Feb. 7, 2003). avuiUible at http://www.thecre.com/pdf/whitman_
memo.pdf.

^ A Summary of General Assessment Factors for F.valualing the Quality of ScientiHc and
Ti;c!inical Information, 68 ted. Reg. 39,086 (2003) (announcing the availability of the new guidelines
online at http://wvvw.epa.gov/iiuality/inlbrmationguidelines).
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warning them that any research their faculty produces that is later used for regulation
must meet the government's multifaceted "sound science"" requirements.^ Even
federal courts have become involved by presiding over a complaint that the
government's climate change models are not reliable and should be withdrawn troni
public dissemination.''

At the same time that "sound science" reforms are proliferating, there is a surge
in aeademic concern about the objectivity and quality of private or "sponsored"
science used for public policy. Regulated parties who sponsor research that informs
regulation of their products or activities have incentives to influence the research in
ways that ensure favorable outcomes. Yet since research design and reporting is
inherently layered with discretionary judgments that are diOlcuIt to discern without
replicating the research directly, systemic biases in these judgments are difficult to
detect from the outside. As long as sponsors control the research at some or all
poinis in the research process, adverse results can be suppressed and the design and
reporting of experiments can be biased in ways that produce results that support the
sponsor's interests, rather than otTer a disinterested examination of potential harms.

Despite their rather obvious points of convergence, these two sets of eoncerns
have remained separate over the past decade. Worrisome evidence of compromised
private research is effectively ignored as the "sound science" reforms take aim
primarily at publicly Hmded research.^ As a result, oversight of the quality of
regulatory science is growing increasingly biniodal: public research is subject to
increased scrutiny, while private research remains largely insulated from outside
review and meaningflil agency oversight.

In this Article, we argue that to the extent there is a problem with regulatory
science in health and safety regulation, the "sound science" reforms miss the target
by taking aim at public, rather than private science. We develop this argument in
three parts. Kirst, in Part II of the Article, we identify the critical role that private
information plays in regulation, and how under-reporting of harms eouid lead to far
greater harms and risks than society is willing to tolerate. We then present evidence
supporting a conclusion that private research is otten compromised, especially as
compared to federally funded research, in ways that underreport adverse etlects and
lead to a misleadingly rosy picture of the safety of a sponsor's products or wastes.
Next, in Part III, we identify how the laws, and especially the "sound science"
reforms, get the problem precisely backward by focusing oversight checks on
federally flinded researeh and exempting, or at least providing far less internal and
external oversight of, research sponsored by aflc'cted parties. Finally, in Part IV, we
describe ways to equalize the review of publicly and privately sponsored research. In
the absence of this equal treatment, regulated parties will continue to have few
incentives to produce private research of high quality, while at the same time they
will critique public research when the findings are adverse to their interests.

- See Lcltcr from Jim To//i. Conler for Regulatory LiffectivL-ncss, lo American Association of
University Professors (Aug. 6, 2003). avuiltihlv ai http://www.theere.com.

^ See, e.g., Andrew C. Rcvkin, Suil ChiillfHf:<.^\ Climah- Clmn^f Report hy U.S.. N.Y. TIMKS,
Aug. 7, 2003, at A21.

^ Part W.Bjnfra.
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II. THE IMPORTANCE OF HIGH QUALITY PRIVATE SCIENCE FOR
ENVIRONMENTAL AND PUBLIC HEALTH PROTECTION

Public health regulators make life and death decisions when they promulgate
standards to protect the public health. If the research they rely upon to make these
decisions is compromised, then there may be more losses, perhaps substantially
more, than the regulators or the public onlookers are willing to tolerate. An
accumulating body of evidence suggests that some of the private science that forms
the primary, and sometimes the exclusive, input for regulatory decisions regarding
publie health and safety laeks important seientifie safeguards that eould result in
research that underreports harms to health and the environment. In this Part, we first
discuss the important role that private seienee plays in regulation. We then turn to
the ways in which the harms in this sponsored seienee might be underreported by
sponsors who reserve control over the research.

A. CRITICAL ROLI-:OK PRIVATL:SciiiNcr:TORF-CHII.AIION

Privately sponsored science often provides the exclusive information for making
decisions about the safety of pesticides and chemicals. Under both the Federal
Insecticide, Kungicide, and Rodentieide Aet ("EIFRA"f and the Toxie Substances
Control Aet ("TSCA"),' manufaeturers of new products are required to provide the
agency with all available information on the safety of the products as a condition to
marketing, and in some eases are required to conduct new research on product
safety.'" Manufacturers who market existing pesticides and chemicals are also
oeeasionally required to conduct research to help regulators assess the produet's
safety." Many of these mandatory tests are specified under relatively rigid protocols
thai leave little r(K)m for discretionary reporting.'' But as tests become more
substance-specific and less eapable of being eondueted in a controlled laboratory
setting—for example, studying reproductive and developmental ettects in organisms
exposed to a substanee in the environment—the amount of researcher discretion in
the design and reporting of findings inevitably inereases.

The laws that regulate the release of pollutants depend less fundamentally on
private research in setting regulatory standards, but nevertheless make use of any
science that is available, including privately sponsored science. As a result, risk
assessments used to set contaminant levels in drinking water and exposure standards
for worker protection are often based in part on private seienee.'^ This voluntarily

^ F-cdcral InsccticiiJc. Fungicide, and Rodcnlicide Act ("FlhRA"). 7 U.S.C. ij!; 136 el seq. (2000).
•̂  Toxic Substances Control Act ("TSCA"), 15 U.S.C. î ij 2601-2629 (20(10).
'f Sec; (.•.)-.. I-IFRA, 7 D.S.C. § 136d(a)(2) ("11" at any time afler the rereyistration of a

pesticide the registrant has additional factual informalion regarding unreasonable adverse elTects on
the environment of the pesticide, the regislr;int shall submit such inform;ition u» Ihc Adminstralor.");
TSCA. 15 U.S.C. §S 2607 (c). (e) (same); hi. t; 26{l4|b) (requiring premarket toxicity testing as a
condition lo registration of new pesticides).

11 See. e.!^., FIFRA, 7 U.S.C.!; 136a-l; TSCA. 15 U.S.C. tj 2603(a).
' - Under FIFRA, the Knvironmcnlal Protctjtion Agency ("HPA") has developed a chart setting out

the series of tests that a manufacturer musl conduct before a pesticide is permitted to enter the market. See
40 C.F.R. pt. 158 (2003) (setting forth a "basic eore set" of more than 100 studies that would assist in
determining the effects of pesticides); Id i; I5S.34O (providing a table tor all testing requirement.s and
guidelines under illRA). Not all of these tests specily rigid testing protocols, however. See, e.g., 40 C.I .R.
§S 158.290, 158.490, 158.590 (testing to determine respectivciv the environmental fate of pesticides,
impacts on wildlife, and effects on nontargel insects).

'^ The extent of private science underlying our scientific understanding of toxic substances
has not been s\stemalically studied or dneiimenled. Aneedola! aeeounts, however, reveal that a
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produced research, in eontrast to mandated research produced under the pestieide
and chemical regulation statutes, is typically done without the benefit of rigid
protocols and thus its quality is even more difTicult to evaluate.

B. WHY THE QuAt.n Y OF PRIVATELY SPONSORED SCIENCE CAN BE COMPROMISED

At the same time that privately sponsored researeh provides a critical input to
regulation, there is growing evidence that it can be compromised in ways that might
underreport or even suppress evidence of harm. Sponsors face strong ineentives to
design and report research in ways most favorable to their interests and to suppress
adverse results provided they can do so without detection. In the past, more than a
few products or pollutants have been left effectively unregulated because the
manufacturer or polluter concealed evidence of the true harm or obseured adverse
results. Privately sponsored science, if done without guarantees of research
independence, thus violates one of the most llindamental norms of seienee; namely,
that researeh be disinterested.'""

Evidenee of underreporting of harms in private researeh is most common in the
biomedical arena, although there is growing evidenee in the environmental and
publie heahh arenas as well." Unfortunately, many of these unscientific practices
are missed by regulators. "* In a world with infinite resources, any biases that infeet
research would ultimately be caught through third-party, disinterested replication of
the researeh. Given the scarce resources and considerable seientifie gaps in
environmental regulation, however, resources are rarely if ever available to replicate
the scant researeh that does exist. In addition, the trade secret classification of the
ehemieal eomposition of many of these products, eoupled with the lack of public
funding, means that the amount of public replication of private research results is
limited. As a result, sponsors often enjoy an effective monopoly on the scientific
information base regarding their produets. The ways that privately sponsored
science can be and has been compromised are discussed below.

I. Falsification of Data and Research Findings

Falsification of research is the most serious, but fortunately the least common,
problem with privately sponsored researeh used for regulation. Palsifieation is
dilTieult for regulators to deteet, short of replicating the research, but because the
penalties for cotnmitting fraud are often devastating, sponsors generally avoid this

significant portion of research used to regulate produets is industry-sponsored. See., e.g.. U.S.
ENVIRONMfiNIAI. P R O i r C T K l N A(ii ;NCY, l N l l t i R A T l l ) RISK INIORMATEON S Y S T I - M , A T R A / I N H , a!

hltp://www.epa.gov/iris/subst/0209.htm (lasi updated July 12, 2004) (showing Hl'A"s Integrated Risk
Information System or IRIS databases identifying nine studies available on the oral dose toxicity of
atrazine, eight of whieh were eondueted by Ciga-Cieigy Corp. and the ninth was indeterminate with
regard to sponsor) [hereinafter AIRA/INL:]; .vt̂ i- al.\o SmiDON KRIWSKY. Sell Nff- IN llir PRIVATL
INIHRI.ST: HAS iiii; t.iiRi: oi I'Ronts CoRRtiiMin THI- VlKini' av BiOMhniCAi. Rr-stARCii? 146
(2003) (observing that "[almong the tens of thousands of elinical trials occurring each year, most are
funded by for-profit companies seeking to gain FDA approval lor new drugs, clinical procedures, or
medical devices.").

'4 See, e.g.. ROHl-RI K. Ml RION. The Sormutive Stniclure of Science, in Tlir SoclOI ()(,Y ()!•
SCII:NCI;: Tiir.oRFTICAl, AND EMPIKKAI. iNVLsriGAiiONS 267, 275 (J. Guston ed.. 1973) (identifying
honesty, objectivity, and disinterestedness as norms constituting the universal "methods of science").

15 See Wendy H. Wagner. Choosing Ignorance in ihe Kfaniifiicliire of Toxie Produets, 80 CtiRNHLL

'^ See Wendy K. Wagner, Commims Ignorance: How ihe Environmenlul Laws Have hailed
Us. _DUKt: L.J. __ (forthcoming 2004).
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means of manipulating research. Criminal and civil sanctions, impaired firm
reputation, and distrust by regulators all can result from a single falsifted study.'^
Moreover and in any case, there may be ways short of fraud to control the outcome
of research as discussed helow.

Yet even though falsification of research in regulation is uncommon, it is not
unprecedented. The most notorious examples of fraudulent research in
environmental regulation occurred with a contractor who falsified a number of
results in conducing required safety testing for pesticide manufacturers in the
1970s.'^ These data fabrications saved the consulting organization time and
resources, but were not evidently intended to produce preordained results for
specific pesticides.'"* Falsification of measurements collected as part of mandatory
self-monitoring requirements has also been documented. For example, the Coal
Mine Health and Safety Act of 1969"" requires coal operators to collect bi-monthly
air samples of the underground work environment to identify excess levels of coal
mine dust iti order to reduce the risk of eoal workers pneumoconiosis among the
miners." '̂ The mine operator sends the dust exposure samples he collects to a U.S.
Department of Labor's Mine Safety and Health Administration ("MSHA")
laboratory for analysis, and if the results exceed a permissible level, the mine
operator receives a citation and monetary penalty.""^ When these provisions were
originally proposed, eoal miners scoffed at the idea, likening it to self-enforcement
for trafVic violations; imagine a system when the driver is asked to voluntarily send
the state police a notice that they have driven over the speed limit so they ean be sent
a traffic ticket. Widespread abuses of the self-reporting system were uncovered in
the 1990s, when the MSHA laboratory discovered that mine operators had tampered
with hundreds of dust samples. Suspicious samples were identified as eoming from
approximately one-third of the mines eovered by the law; more than 200 mine
operators (including at least one of the nation's largest) and their eontractors were
eventually convicted on criminal charges."

2. Ends-Oriented Biases in Design and Reporting of Research

Sponsors can also design or report regulation-relevant research in ways that are
favorable to their interests, btit fail short of being clearly fraudulent or dishonest.'"'

17 Set-. f.«., False Statements Accountability Act of 1996. 18 ll.S.C. S 1001 (2000Hproviding
for fines or iniprisanmcnt for falsification or concealment of material facts from the federal
government).

"* Scv Thomas O, McCiarity, Beyond Buckman: H'ron^ftd Mcinipululiiin of the Rcf^ultiinry
Process in rhv Law "f Toris. 41 WASHHURN L.J . 549, 562 (2002) (describing incidents of forged
toxicology reports required under FITRA). ["or other incidents of fraudulent or misleading reports and
data submitted to regulatory agencies under the hood Drug and Cosmetic Act, see id. at 559-63.
Addilionally, in an older study of Food and Drug Administration ("FDA"} audits of clinieal research
on drugs, hetueen 7 and 12% of the research sampled revealed serious deficiencies in the research,
some of whieh involved made-up data and research fraud.

1*̂  Id. at 562.
20 3OU.S.C.ch.22(2O0O).
-I -fe'/t/. §§813.842-43.

22 5c't';W. t!iiX13, 814(0.
23 James L.Weeks. The Fox Guarding the Chicken Coop: Monilorin}- Exposure t<i Respiriihti;

Coal Mine Dust. 1969-2000,93 AM. J. PUEJ. HhAt.ll! 1236(2003).
24 Professor Krimsky endeavors to isolate this type of ends-oriented bias, which appears to

afiect the outcome of the research in statistically significant ways. See generally KRIMSKY, supra note
13, at 141-44; see also Sidney A. Shapiro, Divorcing I'rofit Motivulion Jrom Ai'H' Drug Research: A
Consideration of Proposals to Provide FDA With Reliahle Test Data. 1978 DliKI' L.J. 155. 163
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In the design of the research, there are often choices to be made by the researcher
about test subjects, laboratory conditions, lengths of time of the study, and what
types of observations to report, even for rigidly specified protocols."^ In a self-
designed study of the etTects of pesticides on birds, for example, the researcher
might make decisions about which effects to notice and record in the data log, and
then later, which effects to statistically analyze. If each of these incremental
discretionary decisions is made in a way most favorable to the sponsor, the results
can ultimately tend toward one side of the results spectrum.'^''

Similarly, decisions about how to report effects in a study can be affected by a
researchers' predisposition towards the outeonie. Some adverse effects can be
downplayed or explained away in the written findings, while the positive outcomes
of the study can be overemphasized. In one study of 192 random clinical trials
conducted on prospective drugs, for example, the researchers found that the written
reports of the research did not adequately describe the adverse effects of the drugs
under study or explain why a patient stopped taking the drug."^

Evidence that parties with direct conflicts of interest can somtemes design and
report results in ways that are favorable to their interests, rather than in ways that
best represent the research, has been extensively documented."** The "funding
effect," where the results of privately sponsored research are statistically compared
against the results of publicly Ilinded research on similar regu I at ion-re levant
questions, shows consistent and rather dramatic sponsor-bias in the fmal results."*^
For example, one study published in the Journal of the American Medical
Association reports: "By combining data from articles examining 1140 studies, we
found that industry-spon.sored studies were signillcantly more likely to reach
conclusions that were favorable to the sponsor than were non-industry studies."^" In
research of the tobacco industry, there is even statistical evidence that this sponsored
research is of lower quality, a conclusion based on findings of independent
reviewers who were blinded to identifying characteristics of the affiliations of the
authors." Although the funding effect shows only a correlation and does not prove

(discussing Ihis problem in research by drug companies on the safety of drugs); Shankar Vedantam.
Anlidepressiinl Makers a'ilhhoUl Data on Children. WASH. Pos I, .Ian. 29, 2004, at AI.

-' In condiicling laboratory Icsts on the toxicity ot'a substance, for example, researchers might
fociis exclusively on rccortting ihe tumors (if the experiment is designed to tesl for cancer) and will
nol even record or take written nolice of other types of surprise adverse reactions thai oceur in the
course of the study.

-^ See KRIMSKY. supra note 13, at 142-44 (describing the discretionary decisions that arise in
conducting studies on ihe safety and cirieacy of drugs); iJ. at 155-58 (describing evidence of sponsors
"tweaking ihe protocols" when under legal pressure),

-^ Sec John P.A. loannidis & Joseph l-au. Completeness of Safely Reporting in Rimdomi:ed
Trials: An Evaluation of 7 Medical Areas. 285 JAMA 437 (2001).

-^ See generally DAN FAGIN & MARTANNF L A V L L L E , T O X I C Drcl 'PIION: H u w (III Clll MICAI
INDUS[RY MANtPiii.ATi'.s SCIKNCE, BI-:NDS THII L A W . AND rNDANCirRs Y O U R I | [ - A I . I I I 33-50 (1996)

(diseussing evidence of fraud and bias in industry-conducted or sponsored studies on the safetj of
substances).

'^ Sec K R I M S K V . >!(/"*" '"->te 13, at 145-5(1. 154, 158 (discussing numerous studies tlnding a
"funding elVecl"" published in ihc .louinal of General Internal Medicine, British Medical Journal, New
England Journal of Medicine, and the Journal of the American Medical Association): Joel I.exehin et
al., 326 BRH. M I D . J. 1167-76(2003) .

^^ Justin E. Bekelman et al.. Scope and Impact of linancial Conjliets oflnleresi in Biamedical
Re.seardi. A Sy.siemalic Review. 289 JAMA 454, 463 (2003).

" See Deborah Barnes & Lisa Bero, Scientific Quality of Original Research Articles on
Tohaeco Smoke. 6 TOHACC'O CoNTRO! 19 (1997).
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or explain bias in the design or reporting of findings of sponsored research, biases
(or strong financial conllitts) remain one of the leading explanations for the eflect.^'

Other evidence of undue sponspor influence in regulation-relevant research is
more anecdotal, but nevertheless worrisome. In a number of individual research
projects, some sponsors have exerted dramatic control over the oulcome of the
research, to the point of designing the study, framing the research question, and even
editing and ghost-writing the article by hiring scientists willing to "collaborate"
closely with the sponsoring industry under contracts that require sponsor control of
the research. '

Additionally, several prominent scientific Journal editors lament the ways
regulated parties have abused publication practices to provide a misleadingly
positive picture of the body of research that has bearing on their products. Some
sponsors, for example, have been caught publishing the same study in difTerent
journals under dilTerent author names with no cross-references, making it appear that
the research support in favor of their product or activity is based on several
independent studies, rather than simply a re-reporting of the same findings.'^ Since
commissioned studies are viewed in the scientific community as being less credible
than studies without atTected sponsors, disclaimers are increasingly required as a
condition to publication/*^ To circumvent this requirement, some sponsors have
developed ways lo "launder" their research support through nonprofit shells to create
the illusion that they play no role in research that supports their interest.̂ "^ Parties

3- See K.RIMSKY. Miprii note i3 . at 147.
3-̂  One ol' tiie editors of the Jniirnal of the American Medical Association iias argued tiiat

ghost-writing is occurring in iiiomedical articles al an alarming paec. Companies will pay the big
names to appear on the b\line in place of the ghostwriters, who conlribute only their prestige lo the
slLidy. Drummond Rennie et al,. H'hcn Aiilhorxhip Fails: A Proposul lo Make Coiilrihutors
Accounliibic, 278 JAMA 579, 580 (Aug. 20, 1997): .sec also Antony Barnclt, Rcvealftl: How Drug
Firms 'Hoodwink' Medicii! Joiirmtls. ()l)Sl-RVl-.K, t)et. 7. 2003, uvaiUihIt- al http://
observL'r.guardian.eo.uk/uk ncws/story/0.69()3,l 101680,00.html.

As a result, some prominenl research journals refuse to publish litcralurc reviews or editorials
where the author has a eonilict of interest in the outcome, since the extent and elVect of the bias is
difllcult to detect through the usual methods of replication and validation familiar to science. See.
e.f!., INI I RNAIIONAI. C O M M I I I lil. Ol Ml .n iCAI . JOHRNAI LDMORS, U N I K ) R M R I O U I R I M I - N I S I D R

MANtiscRlPis SlifiMli ihO i() Bi()Mr;nifAt. JOURNALS, ai http://www.icmje.org (last updated Nov.
2003) ("Hditors may use information disclosed in conliict i>f interest and financial interest statements
as a basis for editorial decisions.").

^^ See, e.g.. Rennie et al.. sitprii note 33, at 5X0 (observing that "|r|epcaled publication of ihc
same work, with or without minor additions, inllates bibliographies and is common. When similar
parts of the same trial are published repeatedly under dilTerent authors' names, without cross-
referencing, ihc record is dislorlcd in the name of promotion, and mcta-analysis is confounded to the
detriment of care."); Drummond Rennie, Fair Conihicl ami Fair Rcporling of Clinical Trials. 282
JAMA 1766, 1766 (I'-)'-)'-)! (discussing spcciHc examples of the over-publication of and failure lo
cross-reference to clinical trials).

•'-̂  Sec. t'.fi., J o s e p h S a n d e r s , The Heiicleclin Litigalion: .\ Cii.sc S/mh in /he Life Cycle i</ Mtiw

Torls. 43 MASllNCiS LJ. 301. 337 (iyy2) (describing Merrell's researeh eonducted afler litigation in
Bendcclin cases as a "lose-lose proposition" because "lilf they showed an cfTccl. the studies would be
used againsi the eompany" and if they did not "Ia)ny slight technical flaw in the design or execution
of the L'xperimenl would be exploited by plaintifTs to undermine Merrell's findings'").

^̂  See. e.g., Deborah E. Barnes and Lisa Bero. Industry-Funded Research and ConJIiel of
Inleresl. An Analysis of Research Sponsored by the Tohaceo Industry through the Center for Indoor
Air Research. 21 J. UhAt.lH POL. Poi.'Y & L. 515-42 (1996); Alicia Mundy, Hot Flash. Cold Cash.
WASH. MONTHLY, Jan. l, 2003, at 35 (reporting on drug companies' influence on a nonprofit called
The Society for Women's Health Research, which includes substantial corporate giving and
representation on corporate board: this influence is ultimately reflected in the Society's position on
various issues).
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trying to influence regulation have also commissioned review articles and convened
expert panels that purport to summarize existing research on a topic—such as the
health effects of environmental tobacco smoke—even though in reality the
commissioned review articles or reports are intended (and contractually guaranteed)
to portray existing research in the light most favorable to the sponsor."

3. Suppression of Adverse Results

Einally and perhaps most serious is the ability of sponsors to suppress research
when the results arc adverse to their interests. Unlike fi-aud. suppressing adverse
results can sometimes be done with discretionary judgments that are not illegal.
Eor example, sponsors can abort research before it is completed, and base this
decision on limited resources or some purported design flaw in the study. Eor
research that is completed, sponsors can still justify withholding the results based on
discretionary judgments that the research design or reporting was incomplete or
flawed in some way or that follow-up research is needed to confirm or validate the
findings.^'' All of these judgments are difTtcult to question from the outside and can
often be justified, however weakly, even if the suppression is discovered.

In practice, suppression of research has been a recurring problem with privately
sponsored research. Sponsors sometimes contractually reserve the right to suppress
publication of the research they fund and are not reticent to use this right if the study
results are adverse to their interests.^" Some corporate actors have selectively
limited access to potentially damaging information abtiut their products and
activities in ways that substantially harmed public health.^' Eor example, Johnson &

^̂  The skillful use of review articles has been identified as one strategy used by at least the
tobacco industry. Deborah E. Barnes & Eisa A. Bero, li'hy Review Articles on the Health Effects of
Passive Smoking Reach Different Conclusions, 279 JAMA 1566 (1998) (finding that the most strongly
supported explanation for the discrepancy in reviews assessing the impact of passive smoking was
whether or not they were written by authors afllliated with the tobacco industry). The creation of
hand-picked or "stacked" expert panels is even more commonplace. See, e.g.. Si ANTON Gl ANTZ ET
AL., ruh Cic.ARI TTI- PAPLRS 32-33 (1996) (summarizing that fobacco Industry Research Committee
("TIRC," later named Council for Tobacco Research ("CfR")) was formed jointly by tobacco
companies with the publicly identified purpose of "!und|ing] independent scientific research" on
hazards of cigarettes, while internal documents reflect ils true purpose was "for public relations . . . to
convince the public that the hazards of smoking had no! been definitively proven"): RICHARD
Kl iKil R, Asiil.s lo AsHKs: AMLRICA'S HtiNDRin-Yi AR CKIARI- rit: WAR. Tni-: \'\m\ if HI:AI.TH, AND
Thii UNAUASIII-D TRHIMPH OF PFIIUP MORRIS 164-67, 205-12. 227-29, 466-68 (1996) (describing the
activities and mission of the tobacco industry's TIRC/CTR); ALICIA MdNDY, DiSPF-NSlNti will) tin:
TRtnH: Tnh VicriMs, iiih DRtKi COMPANII s, AND IHF' DRAMAIIC STORY BriiiND wn. BAI ii i-. OVI-R
FtN-PniN I 19 (2001) (discussing how the manufacture of Fen-Phen convened an expert panel to
review the drug, but how many ol the experts selected had allegiances to the company).

^^ See Sameer S. Chopra, Indu.siry Funding of Clinical Trials' Benefd or Bias'?. 290 JAMA
113. 113-14 (2003). available at http:'/iama.ama-assn.org/egi/reprint/290/l/l I3.pdf (discussing
researcher biases that can influence the interpretation of clincial research results).

3^ See, e.g., Goldie Blumenstyk, The Price of Research. CHRON. IlKilllR V\1., Oct. 31, 2003.
available at http://ehronicle.com/free/v50/ilO/IOa02601.htm (discussing how industry sponsor of herbicide-
related research attempted to delay publication of the adverse results, at least according lo ihe researcher).

'"̂  See, eg. Uruce M. Psaty & Drummond Rennie, Stopping Medical Research to Save Money:
A Broken Pact with Researehers and Patients. 289 JAMA 2128. 2128-29 (2003) (diseussing tlie
efforts of Apotex Inc. to conceal research, including the halting of two trials under a confidentiality
clause and issuing legal warnings under the guise of confidentiality to prevent the prinieipal
investigator from publishing the study results or disclosing risks to patienls).

•*' See. eg.. MtlNDY. supra note 37, at 133-34 (eiting attempts to conceal how many reports of
pulmonary hypertension Fcn-Phen received): FAdIN & EAVI LI L, supra 28, at xxi (discussing the
ability of Ihe tabacco companies to mislead the public and keep their produet.s on the shelves despite
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Johnson,''" A.H. Robins,''^ Merrell Dow, "̂* and the asbestos,"*^ vinyl chloride,'"' and
tobacco"*̂  industries were all caught concealing information about their products'

mouting evidence as to the harmful nature of those products); SHI-.I.DON RAMITON & JOHN STAIIHI-.H.
TRUSI US, Wh'Ri'. ExPKKis! (2001) (describing, through a number of case studies, how ihe tobacco
companies used third-party public relations consultants to distance tbem from misleading information
about their activities).

42 See West v. Johnson & Johnson Prods.. Inc., 220 Cal. Rptr. 437. 445 (Cal. Ct. App. 1985)
(discussing the company's reception ol' consumer complaints and information that would not
ordinarily be available to third parties).

•̂-̂  A.M. Robins, ihc manufacturer of the Dalkon Shield, actively concealed the adverse results
Ironi the very limited safety testing it did conduct. Sei\ <-•.}>.. fetuan v. A.H. Robins Co.. 738 l*.2d
1210, 1240 (Kan. 19S7) (awarding punitive damages based on corporate misconduct, including
evidence thai A.H. Robins "commissioned studies on the Dalkon Shield which it dropped or concealed
when the results were unfavorable" and "consigned hundreds of documenis to the furnace"). Cf
MORTON MINT/, Ai ANY Cosi: CORPORA IT GKI-TTJ, WOMI N. AM) Tin DAI KOK Smi.i.i) 122 (1985)

(referencing memo by Kenneth Moore, Project Coordinator of Robins's Dalkon Shield, reporting that
Rohins's main purpose in funding research was "to make available Ibr publicalion extremeh good
Dalkon Shield results"). l-or example, Robins initiated a two-year study thai was never made available
to the medical profession on the efleets of the Dalkon Shield on baboons eight months after il started
selling the product. "Among eighl |of the baboons fested]. one "perished," and among ten, three
sutTered perforation of the uterus . . . ." Id. at 123 (quoting testimony of Dr. John W. Ward, Director
of Toxicology and Assistant Director of Scientific Development). Following an esealation of concern
by company employees over the potential of Dalkon Shield's string to carry bacteria trom the vagina
to the uterus, Robins retrieved 303 used strings for examination by a stati scientist. Dr. ] homas C.
Yu. Dr. Yu Ibund detects in all but 35 of ihe strings. Dr. Yu"s boss swore that Robins maintained "no
written records of the exams or the results." Id. at 134-35. There is also some suggestion that Robins
destroyed sensitive Dalkon Shield documents in order U) belter defend against litigalion. See Francine
Schwadel, Robins and Plaintiffs Face Uncertain Future: Chapter II Filing Postpones 5,100 Dalkon
Shield Ca.scs, WAL.I Si. J., Aug. 23, 1985, at 4.

** Merreil Dew's culpability in the conlroversial breast implanl litigation was in large part due
to its stubborn refusal to research the adverse etTects of silicone in ihe body cavity (even at the
insistence of the Food and Drug Administration), in light of their own preliminary and secret in-house
evidence suggesting that the implants were leaking and harmful. See, e.g.. Hopkins v. Dow Corning
Corp., 33 F.3d 1116, 1127-28 (9th Cir. 1994) (affirming punitive damage award based in part on
evidence that company concealed adverse results of clinical studies and knew that long-term studies
were needed). In Hopkins, the court stated;

Dow obtained results of a study in which tour dogs received silicone gel implants that
resembled the implants that Dow was then marketing. Ihc results demonstrated that
after six months, the implants appeared to be functioning properly, but that atier two
years, intlaniniation surrounding the implants demonstrated the existence of an immune
reaction. Dow did not publicly release the results of this research for several years, and
when il did ultimately release the results, Dow omitted the negative findings and
implied that the impianis were safe.

Id. at 1119; see al.so Rebecca Wcisman, Reforms in Medieal Device Regulation: An Examination of
the Sdicone Gel Breast Implant Dehacle. 23 Ci(H,ni:N GATh U. L. Rl.V. 973, 987 n.l22 (1993)
(quoting Dow Corning discovery documents and summary of scientitlc studies). Dow Corning also
conducted a study in 1974 Ihat revealed that silicone could "trigger strong reactions of the immune
system," but Dow Corning denied such a reaction at an FDA hearing in 1991. Id. at 988 n.l23.
Finally, in 1987 Dow Corning was aware that some of its employees had falsified documents
regarding silieone breast implants, but Dow Corning did not alert the FDA t<j these misstatemenls
until 1992.5f(.'JW.

4̂  The record of asbestos manufacturers' attempt to conceal or downplay the hazards of
asbestos is well documented. See generally PAtn. BRODl.tiR. OtilRAtil-ODS MiscONDdCl: Till-:
ASBl-.STOS iNntlslRY ON TRIAL (1985) (chronicling asbestos litigation throughout the industry). Some
of the more dramatic examples include animal studies on asbcstosis in the I93()s, the findings of
which, by agreement, belonged to the investors until they agreed to disclose them to the public, notes
detailing Johns-ManviUe Co.'s health review committee meeting during which executives "developed
a corporate policy of not informing sick employees of the precise nature of their health problems for
fear of workmen's-eompensation claims and lawsuits." and successful company efforts to persuade
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adverse health impacts. The manufacturer of an antidcpressant, Paxil, was recently
sued by New York State for concclaing unfavorable result.s from cliniea! trials done
on children, leading to demands from the seientifie and medical community that
pharmaceulieal companies be required to publicly disclose the results of all clinical
trials, regardless of whether reportina of the results of the research is legally
mandated. In the oeeupational health arena, a textile manufacturing company—
wielding a confidentiality agreement—pressured occupational medieine researchers
to suppress data showing adverse elTects on workers in the nylon tloeking industry/*'
A large number of companies have also resisted mandatory reporting requirements
on the adverse effects of their products/"

III. UNEQUAL SCRUTINY OF THE QUALITY OF PRIVATE RELATIVE TO
PUBLIC RESEARCH

As the previous section details, the quality of privately sponsored research is
often compromised by bias, yet environmental regulatory decisions nevertheless
must depend upon it in setting protective standards. As a result, public health and
environmental regulatory decisions based on private science could systematically
underestimate the risks of a product or waste stream.

By contrast, publiely funded research, by virtue of its greater assurance of
research independence, would seem to be mueh less inclined to be eneumbered with
systematic biases that alTcct researeh fmdings.^' The diverse motives and
baekgrounds of the researchers doing puhlic health researeh, which generally include
scientists from consultant laboratories, HPA, and academia, further dissipate the

the editor of" a trade magazine that growing scientific studies on "asbestos . . . [should] receive the
minimum of publicily." /(/. at I 16-17. M 8-19, 145.

•^^ 5ft 'Gl RAID MARKOWII/& DAVID ROSNI-R, DECI:11 AND DI NIAl : m i Dl ADIY Pol.l 1ICS Ol
lNDUS'lKlAl, PoM.I: I ION (2002).

'*'' The tobacco industry vigorou.slv concealed both its research on the carcinogenic and on the
addictive properties of cigarettes, .^ec. e.f;., Gl ANI7 I:T AI,., supra note 37, at 15 (concluding that by
the early 1960s Brown & Williamson Tobacco Company and its parent. British American lobacco.
"had developed a sophisticated understanding of nicotine pharmacology" but did not disclose this
understanding to con.sumers); I'lL at 58-107 (outlining documentary evidence of industry's knowledge
of and research on addictive properties of nicotine); Pllll ir J. Hll rs, SMOklscRlil.N: Till, TRUTH
BfcliiND ini fonACto iNULiSIRY Covi-R-Up 38-40 U996) (describing cover-up of rich research
conduclcd internally on carcinogenic properties of cigarettes and Brown & Williamson's "document
retention" policy that involved shipping all of this research and underlying documentation out of
country).

'"̂  See. L'.j^., liliot Marshall, Rurieti Da/a Citn lie Hiizanlim.s lo u Compiiny'.\ Heallh,, 304
Scii-.NC'I. 1576 ( 2 0 0 4 ) . For the scientif ic and medica l c o m m u n i t y ' s d e m a n d s for a pub l i c regis t ry of all
c l in ica l t r ia ls , see Andrew H e r x h c i m c r , Open .4ccess lo Indiislry 's Clinically Relcviml Daki, 3 2 1 l l K l l .
Ml D. J. 64 (2004). See American Medical Association. American Medical .-ts.socialion Recommends
thai DIIHS E.\UihH.\h a Registry for (ill U.S. Clinical Trials, al httpi.'/wwu.ama-
assii.org/ama/pub/arlicle/1616-8651.html (.lune 15, 2004).

*'* Krank Davidoff, Sew Disease. Old Slory. 129 ANNAI S INTE RNAI Mi I). 327-28 (1998). A
university-based researcher found a new form of interstitial lung disease, ""(loek worker's lung," and
its eapacity to aftect as many as 2,500 persons employed by the nylon Hocking industry in the United
Stales. The company and the researcher's university attempted to suppress the findings; with the
university responding hy eliminating the oeeupalional tuedicine unit and deciding not to renew the
lead researcher's cmpkivmcnt eontiacl. See f-enerally Wade Koush et al., Piihlishin^ Sensitive Data:
Who Calls the Sho/.s., 276 Scil NCI. 523 (1997) (eonMdentiality agreement between researcher and
textile eompany used to suppress data shouing adverse effects on workers).

-** See infra Section III.A.
^' See. e.j?., KRIMSKY. supra note 13, at 144 (describing the differcnees thai could lead to hias

in industry-sponsored research relative lo publicly funded research).
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likelihood that there will be systematic biases that lean dramatically one way or
another. This is borne out in empirical studies of researeh.^^ In fact, the "sound
science" proponents tail to provide evidence of significant problems with publicly
llinded science used in public health regulation.^

Yet despite the higher probability of bias in private research relative to publie
research, most "'sound scienee" laws and regulations focus peer review, external
complaint processes, and other quality controls almost exclusively on publie
researeh or syntheses of research fmdings. "* At the same time, they exempt a good
portion of private research from their requirements. Private research is also
exempted from public scrutiny through guarantees aftbrded "proprietary
information" and "confidential business information" ("CBI").^^ The laws and
regulations, in other words, do precisely the opposite from what the underlying
quality of the research would demand. They tend to insulate private research from
scrutiny and focus attention on public research.

The ways that the quality of private research is under-regulated in relation to
public researeh are detailed in this seetion.

A. PRIVATK RKSHARCH IS OFTPN Ct.ASSIFIHD ANIJ IS NO1 PUBLICLY AVAILABLE

A great deal of private science is classified and reviewed hy only a few, eleared
government officials, despite the fact that open communication of research is a tenet
of good science.^'' Most classification of private research is based on the protection
of industry "trade seerets" and is intended primarily to protect proprietary formulas
and manufacturing processes from use by competitors.^' Current regulatory
programs provide regulated parties with the option of elassifying any information
that they believe eould be used by a competitor to their eeonomic detriment.^'' As a
result, inanufaeturers and polluters have been given wide latitude under at least
FIFRA and TSCA to classify health and safety researeh that they believe can cause

52 See supra notes 29 and 30 and aeeompanying text.

53 See. e.g.. Wendy F:. Wagner, The 'Bail Science' Fiction: Reclaiming the Dehalc over the
Role of Science in I'lihlie lleallh ami Environmental Regulation. 66 LAW & CONIf.MI'. PKOB.S 63 , pi II
(2003).

^^ See Lars Noah, Scientific "Repuhlicianism": Expert Peer Review and the Quest for
Regulatory Deliberation, 49 EMORY L.J. 1033, 1034-35 (2000) (discussing Congress ' use of peer
review lo improve agency decision-making).

-''-'' Lawrence Kaplan, Annotation, What Constitutes "Trade Secrets and Commcricial or
Financial information Obtained from Person and Privileged or Confidential." i-lxempt from
Disclosure Under Freedom of Information Act <5 U.S.C.A. § 552<b)(4)). 139 A.L.R. FliD. 225 (1997) .

56 See Public Infornialion and Confidentiality Regulations. 59 Fed. Reg. 60,446, 60,446-
60,447 (Nov. 23 , 1994) ("The |Fnvironmental Prolection] Agency collects ehemleal, proeess, waste
stream, ilnancial, and other data from tens of thousands of facilities in man> seetors of Ameriean
business. Companies Irequenlly consider this information vital to iheir competitive position, and claim
it as confidential business information (CBl)'").

5^ See fienerally I'ROI 1 C ilON Ol- Si NSI IIVI BlISINhSS INHIRMAIION M 1111. l iNVIRONMTNl Al.

P R O T E C T I O N A<iLNCY S 1 (Roi>is & G R A Y 1998) (describing the "mosaic cfTeet") [hereinafter
PROTF.CTION].

58 See, e.g.. HPA, PFSTICIUKS: FRl-:i-;DOM o r I N F O R M A T I O N A C T (FOIA), CONHDiiNllAL
BlislNl-ss INFORMATION (CBI) RHVIKW, a/ http:// www.epa.gov/pesticidcs/roia/cbi.htm (last updated
July 9, 2004) (listing environment-related information ihat is commonly claimed as confidential)
[hereinafter Pl.sllcEDrs: f'Ri.i.DOM oi- INIORMAIION AC!] . Ihe Occupational Safety and Ma/ard
Administration ("OSHA") also allows employers to withhold infbrmalion on chemical identities from
employees by claiming they are iradc secret protected, as long as they indieate they have done so on
the label. See 29 C.F.R. S l910 . f200( i ) (2003).
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economic harm as confidential business information, often without specifying the
nature ot the trade secret concerns. Once the CBI claim is asserted by a regulated
party, the claim of "trade secret" is generally considered valid^'' by the EPA until a
party requests the information under the Ereedom of Information Act ("EOIA").''*'
Health and safety studies (as well as most routine claims on the corresponding
chemical identity of a toxic substance) are among the information classified by
industry as CBI,**' even though the laws expressly disfavor this classification.'''^
Under most existing regulations, moreover, the CBI claims require no
substantiation^a manufacturer has only to stamp the documents "confidential" for
the privilege to apply.**' No otfieial from the company need take responsibility for
asserting the claim;''^ there are no penalties for asserting the claim when it is facially
frivolous;**'^ and the firm is presumed to waive the privilege if they do not stamp this
information as confidential when first submitting it to the agency.'''' Based on this
regulatory structure, firms openly concede that it is more cost-effective for them to

5'> St-e 40 C.K.R. §§ 2.204(c). 2.2O4(d) (2003). The HPA has promulgaled catcgorii:al denials
of confidential business information ("CB!"} for certain types of informalion \\.c., pcrmil applicalions
for National Pollutant Discharge lilimination System permits under the Clean Water Ael) which
presumably deter such claims and apply immediately. .5i't', c.^-. id. § I22.7(b) (2003) {identifying
narrow categories for which "claims of confidentiality . . . will he denied").

60 See id. § 2.204(a); Public Information and Confidentiality, 65 Fed. Reg. 80,394, 80,395
(Dec. 21, 2000) (observing that "'CBI regulations generally do not require a business lo submit a
substantiation until disclosure becomes an issue"). Generally, it appears that a Freedom of Information
Aet ("FOIA") request serves as the impetus for the KPA to review a CBI claim. Set-, e.^ , id. ("\,V\
often finds it necessary to make llnal confidentiality detcrminalion.s as a result of FOIA requests or
rulemaking."). In 1994. KPA reported that it received more than 40,000 FOIA requests a year. man\
of which sought confidential business information. See [;PA, Public Information and Conndcntiality
Regulations. 59 Fed. Reg. 60.446. 60,447 (Nov. 23. 1994). Nonetheless, KPA aggressively challenged
more than 700 CBI claims under TSCA in 1990 on its own (without a FOIA trigger) and appeared to
make substantial headway in reducing the number of over-inclusive claims. See Julie Yang. Note.
Confulcnlial Biit^iness Infonnalion Refiirm tinder the Toxic Siihsriiiice\ Control Act, 2 l-̂ NVTI.. I.. 219,
235 (1995) (reporting and documenting this development). Fhe literature does not reveal whether I'PA
has been able to keep up with this internal review effort since 1990.

1̂ See, e.g., PESTlcinrs: FRrrDOM or INIORMATION ACT, supra noie 58; HAMPSIIIRI.
Ri:Sl:ARCH ASSOCIAIKS, INC.. INKI.UFNCF, OF CBI RF-;O!)IH!".MINrS (JN TSCA lMPI.r.Mi:NTATION 18-19
(1992) Ihereinarter HAMPSHIRE STUDY)

">- Since trade secret protections are a general common law construct. Congress has authority
to balance them against other goals, including health and environmenlal protection. Although ihe
balancing is struck differently in the various environmental stalutes. Congress has indicated Ihat the
balance should favor ihe general disclosure of information needed to determine potential adverse
public health and environmental effects. See. e.g.. FiFRA. 7 U.S.C. § I36h(d) (2000); TSCA, 15
U.S.C. i;26l3(b)(2000)-

&3 A'f 40C.F.R. §2.203 (2003).
M SfcgcnercdiyiQC.f.R. §§ 2.201-2.310 (2003). C/. 40 C.F.R. § 350.7(c) (2003) (presenting

a contrasting approach to CBI taken under the Emergency Planning and Community Right-to-Know
Act("H?CRA")).

^5 See generally 40 C.F.R. §>; 2.201-2.310; see also Christopher J. Lewis, Comment, When Is
a Trade Secret Not So Secret?: The Dvjiciencic-s of 40 C F R Part 2. Subpart B. 30 FNVTI . L. 143,
171-72 (2000) (making this same observation regarding ihe lack of disincenlives for overbroad CBI
claims). For a contrasting approach under tl'CRA, see 42 U.S.C. ij 1 1045(d)( I) (2000) (outlining a
conirasting approach whereby the HPA can assess S25,000 for each frivolous claim).

^^ 40 C.F.R. § 2.2O3(e) (2003). Once the information is publicly disseminated, the company
loses ils right to claim misappropriation of a trade secret. James T. O'Reilly, Seeking n Truce in the
Environmeniul Information Wars: Replacing Obsolete Secrecy Conjlicts with New Forms of Sharing.
30 ENVTL. L. RM'. 10203. 10204 (2000) (discussing this point and concluding that "[tlhis threat of
income loss provides the economic incentive that molivales industry to oppose agencies" broader
dissemination of induslry-submilted technological and process data").
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routinely stamp as much internal information as CBI when no substantiation is
required.''^

At the same time that the claim is effectively costless for industry, it can be
quite costly for those trying to obtain access to the information.'''* To access
information stamped CBI, an interested party, including a health professional,
researcher, or the physician of a person exposed to the substance, must know the
information exists (or probably exists);'''' send a FOIA request; follow up with a
second FOIA request if pieces of information appear left out or unaccounted for; and
be prepared to litigate if the information is not produced. The search costs are even
high for the agency, since streamlined comprehensive databases and filing systems
may not be possible for CBI-stamped data, and only "cleared" regulators (until
recently a category that excluded all state officials)^" can access the information.^'

<'̂  For example, llrms have argued in opposing CUl reforms thai the internal analysis required
lor some form af uplront substantiation of trade secret elaims (i.e., determining what internal
infortnatiiin is legitimately trade secret protected and what is not) is so time-consuming thai it might
violate the Regulatory Klexibility Act due to the added burden the requirement would impose on small
manufacturers. It is far less costly, ihey argue, lo err on the side of over-claiming. .9ft', e.fr.. Letter
from Warren K. Stickle, President, Chemical Producers and Distributors Association, & Bill Balek.
President, International Sanitary Supply Association, to EPA (June 13, 2001), avuihible at
http://uww.cpda.com/Content/regulatory affairs/archived/regulalory affairs archived material.cfm.
At the same lime, fiPA's administrative costs appear quile substantial. See, e.g.. Mary L. Lyndon,
Secrecy cini! Innovation in Tort Law und Rc^ulaiion. 23 N.M.L, Rl V. 1, 34-36 (1993).

''8 See generally GI-:NI:RAL ACCOtiNlINC, Oir iCf , TOXIC SuilSIANChS CON[R(j|. A t l :
Lh(llSI.ATlV^: CHANGhS CODl.D MAKI- XW A lT MoRI Kl-FIXTIVF.. GAO/RCl iD-94- l03 , at 54-61
(Sept. 26, 1994) (discussing how the scientific community and others would benefit from lower cost
access to TSCA data that is claimed Ct i l ) [hereinafter I n x i c SUBSiANfl-.s CoNIRoi, A c i | ; Susan D.
Carle, Note, A lhi:arc/(>ii.\ Mix: Discretion to Disclose luiil Incentives to Suppress Under OSHA 's
Hazard Communication Siandcird. 97 YAl.r L.J. 581, 596-600 (1988) (discussing manufacturers'
tendency to claim product ingredients as trade secret protected under OSIIA, making OSHA's hazard
communication standard, which provides warnings to workers, elfcctively unenforceable).

As a result, a Cfll claim raises the "search costs" for others to access ihe information, in some
cases so substantially that interested parties will invest neither the money nor the lime in obtaining the
information or in learning how they might obtain it.

''^ For these and other scientific costs that How from CBI claims, see Lyndon, supra note 67,
at 34-39.

™ The statute was read lo foreclose allowing slate ofllcials to access information claimed as
CBI. TSCA, 15 U.S.C. tj 2613(at (2000). tPA has worked to provide states access through the
"contractors" provision ol'TSCA. Id. § 26l3(a)(2); see Yang, xupra note 60, at 232.

1̂ See, e.g.. O'Reilly, supra nole 66, at 10204. "Both EPA employee access and F,PA
contractor access to formula and process data was sharply curtailed [after the 1976 Polaroid hearing],
and the system's cumbersome operation provided Irequeni Federal Register notices when documents
were shared with tiPA contractors." /(/. at 10206. As a result, some of this information is likely missed
or proves practicably unoblainahle to ageney regulators or their citizen-oriented watchdogs because of
the impediments to accessing it. See. e.g.. Access to Confidential Business Information by Syracuse
Research Corporation, 65 Fed. Reg. 11,777 (Mar. 6, 2000) (giving notice of access to CBI data for
contractor who will use the CBi data to conduct risk assessments and related studies on health
hazards).
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Moreover., agency

[s]tafi' discussions on chemicals [classified as CBI] must be held in
secure areas, documents can be reviewed only in secure environments,
meeting notes themselves become confidential documents and must be
logged and guarded under lock and key and computers must have their
memories and permanent storage media erased alter processing
confidential data/"

This limited scientific review is suboptimal for ensuring the quality of the
underlying data and research. One study of CBI concedes that "Iwjhile there is no
reason to doubt the competence of [1-!PA Office of Pollution Prevention and Toxics
C'OPPT")] scientists, limited data access results in limited review."^^ "As an
example, the structure-activity prediction methods used by OPPT scientists depend
to a significant extent upon CBi data; they therefore can not be fully evaluated by
outside scientists."'"^

Indeed, the increased barriers to agency stalf and nonprofit groups in accessing
CBI information provide still more potential benefits to firms that aggressively
classify their information as trade secret protected,^^ A 1992 Hampshire Study '̂'
reported that federal and state agencies encountered significant barriers accessing
CBI information, while labor and environmental groups said they had "given up" on
seeking CBI information submitted under TSCA." For example, in the review of
biotechnology products, environmental groups reported that it took three years to
acquire the CBI stamped information under FOIA; by that time, the industry's
request for a license had been approved and "in many cases the environmental
release of genetically engineered organisms had occurred."^** The Hampshire study
also noted the lack of public participation on EPA's efforts to ban asbestos, a tact
that it attributed in part to the fact that a significant portion of the information on the
safety of asbestos, and the agency's analysis of thai information, has been classified
by the regulated industry as CBI.

Despite the potentially significant social costs in terms of reduced scientific and
public oversight of private research, the EPA has few incentives to conduct more
aggressive review of CBI claims. The high direct cost of reviewing all stamped

^- See, e.g.. foxi(_- SUBsiANfls CoNlKui. AC I, supra note 68, at 5:1; .see also HAMF'SllTRr
STtJDY, supra note 61, at 26-27 (observing the extraordinarily limited access to CBI; "[elven
typewriter ribbons must be secured until they arc destroyed").

-̂' /</. al 35.

^̂  Ihis possibility is lurther reintbreed by the grounds that industry sometimes gave lor
claiming as CBI health and safety studies reported under section 8(c) of fSCA. Sec HAMl'siliRF
SlUDY, .Kupra note 61, at 18-19.

''^ llAMPSillRI SmiJY, supra note 61 .
" /(/.at 28-32.

^^ Id. at 3 1.

"̂̂  The Hampshire Study researchers observe:
In the nearly llfleen years that this regulatory efiort has been under uay, public
participation has been minimal, rellecting the fact that FPA has been unable to
publicly release the analytical documents that support its regulatory decisions,
particularly with regard lo asbestos economics and potential substitute materials. Ihis
situation clearly illustrates the 'infectious' nature of CBI, in that even governmenl-
conducted analyses that rely on CBI materials thejiiselves become CBI. It further
demonstrates the potential for CBI elaims to have lundamental impacts on the
regulatory process, precluding effective public oversight.

Id. at 32.
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information provides the first major impediment. " As a result of these eosts, agency
officials concede that they typically do not review the merits of industry CBI claims,
at least lor new chemical classifications.**' Instead these claims are automatically
retained,**' Second, from the ageney ofTieial's perspective, there are more costs than
benefits to disputing CBI claims. Agency officials who wrongfully divulge trade
secret information can be charged criminally, imprisoned for up to one year, and
must be terminated from their position.**^ The agency also could be subjected to a
"reverse FOIA" suit,"^ and potentially even a suit claiming compensation for the
wrongfi.ll misappropriation.**' By contrast, the only penalty for making an erroneous
judgment nol to disclose CBI is the possibility of a suit by the person seeking the
information under FOIA,*"' Since FOIA requestors do not have access to the non-
disclosed information or even the firm's justification for asserting the claim in some
cases,*''' the claimants are naturally handicapped in challenging the determination
that the information has competitive value. ** At worst, the agency will only be
forced to disclose the information.'*'

Studies show that firms take full advantage of this generous approach to trade
secret proteetion and assert the claitn even when doing so is clearly without

80 See id. at 17.

81 Id.

8- /,/ al 17 (reporting thai "excepl for the 8<d|/K(e) Challenge Program and challenges . . . the
vast majority of claims submitted are not reviewed").

83 See Trade Secret Act. 18 tl .S.C. ij 1905 (2000). Resource Conservation and Reco\ery Act
and IT'CRA also prt)vide sanctions for persons who disclose trade secret information but are not
employees of the governmem. TSCA, 15 U.S.C. § 2613 (2000): RCRA, 42 U.S.C. ij 6927(b)(2)
(2000); l-PCRA, 42 U.S.C. !j 1 1045(d)(2) (2000); .vft-«/.v(> Clean Air Acl, 42 U.S.C. jj 7 4 1 4 ( 0 ( 2 0 0 0 ) .

84 .'Jef,c'.^'., Chrysler Corp. V. Brown, 441 U . S . 2 S ! (1979).

85 See, e.g., Ruckclshaus v. Monsanlo Co., 467 U.S. 986 (1984) (finding a partial propertj
right entitled to compensation as a result of F.PA's disclosure of health and safety studies on
company's pesticide).

^^ See, e.g., 40 C'.F.R. § 350.1 l(b)( I) (2003) (providing person requesting information under
KOIA thirty days to appeal to federal court a decision denying the request on the ground the
information is CBI).

^^ 40 C.F.R. § 2.2O5(c) (2003) (giving a company's substantiation for a CDl claim automatic
confidential treatment); sec also 65 Tec!. Reg. 80,.'!94, 80,396 (Dec. 2 1 . 2000) (conceding potenlial
problems wiih I J 'A ' s policy of automatically classifying suhstantiations as CBI if the firm requests
ihem, which in lurn deprives FOIA requestors of not oiil> the information, but the basis for the CBI
claim that prohibits its disclosure).

8** Sec Lyndon, supra note 67, at 35.

8'' It has been suggested by a FOIA expert that the ageney will avoid this information as much
a.s possible because il wants to avoid both types of lawsuits. See, e.g., O'Reilly, supra note 66, al
10208 ("A possible trend in administrative agency data eollection may be the conscious decision to
avoid collecting CBI where the access to such iuforinalion ties up the agency in disputes over the
post-collection diseiosure of the CBI.") .

''** KPA openly concedes that the problem of overbroad CBI elaims is serious:
liPA receives a large number of submissions of various types of information claimed
as CBI. Many of the claims received are very broad, and ihe Agency has limited
resources to deal with this stream of information. A.s a result, large amounts of
information claimed as CBI arc retained by ihe Agency longer than necessary, and
broad or non-specific CBI claims may limit public access to information that is nol
actually CBI.

Public Information and Ciml'idcntiatity: Advance Notice of Proposed Rulemaking; Withdrawal ol'
1994 Proposed Rule, 65 Fed. Reg. 8o',394. 80.395 (Dec. 2 1 , 2000); see, e.g., llAMl^SHlKI SlUDY,
supra note 6 1 , at 7, 19, 2 1 , 24, 41 (discussing the sharp increase in claims when substantiation is nol
required over time and across statutes, and concluding that "all available evidence supports the
proposition thai much of the information covered by CBI claims is nol legitimately enlilled to
protection as TSCA CBI").



134 AMERICAN JOURNAL OF LAW & MEDICINE VOL. 30 NO. 2&3 2004

In 1990, for example, EPA reviewed CBI claims under the Toxic Substances Control
Act and challenged nonmeritorious claims.^' By 1992, "industry had voluntarily
amended and withdrawn over 600 claims alter EPA's inquiries." " CBI claims drop
substantially (by as much as 50-60%) when EPA does require upfront substantiation
of the nature of the trade secret protections, which it is legislatively required to do in
other programs.''' The Hampshire Study also found thai eonfidential information
was asserted for more than 90% of the premanufacture notices required for new
toxic substances under TSCA.''^ In these TSCA notices, the firms almost always
claimed as trade secret the chemical identity of the chemical, but they also asserted
CBI protections on other pieces of information needed to assess the potential health
risk of the product, including health and safety studies. ^ Unfortunately, however,
the Hampshire Study docs not give percentages for the extent of CBI claims on
health and safety research (as opposed to chemical identity); however, it notes
throughout the report that there was a signillcant incidence of these elaims,'"' despite
the fact that the agency's own general eounsel concedes that "health and safety
stud[ies]" should never or rarely be proteeted from disclosure by trade secret
elaims.'" Even industry representatives openly admit that they elaim CBI protection
when the claim is inappropriate.'"^

The General Accounting Office ("OAO") reports thai ihe Hampshire Study al.so found that firms
claimed as CBI under TSCA intbrmaiion that had already been disseminated publicly, "hor example,
information contained elsewhere in newspaper articles and corporate annual rcporls was submitted as
CBI uas publicly available informalion from Ki'A's Toxics Release Invenlory, a system that contains
nationwide information on toxic chemicals emitted into the air, ground, and water by manufacturing
facilities." ToxiC StiBSI ANCl-s CoNIRoi. Ac I. xupni note 68, at 56.

91 See, e.g. Jn re HercuWs. Inc., No, TSCA-llI-416, 1990 WL 303887 (Apr. 26, 1990).
'̂ - TOXIC StiRSlANCt:s CONIROL AC r, supni note 70, at 5:2. LPA's limited resources make

this approach available only in the short-term, however. Id. KI'A also reviewed CI3I claims on health
and safety studies and found thai over one-tltth of the claims had no merit. Id.

^'^ See. e.g.. HAMPSIIIRH STIJDY, supra note 61, at figs. 2, 6. Under TSCA, premanulacture
notification CBI claims do not require upfront substantiation whereas section 8(e) adverse effects reports do
require substantiation.

•̂̂  See id. at 44-45 (referencing figures 1 and 2).
^5 See id at 53-54 (referring to figures 9 and 10).
^ See, e.g., id. at 12 (observing that ••|s[ubstantial numbers of CBI elaims were asserted for

•toxicity, exposure, and environmental release data' except for the year 1986"); id. at 18-19
(recounting specific unjustified instances where industry asserted CBI claims on health and safety
studies for reason.s that did not relate to trade-.secret concerns).

•̂̂  See, e.g.. 15 tl.S.C. § 26l3<b) (2000); HAMI'SHIRI SIIIDY. .vif/;ra note 61, al 2^-2A: see also
Thomas O. McCiarity & Sidney A, Shapiro, The Trade Secret Slalu.^ of Health imd Safely Te.sting
Information Reforming Agency Disclosure Policies. 93 HARV. L. RI:V. 837, 874 (1980) (arguing that
ISCA "specifically e\empt|s| health and safety studies from the protections otherwise atTorded to
proprietary inlbrmation").

The Hampshire Study reaches strong conclusions with regard to the frequency of unjustified CBI
elaims, noting that:

In those cases where EPA has had the resources to evaluate individual CBI claims, it has
determined that a significant fraction of the submissions (up to 50 percent or more of
Section 8(e) filings) contained invalid CBI elaims. When submitters of these claims were
challenged, EPA prevailed /« eve-rv case.

HAMPSHIRE STUDY, supra note 61, at 41.

^̂  In the GAO's 1994 study, industry commentators who were interviewed "aeeepted the
[GAO's| basic finding that the cheniieal industry docs make improper confidentiality claims and
needs to address such claims." Toxic StJlJSlANCl.s CONlRoi. A t l , .supra note 68, at 5;2. They
defended their practice of overclaiming under TSCA, however, by arguing that "the purpose of TSCA
information is to provide LPA with a factual basis for chemical regulation, not to provide a basis tor
disseminating data on the chemicals to other interested organizations." Id.
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From the standpoint of ensuring the quality of industry research used for
regulation, broad CBI protections are very problematic. The only parties able to
review the scientific information are a few "cleared" agency officials, and the rigor
and assumptions made in their review are effectively unreviewable by others inside
and outside the agency. As a result, a few agency ofllcials will decide whether the
study's design and report passes muster, and these decisions themselves will be
completely insulated from public view, leaving the agency officials with reduced
incentives for making wise or aggressive decisions. The lack of oversight of
research quality might also lead some manufacturers who are particularly inclined to
conduct research of poor quality to take undue advantage of this reduced scientific
oversight and accountability. As a result, the underlying quality of this large set of
regulatory research may be compromised because it is insulated from searching
review. In opposing the government's use of proprietary models to predict harm,
industry has in fact conceded these serious problems that can attend classified
information.

Yet it comes as no surprise that the EPA's concerted ellorts to reform the
program have consistently failed given the multi-faceted advantages that accrue to
firms from classifying information, and the lack of documentation of the adverse
effects that generous CBI policies have on the quality and dissemination of scientific
research.'"" Indeed, industry representatives not only vigorously oppose regulatory
reform, but they argue that existing protections are inadequate to ensure that
competitive secrets are safe from disclosure when information is submitted to
regulators.'*"

^ The Viee President of Cropl.ite (the trade association o!' the iiii!ian\ pesticide
manufacturers), for example, has observed:

When puhlic at;t;L'ss Ui data and methods is not possible, such as when HPA must rely on
proprietary models to perform risk assessments, the Agency must be able to establish, as a
miilter of public record, that the "robustness checks" beini; applied are scientifically sound
and that reprodiieibiliiy is being verilled through meaningful, independent validations,
[Absent such a showing.| [tjhe Agency's decisions will continually be subject to challenge
as "black box" exercises, unless adequate demonstration of the quality, utility, integrity,
and objeetivity of the information produced by such proprietary models for use in
regulation.

Letter troni Ray S. MeAllister, Vice President. Science & Regulatory Affairs, CropLife America, to
bvangetine Isibris Cummings, Otllee of Environmental Inlbrmation, FJPA (June 21, 2002) uvuiiuhle
lit htlp:''/www.pestlaw.e()m/x/eomments/2002/F.PA-20()2062! A.html; sec also Letter from Jim Tozzi,
Member C'RI' Hoard of Advisors, to tivangeline Tsibris Cummings, Oftleer of r.nvironmental
Information, EPA (Mar. 22. 2002). uvailabic ill http:/.'theere,com/quality/20020319 cre-epa dq-
comments.html.

100 Over the past decade, l-J'A has twice attempted to reform the problem ol" overbroad CBI
protections without success. See 65 Fed. Reg. 80.394 (Dec. 21, 2000); 59 Fed. Reg. 60,446 (Nov.
23,1994); L,etter from Warren Ei. Stickle & Bill Baiek to EPA. supni note 67; GAO, ENVIRONMKNI Al.
iNioRMAiioN: EPA COULD Bi-rii.R ADDRLSS CONCRRNS ABOUT DISSI-.MINATING SHNSITTVI-

Bt)S[Ni-.ss lNFt>RMAriON (June 1999) [hereinafter ENVIRONMINATAI iNroRMATiON]; Toxic
SUBSIANCtS CONIROL AC'I, supra note 68; llAMKSHIRI- STUDY, supra note 61; see also Yang, supra
note 60, at 229-37 (discussing HPA's failed effort to reform CBI under TSCA in 1994); Confidenlial
Business Injbrmalion Rule on Hold as Regulalorv Negolialion Eyed, 26 ENVrt.. RKP. (BNA) 17
(1995).

EPA has also suggested tluit llrnis provide materials accounting to strengthen EPC'RA reporting,
which would include intbrmation on toxic chemicals that enter, are used, and leave the facility. These
reforms were similarly opposed and ultimately terminated by industry. See, e.g.. ENVIRONMI-NIAI,
iNtORMATION. supra note 100, at II, 12 (discussing how industry opposition based on CBI grounds
led to the abandonment of this proposal).

I"' Industry argues that even more trade-secret protections are needed given the "mosaic"
effect—the ability of competitors to piece together infortnation about their operations from bits of
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B. THE INSUI.AI ION oi PRIVATE RESEARCH FROM Oriii:R QtiAi.iTY AsstJRANCES
Appi.itiD TO PUBLIC RESEARCH

The confidential business information protections afforded private research
might be the largest source of reduced oversight and quality control over private,
regulation-re levant research. But even if there were no CBI and all research were
publicly available, under the current legislated and regulatory approaches, publiely
sponsored research still receives much tnore vigorous scrutiny than private research.
A number of tnandated quality controls apply only to federally funded research and
exempt most private research, even when it is used in making decisions about public
safety or environmental protection.'"* This skewed oversight is discussed, aticr Ilrst
outlining the existing scientific scrutiny of private research used in regulation.

I. Scientific Review of Private Research Used in Regulation

Although private research is subject to considerably less public scrutiny than
public research, there is some oversight of the quality of the research. For routine
private studies submitted in support of an application to market a product or to
obtain a permit to discharge pollution, the agency does review the information
provided and, particularly in the case of pesticides, may review the original research
and even the original data through the use of a working group.'"' When the research
is not classified as CBI, other parties, including competitors and public interest
groups, might also scrutinize the research if they have the time and interest, and ean
file suit against the EPA if they believe that the grant of a license or registration is
"arbitrary and capricious" because it is based on unreliable research.'""^

The main means of controlling the quality of private research and protecting
against biases in study design and reporting is through the specifleation of testing
protocols.'"^ These protocols set forth cookbook-like requirements for conducting
specific types of toxieity and related studies. Although rigid protocols cannot

publicly available data. Sec. e.g., 59 Fed. Reg. at 80,396 (discussing how the regulated community
"has made the argument that multiple pieees of data which may nut qualify individually to be treated
as CBI and are made puhlicly a\ailable ean be pieced together to reveal a trade secret.'"); Letter from
Warren Li, Stickle & Bill BaIek to EPA, .•mpni note 67, at 5 (same). In 199i<, the law Urm of Ropes and
Gray prepared a report lor the Chemical Manufacturers Association thai advocated adoption of a
uniform statute tbat would make it easier for its members to assert contldentiality claims based on the
'mosaic' argument. PKOI IcliON, supra note 57. Yet their support lor the "mosaic' effect problem was
based on a Chemical Manufacturer Association commissioned study that hired someone to recreate
one (not clearly random) industry based on the publiely available information. Id.

They also convened a working group to generally discuss the "mosaic effect," a discussion that
is devoid of concrete examples or evidence. ,SVe id. at 97-98. Ihe extent and pervasiveness of the
mosaic effect, then is weakly supported at best. Also unclear are the competitive harms that How from
this intelligence gathering. Ihe volutninous report on the mosaic elTect does not provide a single
example or argument about the potential types of harms resulting irom intelligenee-gathering-
consullant groups carefully piecing together publicly available information on competitor lirms. Id.

In its arguments, moreover, industry ignores the scientillc benefits of disclosure and assumes
that the only social value to disclosure is the "public's right to know" the risks to v\hicb they are
exposed. See id. at 107 (observing HPA's laek of CBI protection for some data cannot bcJustiHed by
its ""right to know' mission"). See generuUy id. at § 5.

102 See infra Section in.B.2.
I"-'' See. e.g., ATRA7tNr, supra notel3.
104 Administrative Procedure Act ("APA"), 5 U.S.C. § 706(2)(A) (2000).
"̂ 5 See suprii note 12 and aecompanying lext. Cf. EPA's (iood Laboratory Praelices. 40 C.F.R.

pt. 160 (providing general requirements for "good lab" practices tor research submitted to KPA; these
requirements still leave researchers wiih eonsiderable research discretion in the design and reporting
of most individual research projects).
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protect against the suppression of adverse results or data falsification, they do
provide itiiporlatit protections against bias iti the design of studies or in the reporting
of results. Yet this protection is still incomplete. For cxutiiplc, if the protocols do
not specify precise categories of adverse effects {or cndpoints) for animals exposed
to toxins, then there is remaining discretion in what to count as an adverse effect or
what unexpected effects to notice and report. These types of inevitabilities in most
toxieity studies, except perhaps for the most routine, thus leave room for bias. Some
of the tests ean also be altered or designed in ways that favor sponsor interests if the
agency has not specilled restrictive protocols in advance. There has been no
systematic inventory of the toxicity tests typieally used by sponsors or attempts to
rank private research studies according to the remaining researcher discretion in
design and reporting., so the extent of this problem remains unspecified. It is
evident, however, that this discretion exists in some research and that it can lead to
the underreporting of adverse effects.

2. Disproportionately Greater Oversight of Public Relative to Private Research

In contrast to the more limited scientific review applied to private research, a
number of separate, overlapping checks are applied to ensure the quality of public
research. The greater scrutiny applied to public as compared with private research is
sutTiniarized in Table I below and discussed in more detail in the subsections that
follow.

Table 1: Federal Quality Controls Governing Research Used for Regulation

Types of
Federally-
Mandated
Rcquiretnents
Governing
Research

External
review

Internal
ageney
review

Scientillc
tnisconduct
requirements

Public
DQA
complaint
process

Public
access to
underlying
data

Federally Funded Research
All facets ot research

Privately Sponsored Research
Study tnelhods and
results
Disclosure t)!'nature of
sponsor intluence
Suppression ofadverse
results

+

*

V Denotes complete requirement
* Denoles partial requiretnetit which exempts eonlldential business information
(CBI)
** Denotes partial requirement which exempts CBI, public tilings, and intbrmation
submitted for an adjudication.
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a. Data Access Ac!
The Data Access Act, passed as an appropriations rider in 1999, requires that all

"data needed to validate a federally funded study" be made available to requesting
parties through the Freedom oflnformation Act.""' Regulatory firms ean obtain data
from all federally funded studies and can review and reanalyze the data, oRen using
eleetronie data supplied by the original researcher.'"' However, studies conducted
by industry or others without the benefit of public funds are not covered by the
legislation's data sharing requirements.""* As a result, the data underlying private
research used in regulation need not be publicly available, even when access to this
data is necessary for the public to comment meaningflilly on a regulation that relies
on this private research. '"^ Indeed, the data might not even be available to the
agency itself, unless an ofTlcial explicitly insists on the data as a condition to
granting a license or permit.''"

The explicit exemption of private research from the Data Access Act not only
leads to lopsided public oversight of regulation-relevant research, but seems directly
at odds with the purported intent of the Aet. The rider's congressional sponsor,
Richard Shelby, justified the Aet on the need for greater public access to regulatory
science. As Shelby observes, "[pjublic confidence in the accuracy and reliability of
information being used to drive public policy ultimately is in the best interest of
scientific research. Increasing access to such data promotes the transparency and
accountability that is essential to building public trust in government actions and
decision-making."'''

b. Data Quality Act
A second law passed in 2001, also as a rider to an appropriations bill, the Data

Quality Act, provides mechanisms for interested parties to file complaints about the
quality of regulatory science, but again this Act focuses predominantly on publicly

'0^ 5feShelbyAmendment, Pub. [-.No. 105-277, I 12 Stal. 2681-495 (!998).
"•^ See OMB Circular A-1 1 10. Uniform Administrative Requirements for Grants and

Agreements with Inslitulions ot" Higher Education, Hospitals, and Other Non-Prolil Organizations, 64
l"ed. Reg. 54,926, 54.927 (Oct. 8, 1999) ("[l]n response to a Krcedom of information Acl (K)IA)
request for data relating to published research findings produced under an award that were used hy the
Federal Governmeni in developing policy or rules, the Federal awarding agency shall, within a
rcasunablo time, obiain the reqiiL-sted data so that they can be made available to the public through the
procedures established under the FOiA.'").

108 Sve OMH, Final Revision, OMB Circular A-l 10, 64 Fed. Reg. at 54.929 (requiring research
findings to be produced if they were "produeed under an award that [was| used by the Federal
Government in developing an ageney aelion that has the loree and elleet of law'").

10̂  See. e.^.. NAIIONAL RhSI-.ARfU CoHNCII., ACITSS If) RtSLARCH DA IA IN IHI 21 SI
CEiNIURY: AN ONCiOINd DlAl.OCiUl. AMONG iNlhKhSII.D PARIIhS: RIPORIOl- A Wt)RK.SHOl' 27 (2002)
(the ehair of the National Aeademy of Seienee committee, Richard Merrill, expressed coneern over ihe
faet that Ihe Shelby Amendment "is not bilateral in its applieation" sinee it does nol apply "to data
that [is| generaled by private dollars that [is] submitted to support agency decisions."); id. al 16
(reporting that panelist David Hawkins, representative of a public inlerest advocacy group, criticized
the Shelby Amendmcni for being '"one-sided" because it applies only lo federally funded research"
and not to "industry-supported studies that have been submitted on a confidential basis""),

II** Bui see CKNTER FOR REGULATORY EFKEC riVkNl-:SS, R[;i_AnoNSHIPS Wirn PRlVAIh
FiJNDiNti SoiiRCiiS, at http://www'.theere.eom/aceess/comments/2-9-7.htnil (last visited July 20, 2003)
("As part of the award process, federal awardees should be required to provide notice lo private
research partners that sharing data with federally funded researches may subject that data to possible
public diselosurc."').

I " Richard Shelby, Acvoiinlahilily and Tninspuri-ncy: Public Access lo Federally Fuiuk'il
Research Data. 37 HARV. J. LLGIS. 369, 379 (2000).
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funded researeh. The Data Quality Act requires agencies to develop formal
procedures "for ensuring and maximizing the quality, objectivity, utility, and
integrity of information (including statistical information) disseminated by Federal
ageneies" through a formal complaint process."' The implementing regulations,
however, exempt most industry-sponsored science from these new processes.
Speeifieally, the Data Quality Act requirements apply only to science that is
''disseminated" by an agency, but exempts "adjudications," which has been
interpreted to include studies produeed by a company to support an application for
licensing a product or obtaining a pollution permit.""* OMB has also interpreted the
term "dissemination" to exempt "public filings," which would seem to include
industries" documentation of eonipliance, as well as the basis for their Toxic Release
Inventory estimates submitted under the Emergency Planning and Community
Right-to-Know Act ("EPCRA")."" Finally, OMH exempts from the Data Quality
Aet all information classified as confidential business information.'"" Together these
Data Quality Aet exemptions insulate from the "sound seienee" requirements
virtually all mandated industry research. Subsequent "'data quality" regulations
passed by the agencies themselves leave OMB s broad exemptions of private
research in place. Most striking is EPA's recent promulgation of guidelines
intended specifically for the oversight of "third-party" research submitted to the

' I - Ireasury and General Ciovernment Appropriations Aet for liseal Year 2001. Pub. L. No.
106-554, Stat 5658 (2000).

l'3 See id. §§ 5l5(a), (b) (stating requirements apply only to information "disseminated by
Federal agencies").

ll"* See Guidelines for Ensuring and M;i\iniizing the Quality, Objectivity, Utility, and Integrity
of Information Disseminated by Federal Ageneies, 67 Fed. Reg. 369, 377-78 (Jan. 3, 2003) (defining
"dissemination" as "agency initiated or sponsored distribution of information to the publie . . . [but]
does not include[] distribution limited to eorrespondenee with individuals or persons, . . . publie
tilings, . . . or adjudicative processes"); NAllONAt. ACADLMY or ScirNcr. KNSIIRINC; rnr Qi'AnTY
()! DAIA DiSSIiMINATl-D BY TUI-: FFDrRAI Govi-RNMIiNI 60 (Mar. 21, 2002), available ul
h(tp://www7.nationalaeademies.org/stl/4-2 t-02_Transeript.doc [hereinafter N AS DA IA QUAt.l lY
TRANSCRIPT] (observing that the issuance of a permit constitutes an adjudication under the APA).
National Academy of Science, Ensuring the Oua'ity of Data Disseminated by the Federal Government,
available at http://ww'w7.natlonalaeademies.org/stl/4-22-02 Transeript.doe (Mar. 22, 2002)
[hereinafter NAS DATA QUAMIY IRANSCRII>I DAY 2] (expressing concern that the ageney "reaeh[es|
into the open literature for information that it will use in making a peslieide decision and that though
that literature may be peer reviewed, . . . we believe |it{ eomplies with a much lower quality of
standards in terms of transparency and reproducibiiity to trump the data produeed under higher quality
standards hy nianutaelurers in making a pesticide decision").

"-'' See Guidelines for Ensuring and Maximizing the Quality, Objeetivity, Utility, and Integrity
of Information Disseminated by Federal Agencies. 67 Fed. Reg. 369, 377-78 (Jan. 3, 2003) Idetlning
"dissemination" as "agency initiated or sponsored distribution of information to the publie . . . |but|
does not include distribution limited to correspondenee with individuals or persons, . . . publie tilings,
. . . or aitjudieative processes'").

'I ' ' See 67 Fed, Reg. 369, 374 (listing requirements that data and methods be made publicly
available does not "override other compelling interests siieh as privacy, trade secrets, inlelleetual
property, and other contldentialit> protections"); see also NAS, DAIA QUAI.IIY 'I RANSCRll'l, DAY 2,
supra note I 14, at 128-29 (noting Dr. Galson"s statement that FDA approvals are largely based on
industry generated data and that "much of this is eonsidered eonlldential business information. It is
closely held by the sponsiirs.""). Bui see McGarity & Shapiro, supnt note 97, at 887 (arguing that trade
secret status should not extend to much of the health and safety testing information); see also Lyndon,
supra note 67, at 22-35 (outlining the prominenee of trade secrecy claims under major regulatory
statutes and observing that because "Ifjor a worker or neighbor seeking data from a company, trade
secret information is, as a practical matter, simply unavailable"" the employer lacks any incentive to
disclose such information) (citations omitted).



140 AMERICAN JOURNAL OF LAW & MEDICINE VOL. 30 NO. 2&3 2004

agency."^ Despite its title, these guideiltics appear to keep the OMB exemptiotis of
private research in place,"*' targeting instead state-produced research.

c. Scientific Misconduct
Aggressive provisions that penalize researchers who engage in scientific

misconduct arc targeted solely at federally funded research and do not apply to
private research. To ensure that scientific research is conducted honestly, federal
law provides the Oflice of Research Integrity with the authority to investigate
federally funded researchers who arc alleged lo have engaged in "scientific
misconduct," a term that includes fabrication, falsification, and plagiarism of data.' '**
Any party can complain of this scieniillc tiiisconduct, and there are anecdotes of
industry using the misconduct provisions to harass and discredit scientists whose
research is adverse to tbeir interests.'"'" Again the disparate oversight of the quality
of public versus private research repeats itself Publicly sponsored research is
governed by scientific tnisconduct regulations that withdraw funding and stigmatize
the oflending researchers; private research is exempt frotn this form of regulatory
oversight, even when private research forms the pritiiary basis for federal liealtli and
safety regulation.

d. Heightened Peer Review Requirements for Agency Researeh
In contrast to its ad hoc review of private research, which varies by supervising

staff official and the applicable regulatory program, EPA is employing increasingly
rigorous and systematic peer review of research that is produced or funded by the
EPA and the federal government.'"' Federally conducted research was criticized in

"^ tint see HPA Human Testing; Advance Notice of Proposed Rulemaking, 68 Ted. Reg.
24.410, 24,413 (May 7, 2003) ("In general. I:PA uiinnol readily determine whellier sut;h policies are
consisterl wilh or as prolcctive oi' human subjecis as the Common Rule, nor the extent to which such
policies or standards have been followed in the eonduei of any p;irtieular study. Thus, even well-
conducted third-party human studies may raise difHeult questions for the Agoney when it seeks to
determine their aeceplabiiity tor eonsideration.").

IIS Id.
" ' ' Scienlilk Misconduct Regulations. 40 C.F.R. pt. 50, subpt. A; see generally Robert M.

Anderson, The Federal Government's Role in Regulating Misconduct in Scientific mid Technological
Reseiirch.3 i. L. & TkCH. 121 (iyS8).

'-•̂  Herbert Needleman (whose researeh on eiiild lead poisoning was pivotal in KI'A's lead
phase-out of gasoline) was alleged to have engaged in misconduct. 1 he aecusations ol' miseonduet.
brought by scientists who consulted with the lead industry, lurned out to be merilless, and he was
cleared of wrongdoing. See, e.g., Herbert I.. Needleman, Sulcm Comes to the National Institute oj
Health: Notes from Inside the Crueihle of Scientific Integrity. 90 PF-DIATRICS 977 (1992); Joseph
Palca, Lead Researcher Confronts Accusers in Public Hearing, 256 SC'II-.NCI-: 437 (1992); (iary I'utka,
Professor's Data on Lead Levels Cleared hy Panel, WAI.I. Si. ,1.. May 27, 1992, at [i5. Scientific
misconduct allegations were also brought again.st researchers diicumenting how the "Joe Camel" logo
appealed to young adoleseents. Ihe charges were brought hy an academic atllliated with R.IR
Reynolds, the holder of the Joe Camel trademark. Paul M. Fischer. Science and Siih/xienas: When Do
the Courts Become Instruments af Manipulation.'. 59 LAW & CONI I.Mr. PROHS. 159, 160 (1996).

'•" Some statutes like FIFRA even mandate rigorous peer review and seientitlc oversight for
federal (but not private) research. See., e.g., 7 U.S.C. §§ I36w(d)-(e) (2000) (requiring the scientific
advisory panel established under the FIFRA to review the seientitlc basis for major regulatory
proposals concerning pesticides and to adopt peer review procedures for scientific studies earried out
by the government or under federal contract pursuant to KIFRA). Some of this elaborate peer review is
mandated by Congress, and some is internally mandated. See NAlloNAl. ACADF.MIKS PRl.ss,
SlRtNGIIIl:NING SflENCl-: AT TMl- U.S. HNVIRONMI.N I Al. PROI hXTlON A(.ii:NCY: RF.SCARCII
MANAUKMliNI AND PtER RhVlhW PRACMCES 102 (2000), available at bttp://books.nap.edu/books/
0309071275/html#pagetop (listing the statutes that require peer review of "various scientific atid
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the past for Ihe lack of reliable and standardized peer review.'"' In response to these
criticisms, KPA has established an agency-wide peer review prcKess that subjects a
great deal ot" agency research, especially "signiticant work products," to external
peer review.'" Here again the emphasis is exclusively on agency "work products"
for peer review.''"^ While some private studies might be included in this peer review
when that research is included within a larger agency risk assessment, it is not clear
how rigorously the individual private studies will be reviewed at this later stage of
review.'"^

c. Limited Ch'ersight of Research Ethics for Private Research
Since we are concerned only with research quality, the ethical conduct of the

research is secondary and not directly relevant. Nevertheless, it deserves mention
that institutions receiving federal dollars must institute aggressive oversight
processes to ensure human subject proteetion in research that uses human subjects.'"''
These human subject protections can limit the types of research that can be done.'"
Again, however, human subject protections do not apply to privately sponsored
research done outside of these institutions, even though an international treaty
generally prohibits unethiea! research on human subjects.'""* The agencies have
routinely applied this ethical requirement to private research so Ihat both public and
private research is conducted in ways that protect human subjects, although
Congress has never legislated the requirement.'"' Private manufacturers have
recently filed a petition challenging this equal treatment of private and public
research, arguing that l̂ PA is legally required to consider human subjects research
regardless of whether it complies with federal requirements governing human
subjects research."" The outcome of the petition is still pending.'"

technical praciices, policies, and activities of ihe agency"); RPA, Sfii-NCi' POLICY C O U N C I L , PLI-R
Ri:vi!:w tiANDBOOK xi-xii (2d ed. 2000) . availahic ai http://www-epa.gov/osp/spc/2peerrev.htni
[hereinafter PKER RtviFiW H A N I ) H O O K | .

I-- See, e.g.. NAS D A I A Q U A L U Y T R A N S C R I I M , supra note I 14, at ll)2-0J^, 144-46 (describing
past and current weaknesses in EPA's peer review policies).

'--^ See gL'iicraily P r iR Rl VII W HANDIKXJK., Mipra note 121.

' - ' ' See. c.^.. NAS D A I A Q U A I IVY I R A N S C R I E ' I , Mipra noic I 14, ill 105 (discussing ihe various
federally supported research thai should he peer reviewed, with lisls ihat are often several lines long;
but milking no mention tif industry-sponsored research used lor regulation).

12S See i^encrully Pl.KR Ri;VlhW llANIJBOOK. supra note 121.

'26 The Common Rule. 45 CK.R, pt, 46 (2003).
127 See kl.

128 45 C.F.R. g 46 .101 ; see THH N A T I O N A I , COMMISSION FOR Tlli- PROTECTION 01- HtJMAN
SnHji;cTS OF BioMr.nn Ai. AND B E H A V I O R A L R K S K A R C H , Tin B L L M O N T RhPORT I:TIIK AI, PRINCIIM.I S

AND Gt;i[)LLlNI.S lOR IHL PROIICnnN Ol- HUMAN SUBJIXIS o r RfSI-ARCIl n.l (1978) (discussing
Nuremberg Code of 1947 and Helsinki Deelaration of 1964 that are dedicated to proteeling human
subjecls in research settings).

'-'^ See. e.ff.. Press Release. KPA. Agency Requests National Academy of Sciences Input on
Consideration of Certain Human 1 oxicity Studies; Announces Interim Policy (Dec. 14, 2001).
iiviiilahle til htlp: ' /u\vw.epa.t;ov/epahome/headlinc2_l 21401 .htm (postponing consideration of private
human subjects research pending a National Academy of Sciences review of "the complex scientific
and ethical issues posed by I 'PA's possible use of third-party studies whieh intentionally dose human
subjects with loxicanis to identify or quantify their elTects").

I-'" See Letter from Jim .1. Toz/ i . Center for Regulatory Hffecliveness Board of Advisors, to
Stephen I.. Johnson, Assistant Administrator (May 10. 2002), I'PA, iivciiUible ul http://thecre.com/pdf/
20020510 ere-epa-letter.pdf.

l-̂ *! See id.
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C. POTENTIAL DrpiciFNciES IN PRIVATF RFSFARCII ARE GENERALLY IGNORED IN

REGULATORY OvhRsiGHT OF THE RHSHARCH

The ways that conflicts of interest and suppression of adverse information have
historically afflicted private research used in regulation, especially in relation to its
public research counterpart, were discussed in Part II. In this section, we discuss the
incomplete ways that the regulatory system has come to terms with these two
problems inherent in sponsor-controlled research.

1. Agencies Do Not Require Private Research to be Independent trom the Sponsor
or to Provide Conflict Disclosures

Despite growing insistence by biomedica! journal editors that the scientific
research they publish is "free of commercial influence,"'^" agencies continue to
accept all private research without any disclosure of research independence. Most
federal agencies, including the HPA. the Occupational Safety and Health
Administration, the Mine Safety and Health Administration, the Consumer Produet
Safety Commission, and the National Highway Traffic Safety Administration, have
no formal mechanisms to identify potential conflicts of interest and promote
research integrity.'^' The EPA, for example, does not require any eontlict
disclosures for research submitted in support of a license to market a pesticide or
toxic substance or in support of a license to emit pollutants or handle hazardous
wastes.'^"' The Hood and Drug Administration ("'FDA") is one of the few agencies
that has instituted a eonflict policy that requires financial disclosures for safety
research conducted by private parties in support of a license to market a drug or food
additive.'^' The required FDA disclosures do not., however, discriminate between
sponsored researeh where the sponsor controls the design or reporting ol' the
research and research where the sponsor relinquishes eontrol over the research
process.'^'' Thus, an important mechanism for encouraging greater freedom among
researchers is lost.

2. Penalizing Suppression of Researeh

Several of the major environmental laws anticipate the possibility that regulated
actors will conceal adverse information and research results, and to counteract this
tendency, the laws require the disclosure of adverse information under threat of both
civil and eriminai sanctions.'" Two statutes play a particularly significant role in

13- See. e.y;.. Catherine D. DeAngelis el al., lieporliiig Finaneial Confliets of Interest unJ
Relationships Between Inre.tligators and Researeh Sponsors, 286 JAMA 89 (2001); Jeffrey M. Drazen
& Gregory D. Curfman. Finaneial Assoekitiuns of Authors. 346 NliwENG. J, Ml-D. 1901 (2002) .

'33 Cf. Jennifer A, Henderson & John J. Smith, Finaneial Confliet of Interest in Medieal
Research: Overview and Analysis of Federal and State Controls. 57 FOOIJ & DRUG L.J, 445 . 455
(2002) (noticing in the area of biomedical research thai "both federal and state controls provide a
relative lack of prospective guidance as to what constitutes acceptable institutional confliet policy,"),

l̂ ** See, e.g.. 1 tJ,S,C, § ]36a(e)( I )(F) (2(100) (ouilining test reporling required for registration
of pesticides under I'TTRA); 15 t],S,C, jj 2603 (2000) (outlining iesl reporting required for registration
of slubstances of substances under TSCA),

135 Financial Disclosure by Clinical Investigators, 21 CK.R, i; 54 (2003),

136 See id. (making no distinction betv^een sponsor-controlled researeh and research where the
sponsor relinquishes control),

137 See generally Arnold W, Reitze, Jr. &. Lcc D, HolTman, Self-Reporting and Self-Monitor ing
Requirements Under Fnvironmental t,aws. 1 HNVTI . L A W Y L R 6 8 1 , 6 8 1 , 739-41 (1995) (discussing
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dictating the applicable requirements governing the disclosure of information on
adverse effects (as opposed to environmental releases): the Toxic Substances
Control Act and the Federal Insecticide, Fungicide, and Rodenticide Act.''" Yet.
despite Congress's hope that ageneies could deter the suppression of research
through strong sanctions and aggressive enforcement, these provisions appear only
partly effective.

Compliance with these adverse eOeets reporting requirements is generally a
funetion of two features of the regulatory program. First, the requirements must be
clear enough to be enforceable. Second, the sanetions and resourees dedicated to
enforcement must present a credible risk of enforcement to the manufacturer and
other covered parties.

With respect to the first criterion, TSCA and FIFRA differ considerably with
regard to the elarity and enforceability of their requirements. Under FIFRA, EPA's
regulations governing "adverse elTects" reporting are lengthy, specific, and leave
little discretion or room for argumentation with regard to reporting requirements.
For example, "opinion" evidence by reliable experts;'""' discontinued studies;'"" and
a lengthy list of effects, including minor eflects. are identified as reportable.'^' HPA
further warns that while registrants might doubt the validity or significance of an
adverse effect, they must still report it and can simply provide their own
qualifications, disagreements, or other commentary in the report.'""

By contrast, EPA has still not promulgated regulations interpreting the similar
"substantial risk" reporting requirement of TSCA. Instead EPA has published only
"policy statements" that appear to be getting progressively weaker in terms of the
speeiflcity they provide regarding eompliance.'"'"' EPA in fact goes to great lengths
to remind regulated parties that since the guidelines are not rules, they are not
officially binding.'^^ Even as guidance, EPA's direetions are generally unhelpful.
In stark contrast to the several-page list of speeifie adverse effects that must be

civil and eriminai penalties for violating reporting requirements, including criiiiinal enforcement of
false reporting and fraud).

13« See FIFRA, 7 U,S-C. ij 136dU)(2) (2000) ("If at any time after the re-registration of a
pesticide ihe registrant has additional factual information regarding unreasonable adverse effects on
the environment of the pesticide, the registrant shall submit such information to the regulator.");
TSCA. 15 U.S.C, SS 2607(e), (e) (2000) (staling thai manufaeiurers and processors must maintain
records of "significant adverse reactions lo health or the environmcnl , . , alleged to have been caused
by the substance or mixture , , , |and must immediately report| informalion which reasonably supports
the eonehision that such substances or mixture presents a substantial risk of injury to health or the
environment").

1-̂ '' Setf generally 40 CK.R, pt 159 (2003) (outlining reporting requirements for risk/benefit
information): KPA, Reporting Requirements For Risk/Benefit Information, 62 Fed. Reg. 49,370 (Sept,
19, 1997) (codified at 40 C,l-\R,pt, 159).

1-̂ " 40C,F.R. § 159.158(a)(2003),
I-*' Id. § 159,167,
''*- See iW. § I59,lf(4,
'•̂ ^ Sea, e.g., 62 Fed. Reg. at 49.372 ("Registrants are free to submit information challenging

the validity of section 6(a)(2) information either at the time of, or al\er submission of the informalion
to the Ageney."),

'"W For example, in its 2003 guidanee, liPA ereatcd a number of new exemptions and
lengthened the reporting time from fifteen working days to thirty calendar days. See TSCA Section
8(e); Notification ol" Substantial Risk; Policy Clarifieaiion and Reporting Guidance. 68 l-ed, Reg,
33,129,33,130 (June3,2003).

'•'- See. e.g., id. ("Although these preferences could be codified in procedural rules . . . . HPA
is not at this time adopting them as rules. While submitters of section 8(e) notices are not therefore
obligated to comply with the preferenees artieulated in this document. KI'A encourages submitters to
consider and follow them . , . ,").
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reported under FIFRA, EPA's TSCA guidance provides a very vague and generally
narrow set of "risks" that necessitate reporting.'''*' A "substantial risk," for example,
occurs when evidence "reasonably supports the conclusion that the chemical
substance or mixture can produce cancer, mutation, birth defects, or toxic elTects
resulting in death, or serious or prolonged incapacitation."'^^ This means that only
the most serious incidents are identified as within the scope of TSCA.'̂ '̂  Also in
contrast to the FIFRA reporting requirements, EPA does not advise manufacturers
and other covered parties to err on the side of reporting, but provides manufacturers
with discretion to decide when evidence "reasonably supports" a conclusion of
"substantial risk"—opinion evidence is not required to be reported.'^' Finally, a
series of confusing exemptions for reports made to other federal offices further
buffer manufacturers from the threat of enforcement given the extra steps
enforcement officials must take to learn of violations.'^" As a result, manufacturers
have many plausible arguments for not disclosing adverse information in a timely or
infortnative way under TSCA.

Second, to identify and penalize the suppression of adverse information, the
agency must learn abĉ ut it; yet the enforcement resources EPA dedicates to the
statutes that require adverse reporting of research results—FIFRA and TSCA—arc
the lowest in comparison to other statutory programs.'^' Moreover, the testing and
information disclosure requirements of TSCA and FIFRA programs arc not
delegated to the states, and thus EPA remains the sole agency overseeing
enforcement of these programs.'^' This makes the probability of catching
noncompliancc with adverse reporting requirements lower still, despite HPA's
undocumented assurances that since 1977 it has "initiated a number of formal
enforcement actions relating to Section 8(e) of TSCA," most of which concern "the

1-1'' .SVf, f j j , , /(/. al 33,138 (stating what the t'.PA considers "substantial risks").
147 W.

'48 "Substantial risks" to ecosjstems, for example, occur in relatively rare and worrisome
settings. Ihe HPA, for example, identities substantial risks in non-emergency .situations where there
are "[ejcologically significant changes in species' interrelationships; that is, changes in population
behavior, growth, survival, etc. that in [urn affect other species' behavior, growth, or survival." IJ. at
33,138.

14̂  At most, EPA warns on its section 8(e) fact sheet that "|l|imited sludics (e.g., range finding
studies), preliminary resuils and draft reporls muy constitute suTficient evidence for Section f<(e)
reporting." EPA, TSCA Si'CllON SfK) FACT SHI:I- | , at hltp://ww\v.cpa.gov,'opptintr/tsea8e/doc/
faetsSe.htm (last updated Apr. 12, 2004) (emphasis added). KPA also warns that the manufacturer
need not wait lor corroborating evidence, but implies that not reporting if a manufacturer believes the
information is low quality is a valid basis for withholding reports. ISCA Section H(e(; Notification of
Substantial Risk; l'olic\ Clarification and Reporting Guidance, 68 I ed. Reg. at 33.138-3''.

I?*" /(/. at 33.139-4(1.
'5 ' Information on KPA's enforcement resources under I II'RA was not readily available; in

terms of the number of inspections conducted by f PA regional ofllces, this statute fared ihe worst,
accounting for only one percent of all inspections conducted in 1998 (a decline from roughly 3% in
1995). AKNOi.D W, RI:II/F:, JR., AIR POM UIION CONIROI 1,AW: COMPMANCI; & HNiORCKMhNi 491
(2001). Some dated information on the staffing and resources of EPA's TSCA program, which
primarily involves the review of pre-manufacture nolificalions under TSCA, suggests that the program
is badly understaffed. A Bureau of National Affairs article reports ihal from 1990 to 1994 CPA
experienced a 33% drop in staff and a 60% drop in funding dedicated to the review of new chemicals.
Sec Testing: Screening StuJies for Evuliiuting Cliemiccils on TSCA Inventory Suggested ai OTA
Workshop. 19 Clll'M. RlG. Rt-.P (BNA) 105 (1997). An OlHee of lechnology Assessment project
commenced in the mid-1990s found that in the nineteen-year history of TSCA implementation, liPA
had reviewed only "about two percent of the 70,000 chemicals in commerce." hi

152 See 1 U.S.C. § 136v (2000); 15 U.S.C. i; 2627 (2000) (stating that the EPA's authority
under FTFRA is not delegated to the states).
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late reporting of animal study findings."'^' In addition, the penalties for violating
adverse etiects reporting requirements arc generally the same under both KIKRA and
TSCA—^roughly a $5,000 to $15,000 penalty tor each unreported incident with the
"possibility" of criminal penalties if the knowledge of the information was
reckless,'^^ although tor KIFRA, the penalties also include a risk that EPA might
cancel the pesticide.'" In comparing the costs of the penalties (and Ihe low
probability of being caught in violation of the regulations) against the economic
benefits of withholding adverse information, rational companies may tlnd it in their
interest to violate the adverse reporting requirements when the chance of detection is
especially low.'^'' By contrast, since greater regulatory activity is a reasonable worry
as a result of adverse effects reporting, not to mention potential tort liability,
manufacturers, and related parties might perceive great bienefits from resisting
reporting.

As a resuft, there is reason for skepticism about the effectiveness of the adverse
reporting requirements, especially under TSCA, given the strong incentives that
regulated parties have for suppressing this information. Armed with ambiguous and
narrow criteria for reporting under TSCA, coupled with low sanctions and a low
probability of entbrccmcnt, one would expect rational manufacturers and other
covered parties to report adverse discoveries only when the records of these adverse
etVects arc likely to be discovered. In fact, the primary information that is reported
as "substantial risk" information under TSCA is standard toxicity studies.'^^
"Incidents" and other unexpected adverse effects are rarely, if ever, reported.'^" This
is rational to the extent that planned., in-house research would be mueh more easily
discovered after the fact by EPA. Second, tlrms historically did not report any
"substantial risks" under TSCA until EPA threatened more aggressive enforcement
aetion and simultaneously ottered reduced penalties ibr the submission of

15-'' Sec [-PA. "ISCA 8(e) Rl'.l'OKliNd GniDh JuNI. ]9')]. at hUp:/' 'www.epa.gov/opplintr/lsca8e/
doc/rguide.hmi (last updalcd M;iy 13. 2004).

l̂ '̂  Sei.\ f.̂ '., Rcponing Requirements for Risk/BciiftU liitormalion, 62 Ted. Reg. 49.370.
49,372 (Sept. 19, 1997) (lo he codified at 40 C.T.R. pt. 159) (noting thai violations of the TIF-RA
reporling rcquircnicnis "could result in actions tor civil and/or crlminiil penalties under Til RA section
14"); TSCA Section 8(e): Notification of Substantial Risk, Policv Clarification and Reporting
Guidance, 68 F'ed. Reg. 33,129, 33,140 (June 3 , 2003) (noting that violations of the TSCA reporting
requirement can lead to civil and possible criminal !iabitit>).

1̂ ? Reporting kequirenienls for Risk/Henefit Inlornialion, 62 led. Reg. 49,370, 49.372 (Sepl,
19. 1997) (lo be codified at 40 C.K.R. pt. 159) ("LI'A does not intend to pursue cancellation every
lime section 6(a)(2) may have been violated, but egregious or repeated violations mav warrant
cancellation rather than, or in addition to, monetary lines.").

156 5(,̂ _ j . ̂  Steven Shaveli, The Opiimul Struciurf of Law Enforce mcnf, 36 J.I,. & hcoN. 255.
261-62 (1993) (observing that llrnis will tlnd it fmancially imprudent to comply with legal
requirements when ihe benefits of noneompliancc outweigh the probability of being eaught multiplied
by the penalty for the violation).

'-^' 15 U.S.C. § 2607e (2000) (requiring reporting to the EPA of substances that present a
"substantial risk of health or injury of the environment"); .see. e.^.. EPA, TSCA8(r,) AND F Y I
SUBMISSIONS R)-.ci:iVhD FROM 10/21/03 l o 10/31/03, at http://www.epa.gov/opptintr/tsca8e/doc/
8csub/2OO3/8el020_103103.htm (last updated Apr. 23 . 2004) (providing a recent sample of KPA
section 8(e) submissions where the majority of section 8(e) submissions report results from formal
toxicity studies).

'58 It appears that nearly all of the "substantial risk" and "for your information" ("[ 'Yl")
submissions are designed loxicity studies. See. eg-. liPA, PRLViotis TSCA 8(! ) AND FOR Yol R
lNK)RMAl[()N ( I T I ) SlittMlsslONS [.ISI, ill hltp://www.epa.gov/opptintr/tsca8e/doc/previous8(e).htni
(last updated July 14 ,2003) .
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information.'^'' In response, the companies volunteered 11,000 studies of their
products—four times the number of studies submitted in the prior firtccn years since
passage of the statute!""" Finally, it appears that industry has developed a
compliance strategy under TSCA that routinely involves sending toxicity research to
the F,PA even when the outcome is inconclusive or not suggestive of a "substantial
risk." Tbese are called "for your information" ("FYi") submissions. "*' This might
also be a rational compliance strategy for industry because tbey can avoid damaging
admissions of "substantial risk" by labeling all reports as FYI.

Equally relevant to the instant analysis, it is not clear how useable the
information that is reported under these adverse reporting requirements is, or
whether it is even intended to be useable when the manufacturer or other party
reports it. The data reported under bt̂ th FIFRA and TSCA is not available except at
EPA offices, although an Internet list is available for TSCA "substantial risk"
reports arranged by date of the report (but not searchable with other queries). ""• The
data is sometimes protected as confidential business information, although EPA does
require upfront substantiation for the "substantial risk" reporting under TSCA."'^
Even though the rates of CBI elaims are far lower for 8(e) submissions, presumably
because of this substantiation requirement,'*"* CBI elaims still lead to the
classification of either the ehemical identity or the submitter for about 20-25% of the
"adverse effects" reports. Even when the adverse etTeets reports are accessible and
publicly available, they appear to be incomplete. In a 1994 report, a nonprofit
examined more than 13,000 section 8(e) submissions and concluded, among other
weaknesses, that "[sjome notices did not provide enough information about tbe
nature of the risk, or the researeh method used, to assess the significance of tbe
results."'^^

l̂ ** Press Release, EPA, TSCA Knforcemcnt Action Secures New Chemical Risk Data (Apr, 25.
1997), at http://yosemite.epa.gov/opa/admprcss.nsf.

"•O See Agency Watch, KPA's 'Voluntary" Data: FAA Curbs the Bar, N A T ' I . L , J , , NOV. 4,
1996. at AlO,

'* ' See. e.g.. HAMPSlilRl- SlUDY, supra note 6 1 . at K) (describing KYi Illiiigs and the dramatic
increase in section 8(e) filings after KPA announced a reporting incentives program).

'62 See, e.g., EPA, TSCA 8(i:) AND FYI S U B M I S S I O N S Ri-:ci;ivi-n FROM 01/02/03 l o 01/15/03,
at http://www.epa.gov/opptintr/tsca8e/doc/8esub/2003/ 8 e 0 i 0 2 01 i5O3.htni (last updated Apr, 23,
2004) [hereinafter 01/02/03 TOOI/15/03 FYI SUBMISSIONS],

163 See EPA. SUPPORT iNhORMATION FOR CONhlDhN I lAL! I Y CLAIMS, at http://www,epa.gov/
opptintr/tsca8e/doc/cbi.hlm (last updaled Apr, 12. 2004).

1 ^ See HAMI'SHIRI-: S IUDY. supra note 61 ,

'65 See. e.g.. CAR() [ ,YN A. NUNLhY. RISK ON Rl'CORLi: AN OvhRVll-.w Ol' TSCA'S
SUBSTANTIAL RISK Rr-PORriNG S Y S I I M wii i i BULI I- IINS ON S I : L F C I E ' I ) C H H M I C A L S (1996), available

at http://inforniinc,org/xsLm_risks.php (providing summary of work).
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Figure 1: Number of CBI Claims in "Adverse Effects" Reports Submitted
under 8(e) of TSCA from 2000 to 2003""'

Nirrtet at CBI
Chemcais

' t>Juniber of Non-CBI
cnemcals

12000 Subn ! trom Aug. 2S to End ot Year; 2003 SubtnissiotiB are ttirougti Oct. 27)

IV. REFORM

The insulation and limited scrutiny of private research used in regulation,
especially in contrast to the scrutiny aflbrded public research, is problematic from
the standpoint of "sound science" and sound regulation. It is impossible to
empirically determine the costs of the current, weak quality controls governing
private research, because so much of this research is classified or otherwise
exempted from meaningllil oversight. Yet as discussed in Part II, one can expect the
quality of private research to be potentially biased in ways that under-state risks.
Additionally, the absence of incentives to conduct independent research (in contrast
to the obvious benetlts of retaining sponsor control over the design and reporting of
research) raise still more reason to worry that much of private research submitted to
regulators may not in fact be free of conflicts, or at least is not as unbiased as is
possible under the circumstances.

In this tlnal Part, we offer three sets of reforms to correct the quality problems
that may plague private research used for regulation, especially in relation to public
research. We start with what we consider to be the most obvious and easy to
implement reforms and move incrementally to more vigorous reforms."'^

'66 Figure 1 was prepared using HPA's section 8(e) database. See 01/02/03 TO 01/15/03 FYI
SUBMISSIONS, supra note 162, For each submission that included at least one CBI claim, the chemical
that was the basis for tbe submission is identified as a CHI chetnical. The larger column provides the
total number of non-redundant 8(e) submissions for each year (note that two of the years are
incomplete). For access to the underlying worksheets used to prepare this figure, please contact
Wendy Wagner at WWagnerfii'mail.law.utexas.edu.

'^^ These reform proposals are also advanced in Wagner, supra note 16. to comba! the overlapping
problem of inadequate cnvironnienial and public health research that results, in pan, from regulaled parties'
superior intbrmation over the ctlccts of their products and activities.
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A. EouAi.iziNt; THK TRF.ATMKNT OV PRIVATK AND PuHi.ic RESEARCH

A regulatory system that provides considerably greater scrutiny for publicly
funded research than private research cannot be justified. Since regulatory decisions
have a direct impact on the public health and environmental protection, research that
is demonstrably afflicted with bias should be afforded at least the same level of
scrutiny as research that is more disinterested.

To that end, we recommend that whatever oversight is given to public researeh
(and the appropriate level is certainly open to question) should also be applied to
private research. The Data Access Act, the Data Quality Act, internal peer review
requirements, scientific misconduct, and even human subject protections should
apply with the same ibrce to private research as they apply to public research. To
the extent that research is protected as confidential business information, the agency
should develop oversight mechanisms to oflset the lack of oversight by outside
parties. Pormai peer review requirements and random validation of research, with
hefty fines for research that is incompletely reported or not accurate, are among the
possible approaches to ensure equivalent oversight of the quality of confidential
research."''* In order to deter parties from overclaiming CBI for health and safety
research, moreover, the expense of additional peer review and random validation
should be borne by the parties claiming CBI protections."''' If research is ultimately
tbund to be biased or incomplete, the manufacturer-sponsor would be "red-tlagged"
and all of their studies would require validation until the agency is satisfied that they
are once again conducting quality, independent research.

B. CORRECTING BIAS AND SUPPRESSION IN PRIVATE RESEARCII

Private research runs the risk of being biased by financial conflicts of interest.
Private research that is adverse is also capable of being suppressed. Reforms should
be implemented to directly address these two problems.

I. Discourage Conflicted Research

Under the current system, researeh with complete sponsor control enjoys
potentially the same credibility as research produced by scientists with no financial
interest in the outcome and no sponsor control. HPA does not require confiict
disclosures for private information submitted for regulatory purposes and makes no
apparent distinction between private research produced by academics under
contracts that grant them complete independence and research funded and controlled
by a regulated party.'^"

">** Sei\ e.,t;,, HNI K(iY INIORMAMON A D M I N I S I KA I ION. Dl PAR I M I N ^ ill I-NI KC.Y. ENI'RCiY

INIORMAIION SlANDARI) 2 0 0 2 - 2 8 ( r c c o i i i m o n d i n y t h e i n l o r m a t i o n t h a i s h o u l d be a v a i l a b l e to

maximize the third-parly review ol"proprietary models).
" ' ' ' Sec H A M I ' S H I R I S l l i D Y . Mifjrii n o t e fi I.

'™ As discussed, moreover, a signillcant portion oC industry-sponsored research used in these
regulatory efforts is protected from external scientifie review through trade secrel and eonfiiJcntial
business privileges. See supra Part III.A. In faet. even in spile of ils promise of requiring agencies to
use and publicize only "quality," "objective" seienee, the Data Quality Aet requirements omit atiy
diselosure requiremenis for conflicts of interest. By ignoring these disclosure requirements, the Dala
Quality Aet seems to provide the publie with niisleadingly incomplete information for evaluating the
integrity of researeh used for regulatory decisions. See Consolidated Appropriations (Information (or
[)ata) Quality) Act, § 515. Pub, t.. No. 106-554, 1 14 Stat. 2763 |2OI)l)i.



EQUAL TREATMENT FOR REGULATORY SCIENCE 149

As discussed earlier. EPA's willingness to treat "all science as equal" has been
flatly rejected by the scientific community.'^' The hiomcdical coinmunity's concern
about potential conllicts ol interest has been codified in the widespread,' ' although
not uniformly applied,'''' policy of Journals to require that the authors of submitted
articles disclose any financial relationships and sources of influence so that editors
and readers can Judge whether the results reported are influenced by those financial
ties.''''' The academic community has endorsed this eommitment to independent
research, as have several policy nonprofits.' ^ It is worth noting, moreover, that the
scicntillc community relies heavily on researehers' disclosure of conflicts of interest
despite the fact that, as part of the peer review process, scientific editors and peer
reviewers are far better situated to identify biased research than regulators, the
public, or political officials.

FLPA'S laissez faire approach to research could be reformed simply by adopting
conflict disclosures similar to those used by the biomedical Journals."'' Under such
a reform, researchers and scientists providing critiques, comments, and research
submitted to or used by an agency would be required to sign a conflict form

'•̂ 1 See supra Part III.C.

''^~ See, e.g.. INIIRNAIIONAI. COMMIITLL Ol Ml.DICAI. Jol RNAI linilOKS.
Rl.yniKl Ml Nis loK M A N U S C K U M S S U H M I T I I : D T O BiOMl-niCAl. JOIIKNAI S, ai http://www.icniic.org
(last updated Nov. 2003).

'^3 See, e.g., Sheldon Krimsky & I..S. Rolhenberg. Conflicl of Inierexl Policies in Science ami
Medical Journah: Editorial Practices and Author Disclosures. 1 Sfl. & RN<ilNI-:i:RiNCi FTIIICS 205,
217-l8(200l)(lisling survey).

'̂ '* The Ibrm orconnict disclosures used by biomcdical journals has grtiun mort- sophisiieaied
over the years, and the editors ol a group of ihc world's leading biomedie;il journals reccniK iJcclared
thai ihey will no longer publish arlicle.s based on sludies done under coniracls in uhiuh ihe
investigators did not have the unl'etlercd right to publish the findings. In a joint statement the editors
of thirteen journals asserted that eontraetual arrangements thai allow spiinsor-uoiUroI ol' piibiication
"noi only erode the fabric of intellectual inquiry that has fostered so much high-ciuality elinical
research but also make medieal Journals partv to potential misrepresentation, since the published
manuscript may not reveal the extent to which the authors were powerless lo control the conduct of a
study that bears their names." ^rank DavidolTet al.. Sponsorship. Authorship and Accoiiniahi/iiv. 286
JAMA 1232, 1233 (2001).

'^^ With iht* increased involvement of universities in commercial enterprises and
collaborations, many academic institutions have developed policies or guidelines that atlempl to
ensure this independence. The guidelines of the University of California, for example, assert that
research is a component and outcome of an academic environment characterized by the tree and open
exchange of ideas. UNIVt:RSlTY Ol- CAl.tlORNlA OiFICh. Ol tltH PKhSttJi-.Ni, Gtitt)[ t.lNtiS ON
UNtVI.RSrtY-lNDtisrkY Rt.l.AltoNS, avtiitahle al http://www.ucop.edu/ott/unindrel.html (May 17,
19X9) ("|r]reedom to publish is fundamental to the University and is a major eriterion of the
appropriateness of a research project."). Universities see the need to protect the independence of their
research with formal policy, fhe Johns Hopkins University School of Public Health, for example,
requires that faculty members who enter into eonlractual agreements for sponsored research retain full
rights to publish and otherwise diseloso information developed in the research. JOHNS HOPKINS
SCHOOL OK PuBt.ic HiiAtin. Orrtfi oi RisiAKtii ADMINISIRAMON. iNihLLhcrtiAi. PROPf:RrY
Poi.JCV. M/ http://www.ihsph.cdu/ora/!P(J/nspolicy.htm#C.%20l'ublication (Oct. 27. 1992).

The Center for Science in the Publie Interest advocates for the voluntary disclosure of funding
sources. See Ci-:NrrR KOR SCII'NCF; IN THI; Ptim.ic INII-.RISI. INIKIRI IY tN SciiNCh, at htip://
www.cspinet.org/inlegrity (last visited July 14, 2004),

l''^ David Michaels & Wendy Wagner. Disclosure in Regulatory Science, 302 Scil:Nfl:2O73 (2003).
An industry organization. Ihe American Chemistry Council ("ACC"), concedes that such disclosures are a
positive step. Carol J. Henry ct al.. Letter. Quesiions Ahoui Disclosures. 304 Sell NCI- 1447 (2004), while
disputing that there arc bias and suppre'̂ '̂ ion problems v\ith most industry-sponsored research. ACC's
specific disagreements arc retiitcd in detail at Part Wl, supra.
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specifying the extent of financial and sponsor influence on the research.'^^
Researchers, for example, would be required to disclose financial and other conflicts
of interest that might bias their work, and they would also be required to disclose
whether they had the contractual right to publish their findings without influence and
without obtaining consent of the sponsor. If their work was reviewed by a party
affected by the regulation prior to publication or submission, that review would need
to be disclosed as well. Sponsors would also be required to provide this disclosure
for all information they submit to the agency.

By mandating disclosures, sponsors who do relinquish control over the design
and reporting of their sponsored research will be rewarded for their restraint and
openness.'^'' Requiring disclosure of the extent of sponsor influence on a project
thus ensures that sponsors who fund research will not be tarred with the same brush
as sponsors who work closely with researchers to control the design, methods, and
reporting of the results. Rewards for disinterested research, in turn, should generate
incentives for doing more of it. In addition, requiring mandatory conflict of interest
disclosures will benefit the ptiblie. poliey-makers, and the media by making it easier
for them to assess the objectivity of individual research projects, especially when a
"scientific controversy" arises.'^' Requiring standardized disclosures even assists
journal editors and fellow scientists in evaluating studies when they serve on
scientific advisory boards or are otherwise involved in reviewing regulatory science.

2. Discourage Suppression of Research

To limit the opportunities for actors to conceal adverse information through
nondisclosure contracts. EPA should clarify and strengthen its adverse reporting
requirements to leave fewer ambiguities regarding the compliance requirements, at
least for the TSCA reporting requirements. By providing more specific
requirements for reporting under these provisions, EPA could minimize
opportunities for actors to dodge or delay adverse information reporting.""' The

'^^ See. e.fi.. AMl.RKAN Ml DICAI. ASSOCIATION, AUTHORSHIP CRITF.RIA AND RFSPONSIBI I ITY,
FINANCIAL DiSCt.OSURI;. COPYRIGHI TRANSFER, AND ACKNUWI.LlXiMI.N I FORM, available at
http://jama.ama-assn.Org/cgi/data/290/l/I25/DCI/] (lasi visited July 20, 2004).

178 Currently, since these positive attributes of researcher independence cannot be advertised or
validated, actors cannot gain rcputational advantages or esteem norms from relinquishing eontrol over
research studies. Cf. George Akerloff, The Market for 'Lemons': Qualitative Uncertainty and the
Market Mechanism, 84 Q. J. Ec'ON. 488 (1970) (observing in general that establishing a strong
reputation is one of the primary means to avoid the downward lorccs of adverse selection); Richard H.
Me Adams, The Origin. Development, and Regulation of Norms, 96 MiCH. L. RHV. 338, 369-72 (1992)
(arguing that norms work only when others ean observe the good behavior).

'^^ See, e.g.. Cornelia Dean, Editing Science, Address at the Center for Science in the Public
Interest Conference on Conflicted Science (July I I . 2003) (discussing the challenges to journalists
reporting the status of research accurately and "learning and reporting the financial ties of those
[scientists] who make the news"). With such a reform in place. FPA could post all research conducted
on any given chemical or environmental issue, along with the "objectivity" status of each of the
studies, ba.sed on the extent of sponsor control over the rcseareh. See. e.g., [iPA, iNll.tiRAlii) RiSK
INFORMAIION SYSII:M, at http://www.epa.gov/iris/ (last updated July 9. 2004) (providing risk
estimates on a chemical by chemical basis, with a reference list at the end of each chemical-specifie
report that currently does not, but could provide information about the independence of each study).
This would provide valuable information for scientists, regulators, and the public. If, for example, the
only positive studies on a new pesticide registration application were conducted by the pesticide
manufacturers or users, this information would help in weighing al! of the information, particularly if
the adverse studies were produced by parties that were free of sponsor control.

180 f.Qr example, under the Clean Water Act and Comprehensive F.nvironmental Response,
Compensation, and Liability Act. reporting requirements could be revised to require the reporting of
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information that is reported, moreover, could be posted on the Internet and could be
searched using a variety of queries, including chemical name and manufacturer.
EPA might also select the most salient and important "adverse effects" information
to counteract firms' natural inclination to dilute damaging information with routine
"data dumps" of all in-house toxicity studies. Finally, HPA should institute a
focused enforcement campaign to increase the probability that noncompliant firms
will be caught. Since the information most likely to be suppressed will be less
susceptible to documentation, EPA could otfer bounties and added whistleblower
protections for the disclosure of this reportable information, as well as educating
informants of the types of information that should legally be disclosed.

Congress could also amend the reporting requirements to make them more
eifective. Most of the changes would include broadening the category of persons
responsible for reporting and increasing the sanctions for violation of the reporting
requirements. Initially, EPA attempted to include pesticide manufacturers' agents,
including research scientists, among the groups responsible for reporting under
FIFRA.'"' EPA concluded ultimately that it lacked legislative authority to broaden
the category of responsible parties,"^"" but Congress could amend the law to explicitly
include these agents.'**^ Scientists and others, who are often contractually barred
from reporting adverse effects, will then have an overriding legal obligation to report
adverse effects or else risk civil and criminal personal sanctions. Congress could
also impose more significant civil and criminal penalties for the failure of a firm or
any person to report adverse information, perhaps by including explicit causes of
action for any victims that suffered from the suppression of information. Increasing
the sanctions will increase the incentives for compliance. Finally, EPA must be
provided with greater resources to oversee and enforce against the suppression of
research. These lapses are difficult to catch, but with greater fmancial resources and
stronger regulatory reporting requirements, EPA officials will be able to identify
more violations or at least present a credible threat to counteract some of the
incentives for noncompliance.

C. RI-:K)RMING CoNriDi-:NTiAL BUSINLSS INKORMATION

Although its reform is controverted, the existence of a problem with current CBI
protections is beyond question. EPA, the General Accounting Office ("GAO"), and

any non-de-minimis releases. Legal authorily exists for [iPA lo make ihis change because Congress
clearly delegates the decision about setting reportable quantities or threshold levels to the KPA, Sec
Clean" Water Act, 33 IJ.S.C. § 132l(bH4) 12000); CKRCLA, 42 U.S.C. ij 9602(b) (2000),

'8 ' See F.PA Reporting Roquircnients for Risk/Bcnetlt Information, 62 Fed. Reg. 49,,')88 (Sept.
19, 1997) (originally dellning "registrant" to include "any employee or agent of such a person;
provided that any employee or agent who is not expected to perform any activities related to the
development, testing, sale or registration of a pestieide, and who could not reasonably be expected to
come inio possession of information that is otherwise reportable under this part, shall not be
eonsidered a registrant tor purposes ol this part; and provided further that informalion possessed by an
agent shall only be considered to be possessed by a registrant if the agent acquired such information
while acting for the registrant").

"*- See Reporting Requirement for Risk/Uenellt Inlbrmalion; Amendment and Correction, 62
fed. Reg. 49,388 (Sept. 19, 1997) (codified at 40 C.I-.R. pt. 159) (omitting "agents" from detmilion of
registrants).

18.1 TSCA appears to already have broadened the scope of responsible parties for reporting.
Under TSCA, "any person who bas possession of a study" is among those required lo report relevant
health and safety studies on a toxie substanee to the EPA. 15 U.S.C. (} 2607(d) (2000). A clearer
definition of what constitutes a "study" and the reporting requirements could impose substantially
greater demands on both researchers and sponsors.
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independent research consultants have eaeh concluded that overbroad claims for
trade secrets are not legitimate, justitled, or economically optimal.'^"' A 1999 (iAO
report on CBI claims of health and safety information, for example, found only weak
support for industry claims that the confidential information is usefiil to cotnpetitors
and that this classified information could not otherwise be obtained by
competitors."*^ Reeent technological developments and other changes in the
competitive environment further suggest that whatever legitimate benefits industry
may have derived from trade secret protections in the past are rapidly becoming
obsolete."'

There is a rich body of literature suggesting remedies tor problems that arise at
the intersection of trade secret and environmental and public health regulation. Two
reform proposals ofTer particularly promising approaches for combating tbe abuse of
trade secret protections.'"^ The first option is for regulators to exempt any health
and safety data or information needed to assess health risks from trade secret
protection. For those actors who can demonstrate competitive losses from the
disclosure of the information, a cost-sharing mechanism could be devised to provide
compensation.'**** Under such a scheme, competitors benefiting from the disclosure
would be required to reimburse the initial lirm for its costs and competitive losses
(modeled roughly on the data compensation schemes required for pesticide

IS-* See, e.g.. BPA OiUCT ol- POLLLillON PKKVl.NltON ANll TOXICS. FiNAl. ACTION PLAN:
TSCA CONI-ini:NTtAI, BtISlNi:ss INI-ORMATION R | . K ) R M (June 20. 1994); HAMPSIttRr STLUJY, supra
note 6 1 . at 41 (concluding based on review of CBI elaims from 1^77 through 1990 tha! "all available
evidence supports the proposition that much of the information covered by CBI claims is not
legitimately entitled to protection as fSCA CHI."); fOXIC StiBStANCCS CONrtiOt. Ac I, supru note 68 ;
ENVtRONMI NIAI lNl{)iiMAIlON,.vH/>ra note 100.

"*5 [n the report, for example. GAO notes that "competitive intelligence professionals" and
"industry representatives" disagreed on the value of environmental reporting to secure competitors"
secrets. Industry representatives stated that the information "often contains valuable details about their
competitors while other competitive intelligence professionals said that such information is neither
sufficient or even necessary." E N V I R O N M K N I A I . INI -ORMAIION. supra note 100, at 15. GAO went on
to note that "tr]egardless of their views on the usefulness of this information, industry officials
aeknowledged that they could do a better job in protecting their sensitive business information while
still complying with liPA's and states' reporting requirements." Id.

In ihe report the GAO also provided other information that suggests industry might be inllating
its claims that broad CBI protection in environmental regulation is needed to preserve their trade
secrets. Id. Kirst, GAO noted that in the two states that employ materials accounting, "fewer than two
percent of the facilities . , . made conlldentiality claims in 1996 Jor thereafkr |" even though both
states (New Jersey and Massachusetts) have permissive CBI procedures. Id. at I H.

Industry itself seems to acknowledge the lack of competitor interest in the intbrmation, touting
the infrequency of FOIA claims. See. e.g.. Letter from Warren C. Stickle & Bill Baiek to KI'A, supra
note 67 (arguing that the many thousands of products on the market few have or ever will be subject
to a FOIA request and thai the up-front substantiation requirement would be a waste of registrants"
resources as well as harmful for the chemical manufacturers).

'8^ See, e.g. O'Reilly, supra note 66. at 102(1.1 (discussing the "obsolescence of industry's
fixation on the physical security of regulatory submissions containing their chemical data" in the wake
of the intbrmation age).

187 See. e.g., Lyndon, suprci note 67 . at 50-55 (proposing multiple alternatives to trade secrets
with varying levels of protection of an industry's competitive advantages); McGarity & Shapiro.
supra note 97, at 882-S7 (recommending exclusive-use periods for health and safety data that has
trade-secret value, but requiring full disclosure); O'Reilly, supra note 66, at 10208-21 I (proposing a
narrower trade-secret protection for protecting information and more eftective mechanisms for sharing
intbrmation with the public); see also ToXK SUBSTANChS CONlROt. A c i . supra note 6S. at 5:6
(suggesting specific TSCA legislative changes to reduce the problem of overbroad CBI protections).

188 Sf,^^ ^^ Megarity & Shapiro, supra note 97 . at 880-81 (stating that although FIFRA does

not suggest a cost apportioning method, TSCA directs the Administrator to consider various factors).
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manufacturers under FIFRA).'"'' Congress could also lengthen Ihc time for
reimbursement for data compensation under FIFRA.''"' In cases where the
beneficiaries of the safety information arc dilfuse, public fiinds would provide the
reimbursement. Prior to implementing such a reform, it would be advisable to
conduct a follow-up to the GAO's 1999 study to better isolate areas where
competitive harm is most likely and develop approaches that directly address those
potential harms.'*" It is also important to explore the extent to which trade secret
protections lor chemical identity impair the use of health and safety research on that
chemical by scientists and public health officials, a subject not addressed in any of
the confidential business reports published to date.

A second, and more cumbersome, approach proposed by the HPA is to require
firms to provide up-front substantiation for their CBI claims.'**" Although firms
object to up-lTont substantiation as unduly burdensome, the requirement is used in
some statutory programs such as EPCRA and has resulted in substantially fewer CB!
claims.'"'

Finally, EPA could institute regulatory processes that provide oversight of the
quality of manufacturer research, like random replication of the studies, and eharge
the costs through to all manufacturers as an administrative cost of claiming trade
secret proteetion. Hach CBI claim eould be charged a review and classification fee
Ihat rellects the higher costs associated with securing the information and reviewing
the elaim.'''^ EPA could also levy penalties for CBI claims found to be unjustified
based either on an internal agency review or a review conducted following a FOIA
request.' " Such sanctions seem reasonable, especially in light of the significant
penalties that can be levied against EPA officials who release trade secret-protected

189 Under FIFRA, subsequent manufacturers that bonellt from dala subiiiilted previously by
another manufacturer must compensate ibat manufacturer for pan of tbe development costs if their
application occurs uitbin ten (plus) years alU'r ibc original dala production. See 7 [J.S.C. S
I36a(c)(l)(l"l (2000) (providing original applicant a rigbl to "exclusive data use" for registration of
pestieides alter I97S). The constilulionality ol'ihis provision bas been upheld by the Supreme Court.
including the use of binding arbitralion to determine the amount of compensation. See Thomas v.
Union Carbide, 473 U.S. 568 (!485|: Kuckclshaus v. Monsanto, 467 U.S. 9Hb (1^84). Under Ihe right
circumstances, manufacturers may be able to copyright their studies. Sec. e.^.. 17 U.S.C. Jj I02(a)
(300(1) (providing non-exclusive list of works meriting copyright protections, thereby allowing the
copyright of studies in limited circumstances). Bu! since the results of tbe study can be used by a
rcgulalor without having to pay copyright royalties (assuming that the manufacturer shares the study
witb iin agency), then other manufacturers are still able to free-ride on tbe regulatory benefits of the
inibrmulion.

I * The statutory time frame under FIFRA is ten years, which migbt not provide adequate time
to ensure fair reimbursement for the originators of health and safely research. 7 U.S.C. J;
136a(eH IMF) (2000).

I'" See, c.^.. l.yndon, siipni note 67, at 54 (discussing use of environmental patents to provide
llrms with mechanisms for seeking compensation for disclosure of competitiveh valuable
information); Mcdarity & Shapiro, supra note 97, at 882-87 (recommending lull disclosure, but
allowing llrms lo claim ""exclusive use").

I''- I-:PA underscores this in its 2000 effort at CHI reform. 65 Fed. Reg. 80,394, 80,395 (Dec.
21, 2000) (discus.sing proposal for up-front substantiation of CBI claims and stating that "lvv]e believe
Ibis would help reduce the number of OVLTK-broad or iion-specillc claims"); .tee iil.\o HAMI'SHIKI
SlUDY. sii/^ra note 61, at 39-40 (recommending up-fronl substantiation and also sunsel periods on
c m claims).

l**-̂  See, c };-. llAMl'SHlRb SlUDY, supra note 61 at 39-40.
'̂ •* Sec, t'.^', iJ. al 26, 40 (discussing tht- direct and indirect out-of-pocket costs of CBI claims

and recommending a tiling fee for each CIJI elaim).
195 Seciil.so Ul. at 38-39.
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information without Justification.''**' CBI claims could be tallied, much like EPA's
Toxics Release Inventory Program data, to reveal the number and nature of CBI
claims each industry files.'"*' This may produce some accountability for the claims,
and lead insurers, investors, and the public at large to decide how to evaluate
specific industries in light of the .secrecy related to the health risks that might be
presented by their activities.

D, FiNAi. OBSFRVATIONS

Ultimately, it might be preferable for all research to be done under the
supervision of the EPA or state governments, with the costs charged back to the
manufacturers.'"'*' Research required for regulation might be more expensive when
done by the agency, but it will provide less risk of conflicts and a greater assurance
of both consistency and reliability. Whether such a dramatic move is appropriate
will depend on the extent of problems with private research and the cost increases
that would result from EPA overseeing or conducting the research through its own
facilities and contractors. To be effective, however, the research would need to be
done in a "double-blind" fashion so that the manufacturer or regulated party has no
way to trace the researcher or visa versa. Such a public research initiative would
still require some protections for CBI and data compensation.

V. CONCLUSION

Private researeh produced by regulated parties under the pressure of future
regulation is at significantly greater risk of underreporting harm.s than corresponding
publiely sponsored research. Use of this compromised research for regulation could
lead to protections that are not adequate to protect health and the environment. Yet
despite these inherent problems with some sponsored science, current regulatory
approaches continue to treat private research gingerly, often immunizing it tVom any
external scrutiny at the behest of the regulated party. Even publiely accessible
private research is not subjected to the quality control that applies to public research.
In this Article, we argue that the playing field for these two types of regulatory
research should be leveled. Private research should be subject to at least the same
controls as public research. At the same time, other deficiencies specific to private
research, such as sponsor-induced bias and suppression of adverse results, should be
counteracted through more rigorous regulatory oversight,

1% 42 U.S.C. i; 1 IO42(c) (2000) (prescribing regulations "equivalent to comparable provisions
in the Occupational Safety and Health Administration Hazard Communication Standard"}.

l**̂  See aho HAMPSHlRl- STUDY, supra note 61, at 39 (recommending report cards ""indicating
for each submitter the number of submissions, the number of CBI claims, and perhaps the number of
challenges issued on these claims").

l**̂  An alternative approach would be ihc certification of private laboratories, with periodic quality
audits, to ensure greater research independence from manufacturer and researcher, i'f. Shapiro & Charrow,
supra note 18, at 2510 (suggesting similar certification requirements to reduce conflicts occurring in FDA
required biomedical re.sfareb(.




