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L INTRODUCTION

“Show me the data'™ sounds a lot like a soundbite from a
Hollywood movie, but it accurately characterizes the demands that U.S.
industry representatives and legislators on Capitol Hill have in recent
years been making of researchers who study environmental and
occupational health problems. Indeed, in July 1997, an amendment to a
1998 appropriations bill in the U.S. House of Representatives was
proposed that, if passed, would have required researchers with
govermment grants to make their raw medical and scientific data publicly
available within ninety days after the first public reporting of any study
results.” No hearings were held on the implications of such a step. Only
defense-related research and cases in which “adverse economic harm to
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mmercial proprietary interests ... would result” wnu]d have been
ﬁempma from this blanket data release mandate.” Is this proposal to
mandate a blanket release of federally funded research data a necessary
and worthwhile solution to a real problem that is impeding the advance of
scientific knowledge? Or, altemnatively, are the cries for Cmgms to take
such an action merely a manifestation of vested interests’ attempls at
undermining the credibility of rﬁsw:hﬂ! who publish results that run
counter to their financial interests’

Amﬁngmﬂmjounﬂhm.ﬂndm;mmm_udmt
proposed by ive Robert B. Aderholt (R-AL) was, in par, a
uspmscbyﬂongressmindusﬂ‘ydmundsfudﬂafm!{mardﬁchml
ufPuhlicH:almﬁrpolmﬁonmﬂics.u:msu]uufmmﬂfeuthe
center of proposed new air pollution regulations.” The studies’ authors
objected to making their raw research data publicly available because it
would violate the crucial confidentiality agreements l}my had made with
study subjects to protect their individual privacy.’ Although &me
Harvard researchers were willing to share the data with other scientists
when that confidentiality could be protected, they were not u;ﬂlmg to
capitulate to unrestricted release of the personal health records.” In the
end, this particular congressional amendment was defeated by a vote of
nineteen to thirty-four.* Discussion of such a measure, however, will no
doubt surface on the Hill again in the near future, as demands for
congressional action are likely to continue due to t}tha!' regulatory
measures being questioned by industry. It is therefore important to air
both the issues involved in, and the implications of, such a mandate for
the release of federally funded health effects research data.

At first glance, this proposal may seem to be a simple and
straightforward idea. The basic logic behind the pmpt_:sal. apparently,
was that the data collection was paid for, at least in par, by the
government, therefore it should be available to the public and to anyone
else who wishes to evaluate it further. In a cover letter to his colleagues in
the House, the sponsor of the amendment stated that “the federal
govenment does not have a standardized govmn'_um-wude process for
making research data available for independent review. My amendment
seeks to remedy this while still allowing for a limited number of

Amendment to Treasury, Postal Service, and General Government Appropriafions

Bill, }m{nﬁmdhrm Roben B. Aderbolt (R-AL), July 25, 1997) (rejected July 31, 1997)
[hercinafier Amendment to Treasury Bill).

3. See Jocelyn Kaiser, Government Grants: Academia Wins a Round on Raw Data, 277
Scmvce 758 (1997).

4 Seeid

5.  Secid

6. See HR Rep. No. 105-240 {(1997).
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exceptions . ... I strongly believe that sunshine is the best antiseptic.””
In addition, the argument has been made that government regulations that
are based upon federally funded health research might cost billions of
dollars to affected businesses and industries." Accordingly, it is important
to make doubly sure that the research is right. Thus, there were some
seemingly plausible rationales for such a measure, however, practicality
and ethical concerns quickly arose.

In the days that followed the congressional proposal, numerous
confidentiality, logistical, and faimess objections came to light from other
universities.” Representative George E. Brown, Jr. (D-CA), ranking
minority member of the House's Science Commitiee, expressed his “deep
concemn” that “the amendment as drafted would create significant legal
uncertainties and substantial and unnecessary costs for scientists, research
universities, high tech industries, and federal agencies.”'® In addition, the
White House Office of Management and Budget enumerated potential
problems, including the impeding of commercial agreements and the risk
of problems if the data were not analyzed correctly by others unfamiliar
with the data collection process."'

This Article provides a detailed consideration of the ongoing data
access debate in the context of the United States Environmental
Protection Agency’s (EPA or the Agency) recent air pollution regulations
and the research upon which they are based, followed by a discussion of
the key issues surrounding the data access debate in general. These key
issues include the potential effects of a mandate requiring the release of
health research data on: (1)the scientific credibility of the research
involved, (2) the confidentiality of research participants’ medical records,
(3) the intellectual ownership of research ideas and their results, and
(4) the speed of research progress in the medical and public health fields.
Information from past cases of data release demands and their aftermath
are supplied as examples. Consideration is then given to whether there
are sufficient deficiencies in the current practices of scientific assessment
and data sharing that warrant such government mandated intervention

7.  Letter from Rep. Roben B. Aderholi (R-AL) to the House of Representatives (July
24, 1997) (on file with author).

8. See Madeleine Jacobs, EPA Should Take a Breather, CHEM, & ENG. NEWS, Apr. 14,
1997, m §; see also Philip H. Abelson, Proposed Air Pollusant Standards, 277 SciEnce 15
(1997}, Jocelyn Kaiser, Showdown Over Clean Air Standands, 277 SCIENCE 466 (1997).

9.  See Kaiser, supranote 3, s 758,

10.  Letter from Rep. George E. Brown, Je. (D-CA), Ranking Minority Member, House of
Representatives  Science Commitiee, 10 Rep. Bob Livingston (R-LA), Chairmon, House
Commitiee on Appropriations (July 28, 1997) (on file with suthor) [hereinafier Brown Letier].

11.  See Kaiser. supra note 3, a1 758,
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into medical and public health research, or whether the side-effects of this
proposed solution are worse than the initially perceived problems.
Finally, altemative approaches to addressing the question of the validity
of published scientific research are also proposed.

[I. THECASE AT HAND: AR POLLUTION EPIDEMIOLOGY

The National Ambient Air Quality Standards (NAAQS), the
comerstone of the nation’s air pollution control program, are aimed at
establishing air quality requirements sufficient to protect public health and
welfare.'” The Clean Air Act (CAA)" and its Amendments'* require that
these national air quality standards be set at a level stringent enough to
protect the health of the public, with an adequate margin of safety."” The
CAA Amendment of 1977, as adopted by Congress, requires that each of
the NAAQS be reviewed by the EPA at least every five years in order to
determine whether the NAAQS are still appropriately protective of public
health and welfare based on the most recent research information.'
Revisions of the NAAQS by the EPA Administrator are based upon
scientific air quality criteria documents that are prepared by the EPA for
the air pollutant under review and subsequently reviewed by an
independent scientific advisory panel, the Clean Air Scientific Advisory
Committee (CASAC)."”

In 1979, upon review of the nation's photochemical oxidants
standard, the EPA relaxed the ozone (O;) NAAQS from a once-per-year,
one-hour maximum of 80 parts per billion (ppb) up to 120 ppb, due to a
lack of published information supporting the then existing standard."
Ozone is a secondary pollutant, or one that is formed in the atmosphere in
the presence of sunlight from precursor pollutants, most notably nitrogen
oxides and hydrocarbons that are emitted by a varety of sources,
including automobiles, coal-fired power plants, and industry.” This

12, See Clean Air Act § 109, 42 US.C. § 7409 (1994).

13.  See CAA §§ 101-618, 42 US.C. §§ 7401-7671 4.

14. See Clean Air Act Amendments of 1966, Pub. L. 89-675, B0 Stat. 954; Clean Air
Amendments of 1970, Pub, L. Mo, 91-604, B4 Star. 1676; Clean Air Act Amendments of 1977,
Pub, L. No. 9595, 91 Stat. 685; Clean Air Act Amendments of 1990, Pub. L. No. 101-549, 104
Stat, 2399 (codified as amended in scattered sections of 42 U.S.C.).

15.  See CAA § 109(d), 42 US.C. § 7409(d).

16. See CAA Amendments of 1977, Pub. L No. 9595, 91 Smt 385 (codified as
amended in scattered sections of 42 US.C.).

17.  See CAA § 109(d), 42 U.5.C. § T40%(d).

18. See National Ambient Air Quality Standards for Ozone, 44 Fed. Reg. 8201, 8204
(1979).

19.  See Review of EFAs Proposed Ozone and Particulate Matier NAAQS Revisions—
Part 2 Before the Subcomm, on Health and Envirenment and the Subcomm. on Oversight and
Investipations of the House Comm. on Commerce, 105th Cong. 146 (1997) (prepared statement
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standard remained in effect until 1997, when the EPA, after a long and
extensive review of both new epidemiological and controlled pollutant
exposure health studies, determined that the ozone NAAQS should be
tightened back to a value of 80 ppb, but a\'cfa%nd over eight hours and
allowing as many as three violations per year.™ This new standard is
therefore less protective than the once-per-year 80 ppb one-hour
maximum standard in effect before 1979, but somewhat more protective
than the pre-1997, 120 ppb one-hour maximum standard.

In 1997, the EPA also determined, after a similar extensive scientific
review process, that the particulate matter (PM) NAAQS should also be
modified to better protect the public health” Fine PM (i.e., small
particulate matter) is primarily composed of two components:
carbonaceous primary particles, or soot, emitted directly from combustion
sources such as diesel buses, coal and oil-fired power plants, and other
industries; and, secondary particles formed in the atmosphere from
gaseous pollutants such as sulfur dioxide and nitrogen oxides emitted
from sources such as coal-fired power plants, automobiles, and industry.”
In the case of PM, it was decided that a new standard was needed which
focused on fine particles less than 2.5 micrometers in diameter (PM,5s),
which are particles small enough to reach deep into the human lung and
most likely to have the highest concentrations of especially toxic PM
components (e.g., acids, lead, arsenic, etc.).”

The implementation of these new air quality standards will require
various businesses and industries to control their companies’ air pollution
emissions of gases and particles that some fear may cost large sums of
money. This fear has caused those potentially affected parties to
scrutinize the new standards intensely, and many of them have
collectively or individually objected to the standards.** Partially in
response to these industry concems, Congress held numerous hearings on
the new standards, including the consideration of bills to block the new
standards.”® However, no Congressional action has been taken to date to
reverse the new air quality standards.

of Dr. George D. Thurston, Assoc. Prof., Dep't of Envil. Medicine, New York University School
of Medicine) ﬂlﬂ'ﬂmﬂﬁ Thurston Testimony).

20,  See National Ambient Air Quality Standards for Ozone, 62 Fed. Reg. 38,856, 38,.856-
N(lm}{mbem@ﬁadum(:ilpl_im.

21. hwmqumhmm.ﬂmm
MMI-?Hllﬂ?]{hbﬁﬁﬁﬂjuﬂﬂ.ﬁﬂ.ﬂ.ﬂ].

i;. See Thursion Testimony, supra note 19, at 146,

- See Clean Air Act: Oqone and Particulate Matter Standards, Hearings Before the
Mm‘l.mﬂ!emﬂ.lr Wetlands, Private Property, and Nuclear Safety and the Comm. of
E&nmrwm Works, 105th Cong, 138 (1997) [hercinafter Hearings],

24, See Air Quality Stndard Coalition, News Release (Mov, 25, 19496),
25, SeeS. 1084, 105th Cong, (1997); H.R. 1984, 105th Cong. (1997).
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During the period when the EPA developed the new standards,
demands surfaced for the release of the underlying health and scientific
data upon which the key epidemiological pollution-health effects studies
were based to set the new standards. In particular, in May 1994, Dr.
George T. Wolff, a scientist for General Motors and the Chair of CASAC
at that time, and Dr. Roger O. McClellan, the President of the Chemical
Industry Institute of Toxicology (CIIT) and a former chair of CASAC,
sent a letter to EPA Administrator Carol Browner asking that the EPA
make demands for data and for data reanalyses.” However, neither Wolff
nor McClellan indicated any scientific wrong-doing on the part of
investigators in their letter” Although this issue and the sending of a
letter were discussed at a CASAC meeting, the Wolff and McClellan
letter was not sent as a result of a consensus of the entire CASAC panel
that the EPA should request such data, but at the initiative of these two
specific CASAC panel members.” During congressional hearings in
early 1997, these two scientists testified in opposition to the EPA’s
proposed PM,s standard, with Wolff stating that “I can’t endorse the
present proposal,”™ and McClellan stating that “the serious shortcomings
inﬂtﬂiﬂﬂﬁﬁﬁdﬂa{mPM}ijMmkdmwmsuﬁgﬂﬂlﬂ
promulgation of either an annual or a 24-hour PMy5 standard.™ The
Wolff and McClellan letter to the EPA stated that:
several recent published reports have indicated effects on both morbidity
and mortality at about the level of the cumrent PM;, standard. In some
cases, the analyses are extremely complex because of the need to correct a
wide range of potential confounders, such as temperature, cigarette
smoking and other pollutants . ... It is crucial that two or more groups
analyze the same key data sets linking exposure and morbidity/mortality
response to verify the adequacy of the complex analyses and that different
analysts using the same data reach similar conclusions .... The EPA
shuuHﬂkeﬂulcadinmmﬂingﬂminuﬂipthnamﬂahh?F
primary data sets being analyzed so that others can validate the analyses.
In 1997, the Air Quality Standards Coalition (AQSC), in a
submission to the EPA during the proposed O; and PM;s NAAQS

26. See Letter from George T. Wolff, Ph.D., Chair, Clean Air Scientific Advisory
Commitice, and Roger 0. McClellan, D.VM., Past Chair, Clean Air Scientific Advisory
Commitiee, 1o Carol Browner, Administrator, EPA (May 16, 1994) (on file with author)
[hereinafter WolfT Letter].

27. Seeid.

28, EPA SCENCE ADViSORY BOARD, CLEAN AIR SCENTIRC ADVISORY COMMITTEE, S0,
CLOSURE & PARTICULATE MATTER, TRANSCRIPT OF PROCEEDINGS 169-70 (Apr. 12, 1994) (on file
with author).

29.  Hearings, supra note 23, at 38 (testimony of Dr. George T. Wolff),

30, fd uat 139 (estimony of Dr. Roger O. McClellan).

31, Wolfl Letter, suprra note 26.
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comment period, cited the letter from Drs. Wolff and McClellan as a basis
for requesting the data from the key Harvard “Six Cities” Studies. The
AQSC submission requested that the studies be made “available in the
rulemaking docket for assessment by other investigators and request EPA
to reaffirm the existing PM standards until such time that these
assessments are completed.™ In its literature, the AQSC describes itself
as “a broad-based coalition whose membership includes more than 500
corporations, associations and interest groups,” whose goal is “to assure
that the . . . [EPA] makes scientifically . . . sound decisions as it reviews
the National Ambient Air Quality Standards for ozone and particulate
matter.”" However, the AQSC is described elsewhere as “a group of oil,
steel, trucking, agricultural and auto companies, formed last July [1996]
to fight the EPA’s newly proposed air quality standards."* Thus, among
the members of the AQSC are auto manufacturers, an industry group that
includes General Motors, as well as oil companies and chemical
manufacturers, two sectors well represented in the list of companies
supporting the CIIT.* Indeed, CIIT’s financial supporters include the
Chemical Manufacturers Association, Chevron Corporation, Ethyl
Corporation, Exxon Corporation, Texaco Inc., and Unocal Corporation.™
In addition, the Mobil Corporation ran advertisements on the editorial
pages of U.S. newspapers critical of the EPA proposal, including one ad
stating that “data from a key study—the Harvard 'Six Cities’—has never
been made public, despite repeated requests from scientists over a three-
year period."”" Thus, the most pointed demands for these studies’ data
have most often come from individuals and organizations either directly
or indirectly supported by companies expected to be adversely affected by
the new air standards based on those studies,

These recent demands for data release and reanalysis of the Harvard
work have largely ignored the fact that these same Harvard researchers
and their data have previously been reviewed for scientific integrity by
the National Institutes of Health (NIH), Office of Scientific Integrity

32, Lenter from Charles J. DiBona, President, American Petroleum Institute, and Andrew
Card, President, American Automobile Manufacturers Association, Air Quality Standards
Coalition Co-Chairs, to EPA Air Docket Section, Docket No. A-95-54(PM) (Mar. 12, 1957)
<hitp:/fwww.nam.org/bulletinRER frercmt_hitmi>,

33, Air Quality Standard Coalition, News Release (Nov, 25, 1996),

34, Hanna Rosin, Shades of Gray: S5t Boyden’s Unholy Money Trail, 216 THE New
ReruBLIC 21 (1997).

35, See National Association of Manufacturers Air Quality Standards Coalition (1998)
(visited Apr. 29, 1998) <http:ffwww.nam.org/airhiml>.

36, See Chemical Industry Institute of Toxicology Supporting Companies (1998) (visited
Apr, 29, |998) <http:/fwww.clitorg/SUPPC/suppe.himl=,

37, Mobil Corporation, EPA: Ler Science Do lts Job (visited May 15, 1997)
<hup:iwww, mobil. comithisnews'opeds 970515 _oped. himi>,
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(OSI), and the Health Effects Institute (HEI) and were cleared of any
misconduct or scientifically inappropriate analyses.®  The OSI
investigation, which was the result of separate accusations raised in the
mid-1980s, found that “there is no basis whatsoever for the allegations of
serious errors and gaps in the database,” and that “the quality control
program of the Six Cities Studies considerably surpasses that of most
continuously operating monitoring programs.”* Furthermore, the HEL
which receives one-half of its fiscal support from the automotive industry
and one-half from the U.S. govenment, subsequently commissioned an
extensive reevaluation of the data and research methods of the Harvard
team in conducting time-series analyses of various U.S. cities’ daily
records of montality and PM pollution.”” The HEI review found that the
reanalysis results “agree closely with the earlier conclusions that
particulate air pollution is tied to increased risk of death, even when
weather and other pollutants are taken into account.™' Thus, the Harvard
researchers have in fact provided their data for evaluations in the past, and
these previous evaluations have consistently confirmed the validity of
their data and analytical methods.

However, in response to the continuing demands for the Harvard
researchers’ air pollution studies’ data, Mary Nichols, then the EPA’s
Assistant Administrator for Air and Radiation, sent letters to Drs. Joel
Schwartz and Douglas Dockery of the Harvard School of Public Health,
as well as to Dr. Arden Pope, the lead author of another key PM study,
stating that:

there has been considerable interest in your research on the health effects of
air pollution, including requests by members of Congress, govemnors of
several states, and others for the raw data underlying your published
rescarch .... EPA is confident of the scientific integrity of your studies
and their appropriateness for purposes of consideration in the Agency’s
present rulemaking on particulate matter without a separate or additional
review of the underlying data, Nevertheless, given the strong interest in
your research, EPA would encourage reasonable accommodations within
the scientific and governmental community that would permit other
interested scientists and agencies to understand fully the basis for your

38, Letter from Suranne W, Hadley, Ph.D., Deputy Director, Office of Scientific
Integrity, Department of Health & Human Services, to Michael W. Roberts, Esq., Office of the
General Counsel, Harvard University (Nov. 135, 1990) (on file with author) [hereinafter Hadley
Letter].

39, Id.: see also NIH Clears Harvard Researchers, WaLL ST, 1., Dec. 7, 1990, at A3,

40, Letter from James H. Ware, Dean for Academic Affairs, Harvard School of Public
MhhMD.NMMmW&HMRﬂM.E&.(M& 1997
{on file with author) [hereinafier Ware Letter].

41. Pamela Zurst, Air Pollution Link to Rise in Deaths Confirmed, CHEMt. & ENG. NEWS
Apr. 8, 1997, at9.
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work, We therefore mqtmtﬂw;mmk:dmasmimndﬁmlywr
published studies available to interested parties as rapidly as possible.”

Dr. James H. Ware, the Dean of the Harvard School of Public
Health, subsequently recommended to Ms. Nichols that the Harvard “Six
Clt!ﬁ" data be reviewed and tested by the HEI. Dr. Ware wrote “[w]e
believe that HEI is well qualified to conduct a review process that will be
thorough and fair, without jeopardizing confidentiality concems.”™ This
review is presently in progress. Thus, in this case, the concems raised by
industry and industry-funded groups conceming the results of this
research are being addressed, without the need for a public release of the
research health data.

1Inpmmulgau'ngﬂ1enewPMnajrqua]itystandardsinlheFadcml
Register, the EPA summarized the comments that it received during the
NAAQS comment period regarding the issue of raw data availability.
Several _commenters qqmiunod EPA’s ability to rely on studies
on an association between PM and excess mortality without
obtaining and disclosing the raw “data” underlying these studies for public
review and comment. In particular, a number of commenters cited
Dockery, D.W., et al. 1993 and Pope, C.A. 111, et al., 1995, as studies upon
which EPA relied without obtaining and disclosing the underlying raw data
.,.,‘Af:wmmnmﬂusugmdmm]m{d}ofﬂt [Clean Air] Act
requires that EPA obtain the raw data underlying these studies and that a
failure to do so contradicts the plain language of section 307(d)(3) of the
Act, which requires EPA to place in the docket any “factual data on which
the proposed rule is based.” Other commenters argued that under section
307(dX8) of the Act, a failure to obtain and disclose the underlying raw
data used in the studies would constitute an error “so serious and related to
matters of such central relevance to the rule that there is a substantial
likelihood that the rule would have been significantly changed if such
errors had not been made.” According to one commenter, without the raw
data and an opportunity for an analysis of it, “EPA has no legal alternative
other than to conclude that no new air quality standard would be
appropriate within the meaning of CAA section 109(a)(1)(B)." Finally, a
number of commenters have argued that recent caselaw under the Clean
Mmmmmmnukﬁchummhuahplubﬁgaﬁmlu
obtain and disclose the data used in these studies.*

In that same preamble, the EPA responded to those comments:

42, Leiter from Mary D. Nichols, Assistant Administrator for Air and Radiation, EPA
)
Dr. Douglas Dockery, Harvard School of Public Health (Jan. 31, 1997) (on file with auth
-~ : S 1 } {on file with author),

44, National Ambient Air i
SR Quality Standards for Pamiculate Matter, 62 Fed. Reg. 38,652,
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In developing the proposed revisions to the PM NAAQS, the
Administrator relied on the scientific studies cited in the rulemaking
record, rather than on the raw data underlying them. In this case, the mw
data consists of responses to health questionnaires based on information
supplied by individual citizens, or computer tabulations of this information,
which remains confidential, and air quality and monitoring data, most of
which is now publicly available. EPA does not generally undertake
evaluations of raw, unanalyzed scientific data as part of its public health
standard setting process. Only in extreme cases—for example where there
are credible allegations of fraud, abuse or misconduct—would a review of
raw data be warranted. It would be impractical and unnecessary for EPA
to review underlying data for every study upon which it relies as support
for every proposed rule or standard. If EPA and other govemmental
agencies could not rely on published studies without conducting an
independent analysis of the enormous volume of raw data underlying
them, then much plainly relevant scientific information would become
unavailable to EPA for use in setting standards to protect public health and
the environment. "

Thus, while the EPA did request that the researchers in specific cases
release their data for review, the Agency refused to require the release of
such data as a requirement for a study's inclusion in the standard setting

process.
IMI. ISSUES AND IMPLICATIONS

A.  Research Credibility

While the EPA ruled that there is no need for peer-reviewed, health
study raw data to be released as a routine part of the NAAQS process,
industry’s public demands for the raw air pollution-health data in the case
of the CAA standard setting process succeeded in generating skepticism
in the fm regarding the credibility of air pollution epidemiology
results.®® Thus, an unrestricted public release of such studies’ subject
health data would indeed provide one means for the researchers to allay
any concerns that they are trying to hide something. Once the data were
examined by all interest groups and reanalyzed by others, it would have
the benefit of removing even the most remote possibility that the
researchers are hiding anything, but at what cost?

The open and informed discussion of scientific issues and
protections against biased analyses or reporting of scientific results are

45. Id a1 38,689 (citalions omitted).

46.  See Laura Johannes, Pollution Saudy Sparks Debate Over Secret Data, WaLL 5T. 1.,
Apr. 7. 1997, &t B; Scot Allen, Clean-Air Researchers Pressured to Show Data, BOSTON
GrLong, Mar. 4, 1997, at Al.
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indeed important to an informed debate regarding scientific issues. But, a
key question about any policy mandating a blanket release of data as a
means to advance debate on a scientific issue is: who is most likely to
reexamine the publicly released data, and with what goal(s)? The three
major groups that spring to mind are: (1) competing researchers wishing
to capltah?r'un the more expensive and time-intensive work already done
by the original researchers, by analyzing aspects of the data that the
original authors have not yet had an opportunity to investigate:”
(2) regulatory agencies wishing to verify the research results before
felymg on the studies for regulatory decision-making; and (3) vested
interest groups that would be adversely affected by regulations, laws, or
lawsuits based upon the published research.** .

Hﬂw:?*er, it is not necessary to speculate what might occur because
past experience fells us much about what happens when health
researchers allow open access to their data. The case of Dr. Herb
Ne_nd]:nuna_ndhis research on the adverse effects of lead exposure on
children provides one relevant case in point.” Dr. Needleman wrote:

[H]aving satisfied myself that the tooth was a valid marker of past [lead)
exposure . . . I studied a sample of children who were asymptomatic for
hd.c!i_lsafymglhcmhydenﬁm lead levels. The data showed that after
controlling for a number of covariates, children with elevated lead in their
lwthlsnm:d lower on tests of psychometric 1Q, speech and language
function, and on measures of attention . . . . The lead industry, in the form
of the International Lead Zinc Research Organization . . . began to call for
copies of my original data. | declined. I had seen what had happened 1o
good data when massaged and distorted by industry technicians, and while
lwasllnjppytqshmmydam with any bona fide scientist—and did—1 was
not willing to include the lead industry.*

As part of a lawsuit brought by the Department of Justice against
three lead pnlluters Dr. Needleman did ultimately have to maiim his
records available for examination to witnesses on behalf of the lead
industry, including a grantee of the International Lead Zinc Research
&gﬂum@sgtmwhnhadappcminuﬂimyfmuad
Industry Associates. While the case was eventually settled out of court,

47.  See Allen, supra note 46, at Al Indeed, multiple analysis and icath
. . y blications often
result from a single data set, and this would i original mmww;
ﬁume:s"nim“mm:a. - i al -
» It might be well worth the expense 1o such vested interests 1o extensivel vestigate
maﬂngmymnﬂiuingmn:iusiummubedmm&umwmdun TR
49, &eHﬂthLNudkmMmCmsmthwfmﬁqu’Hmﬂh: Notes
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Dr. Needleman indicated that these witnesses had wrtten a lengthy
document critiquing Needleman and his meaéch that was forwarded to
the National Institutes of Health by a law firm.

As reported by Dr. Needleman:

Mkindsufisnﬂmwunﬂycmid:_mdmhndnloghl
dmmnmsmdﬂefwglumninﬂ!p@dm:lfmﬂdm
understand why lbeywﬁcdeﬁmdbym}rcﬁmuscmurwm
Similar criticisms were raised before the EPA in 1982 and dismissed.
These facts notwithstanding, in October of 1991, 1 was nnuﬁnd by the
Dean of my nndicalschnolmalanmqm:yinwchg:ﬁnfmm?n?ﬁtm
being done at the instruction of NIH's Office of Scientific Integrity.

Months after the hearing, Dr. Needleman was finally cleared, but he

concluded that:

If my case illuminates anything, it shows that the Lfcdm.'l investigative
process can be rather easily exploited by commercial interests to cloud the
consensus about a toxicant's dangers, can sil:::wpi;u mmﬁmﬁ
damage an investi *s credibility, and can im tied up all |
mluﬁmdmymsgmﬁﬁcmafwmmhﬁdmm
defending himself**

Dr. Needleman's situation was also reported in m‘amcic in The
Chronicle of Higher Education (Chronicle), along with that of a
researcher who investigated the effects of tobacco company advertising
on children, Dr. Paul Fischer.™® Dr. Fischer's research was one of several
studies published in the Journal of the American Medical Association
(JAMA) that indicated children’s attraction to the Camel cigarette “Joe
Camel” advertising character. R.J. Reynolds (RJR) responded by hining
consultants to analyze the studies and subpoenaed the research data
supporting each of the studies.” The company’s demands reportedly
included that “the researchers supply the names and u:lﬁ:hnnc numbers of
all of the children who had participated in the studies."™ As described by
the Chronicle:

Paul Fischer expected his college to back him. The request, he says,

violated “the principles of confidentiality and academic freedom.” Instead,
ﬂu:MadicalCnlhg:umerghsidndwith:t:whamnmwy. Last

52, Seeid.

8. M

54, Id w980, :

55. SHStephmBllrﬂ,SciaﬂiﬂJSctﬂfgﬂuﬁHnmﬂuﬂfﬁmvamm,u

IGHER ., Dec. 14, 1994, a1 A26-A31.

H Sﬁ.mfnﬂ M. Fischer, M.D. et al., Brand Logo Recognition by Children Aged 3 to 6 Years:
Mickey Mouse and Old Joe the Camel, 266 JTAMA 3145 (1991).

57.  See Burd, supra note 55, at A2T.

S8, 14 m A30.
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year, it tumed over the documents .... Consultants to the cigaretic
industry then started criticizing his research. In disgust over the co 'S
mspum.m.ﬁschurﬂipndmdﬁmmdpﬁmpmhnmdﬁm,
Since then, the substance of Dr. Fischer's research was subsequently
verified by others,” including RIR itself in a memoranda that recently
acknowledged that the company specifically targeted children in their
advertising.” As reported by Dr. Fischer in a letter to JAMA:
Our findings have been validated by other investigators. Henke studied
83 children aged 3 to 8 years using a similar board-game design and found
a 54% recognition rate for Joe Camel, compared with 51% in our study. In
a study funded by RIR, Mizerski looked at recognition rates among 790
children aged 3 to 6 years and found that 52% of all subjects could match
Joe Camel with a cigarette and that an additional 8% associated him with a
lit match, for an overall recognition rate of 60%. A third study, also funded
by RJR and conducted by the Roper Group, surveyed 1,117 children aged
10 to 17 years and found a total awareness rate of the Joe Camel logo of
86%. The consistency of the findings across age groups, geographic
populations, and various study designs validates the findings in our first

Based on an estimated rate of 3,000 new teenage smokers per day, more
than 5 million US teenagers have become regular smokers since the
publication of our study. The most recent research not only confirms that
advertising affects smoking rates, but also indicates that this effect is 3
times greater for teenagers than adults. Given the health consequences of
cigarettes, tobacco industry advertising should be viewed as a major public
health risk.”*

More recently, Dr. John P. Pierce and colleagues have provided
further confirmation, publishing the first longitudinal study (ie.,
following subjects over time) indicating that tobacco company ads and
promotional activities are indeed causally related to the initiation of
smoking among adolescents.”

Ironically, on January 14, 1998, intemal RJR memoranda were
released that, according to the Washington Post, indicate that the
company:

Mfummmmdﬂmmﬁmsﬂmo{iumw
developing aggressive marketing proposals to reach adolescents as young

9. IdwmA26
60. See Paul M. Fischer, M.D., Recognition of Cigarette Advertisement Product Logos,
m I::'h'lh 532 (1997) (citation omitted). i
«  See John Mintz & Saundra Torry, Internal R.J. Reynolds Documents Detail Cigarette
Marketing Aimed ar Children, Wasu. PosT, Jan. 15, 1998, at ADL.
62, Fischer, supra note 60 (citations omitted).

63, John P. Pierce e al, Tobacco Indusiry Promotion of Cigareties and Adelescent
Smoking, 279 JAMA 511 (1998). i e
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as 14 years old.... The Bl documents contrast sharply with the
company’s repeated public declarations that it does not target young
people, collectively sketching a picture of a company that seemed decades
ago to determine that its financial future depended on recruiting a new
generation of smokers. Many of the documents outline RIR's thinking that
led up to the 1988 launch of its controversial Joe Camel cartoon
advertising campaign.”

Thus, the criticized researcher was proven correct, and the vested
interest company that attacked him was apparently seeking to discredit
research findings that some individuals in that company must have known
to have merit.

The Needleman and Fischer experiences are hardly unique, as the
financial incentives to interest groups for such attacks on researchers are
large. As recently noted by Dr. Richard A. Deyo in the New England
Journal of Medicine:

Attacks on health researchers are not new. Piemre Louis, for example,
was vilified nearly two centuries ago for suggesting that bloodletting was
an ineffectual therapy. In an open society such as ours, controversy is
common and often socially useful. The fact that scientists are sometimes
challenged by special-interest groups should be no surprise. However,
with widening media coverage of health research, growing public interest
in health hazards, and expanding research on the outcomes of clinical care,
such attacks may become more frequent and acrimonious. The huge
financial implications of many research studies invite vigorous attack.**

Dr. Deyo and colleagues go on to discuss three cases in other disciplines

illustrating “how vituperative such attacks may be and the range of tactics

employed,” including:  spinal-fusion surgery, multiple chemical

sensitivity, and pharmaceuticals.* The authors conclude that:
The common theme in these examples is an attack—through marketing,
professional, media, legal, administrative, or political channels—on
scientific results that ran counter to financial interests and strong beliefs. In
each case, funding for the research involved peer review and the offending
results were published in peer-reviewed journals. The interested parties
had financial stakes in maintaining their market share or the legitimacy of a
model of illness or a particular treatment. Their responses, ‘which by-
passed peer-reviewed scientific debate and further research, were
nonscientific and aimed at discrediting the findings, investigators, or
funding agencies. In each case, the attacks intimidated investigators,
discouraged others from taking up the same lines of investigation, and took

64,  Mintz & Torry, supra note 61, at ADI,

65. Richard A. Deyo et al., The Messenger Under Anack—Intimidation of Researcher:
by Special-Interest Growps, 336 New Exc. J. MED. 1176 (1997).

66. [Id al176-77.
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up the time of investigators and staff with legal, professional, and media
responses. ... The intent is to tum the tables on claimants, force them
from a political to a judicial forum, and cast them as defendants. . . . In our
cases, freedom-of-information requests, subpoenas, and complaints to the
Office of Research Integrity were analogous to SLAPP [strategic lawsuits
against public participation] suits.”’

Thus, policies as democratic and important as the Freedom of
Information Act requirements can be subverted and employed as
mechanisms for vested interests to “attack the messenger” when the
message 1s financially or politically unwelcome to the interest
involved. It seems inevitable that the same things would have happened
with Representative Aderholt’s “Sunshine” amendment, despite its well
intentioned goals.

Therefore, while there may be the initial benefit to researchers’
credibility if they are willing to release all their underlying health data,
past experience tells us that interest groups with a financial stake in the
research outcome will likely be the primary user of that released data.
These interest groups may use the data in order to further their own
interests, irespective of the merits of the original research, with little
public health assessment benefit, and with the potential of significant

public health disbenefit if appropriate public health measures are delayed
by such tactics.

B.  Confidentiality of Participant Medical Records

In March and April of 1997, as the pressure grew on the Harvard
mufhblicﬂwmmmmﬂdmmgn;mdeanm
their data, stories a[ﬁveared in the Wall Street Journal and the Boston
Globe on the topic.” In the Wall Street Journal article, one of the
researchers pointed out that “giving up this data in violation of our
agreements would completely crip.glc our ability to go out and do
epidemiological studies of any type.”

Similarly, in the preamble of the Federal Register promulgation of
the new PM standard, the EPA also pointed out that;

such data are often the property of scientific investigators and are often not
readily available because of ... amangements made to maintain
confidentiality regarding personal health status and lifestyle information of
individuals included in such data. Without provisions of confidentality,

67. Id at 117778,

68.  See sources cited sgpra note 46,
69. Johannes, supra note 46, st B1,
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the pussibili% of conducting such studies could be severely
compromised.

Thus,ﬂmnmﬂmedrdmcnfhmlmdmmlleﬂod in confidence
during a research study, as proposed during the 105th Congress, would
force researchers to violate the confidentiality agreements made with
study participants at the start of the research years before. Retrospectively
obtaining each subject’s permission to release those data could be an
onerous task, and may not be possible at all, in those cases where the
subject has since died without designating responsible next-of-kin.

Moreover, when conducting new studies, investigators would have
to tell subjects that their data would be publicly available at the end of the
study, which could severely hamper researchers’ ability to recruit new
study populations. Thus, even if such data release mandates were to be
applied only to new studies, one effect of the proposed data release
mandate would be to stifle new research efforts funded by the federal
government.

Ironically, these data release requirements would not apply to
privately funded research, such as that funded by regulated industries,
who have been among the most reticent in the past to make all of their
private rescarch data available to others. This bias in the data release
requirement would be as unjustified as the present requirements in the
House of Representatives that witnesses testifying before a committee
must reveal their past govemment funding, but need not reveal past
funding by interest groups that may have a vested interest in the outcome
of the hearing”” Thus, under proposals such as Representative
Aderholt’s, vested interest groups will still be free to selectively publish
research that supports their positions, while only government funded
research will be encumbered by the data release requirements that, as will
be shown below, will hamper its ability to expeditiously obtain research
independent of special interest group influence upon which to base
scientific assessments of health risks.

In light of these important concemns, and to at least partially offset
the onerous effects of such a data release mandate, it seems possible that
Congress might instead set up a new govemmental agency, or assign an
existing agency, with the task of collecting the data from researchers, and
then releasing it to qualified parties on a limited basis, in order to at least
partially protect the privacy rights of individuals. For example, this is
presently done by the National Center for Health Statistics (NCHS) for

70.  See National Ambient Air Quality Standards for Paniculate Matter, 62 Fed. Reg.
38,652, 18,689 (1997) (1o be codified at 40 C.FR. pt. 51),

1. See Rules for the Comm. on Commerce: Rule 4(b)(2), 143 Cong, REC, H368-01,

H69 (1997),
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c::m:i::lpmprietm'y death certificate information, such as the date of
death.” However, such a proposal for government control of data

releases would raise the question of who is more appropriate to make
dmmm'abuut sharing original research data: the individuals who
collected it and were given permission to access the personal information
by the subjects in question, or a government bureaucracy?

C. Intellectual Ownership Rights

A scientific data set often represents years of effort by a researcher
and his or hFr colleagues, including: the conception of a research idea:
the preparation of a research proposal for submission to a granting'
agency, obtaining institutional scientific Intemal Review Board (IRB)
approval to ethically collect the data; obtaining permission from each
study participant; the collection, quality assurance, and statistical analysis
of the dm. and the preparation of reports documenting the work in the
peer-reviewed literature. Usually, more than one publication results from
a single data set, as there are multiple aspects of a data set that can be
investigated. _In the case of the Harvard Six Cities Studies, more than 100
research publications have resulted from this single data set. Oftentimes,
further funding for support from agencies is obtained to investigate the
many other scientific aspects of the data records. If the data were released
aﬂ:(ﬂm first public use, then others could use the data to seek that
funding to analyze and publish these further findings before the original
ms:y-chgrs. In the case of the Six Cities Studies, the numerous
publications and hundreds of thousands of dollars in research moneys that
the researchers have accumulated for their institutions could have been
lost to other competing researchers and institutions eager to get their
hands on umHnnard data sets. Thus, a mandated “taking” of a data set
from an original investigator shortly after the first public ntation of
results from the study, as proposed in the 105th Congress,” and making it
available to others for free, could represent a major loss, professionally
and financially, to that investigator and his or her research institution.

. lfmsearch is funded by a federal grant, does the government
maintain any rights to demand access to those data beyond its rights to
;bzl:]ﬁ Els ;Llncwd glttm federal funding? Congressman Brown,

e ouse Committee on Appropriati i
Aderholt amendment, discussed this issue. e

T2, See Nutional Center for Health Statistics, Centers Sese Preventio
(last modified Mar, 3, 1998) -:http:ﬁwumdc.guwnc'hswwwﬁrr:l::ﬁum A !
73, See Amendment to Treasury Bill, supra note 2. o
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is imporant understand that the federal govemnment usually supports
i wugpmmmmm The distinction is

anagement udget Circular A-110,) Just last year, Congress passed
Mrl'm National m Transfer and Advancement Act of 1995 (PL.

104-113), which expanded the rights of persons receiving feduﬂ_mmmhfm

support to own and license intelleciual property created wi

w']'lms.“ ight to insist that

the govemment apparently has no more nght 10 1

rescarchers who have lected scientific data as pant of a federally
h:ndudemhmﬂnirdmﬂxmithasmmhlhmdmwﬂsnf
Eblic release of data sets underlying published research results shn;::
applyoquallytnbuhindum:uﬁgovmmumdedm ;
should be viewed as a “taking” of property from those Invesugators.

D. Effect on Scientific Progress

mandate to ire raw data release upon first public
use o?;uplﬁﬁn those dm.m:lmﬂwugh aimed at advancing scientific
knowledge, would undoubtedly have the reverse effect in many ways. As
previously noted, a researcher in the Six Cities Studies, Dr. Douglas
Dockery, pointed out in a Wall Street Journal asticle that violating their
mwwmwmmmmluwmdumywm
studies.” Potential subjects would be less likely to participate in research
vdmﬂtitptmmﬂnwdicaldﬂawﬂlbcmuhpublm. lr.ua'ddmnn.Dr‘
Joel Sdiwﬂmﬂfﬂﬁixﬁﬁﬁdlamw.nl!pnl?lndeS_m
article that “[n]o epidemiologist can afford 1o l:n buried in so much time-
consuming controversy for every study, yct“lhn is what mdus'try promises
for every data set they get their hands on.” Dr. Needleman's expenence

74.  Brown Lotter, spra note 10,
7%, See Johannes, sepra note 46, al B1.
76, M
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is confirmation of the real-world potential for a realization of Dr.
Schwartz's concems. In addition, there would likely be a reluctance on
the part of researchers to publicly release any research results from a
study until all possible research opportunities are exhausted, if they must
release their data after doing so. Financial considerations would likely
ensure that the first completed results from a data set might well be used
solely as justification in subsequent grant applications for further funding,
rather than expeditiously published, and would therefore not be available
to the public, the research community, or regulatory agencies until years
later, when all further research avenues had been exhausted. In other
words, the requirements for public release of data would have the overall
effect of inhibiting, not enhancing, scientific progress and would thereby
also have the effect of inhibiting govemmental agencies from being fully
informed about the most up-to-date state of scientific knowledge when
making regulatory decisions.

E. Unfunded Mandates

Among the less politically popular things that Congress can do is 1o
impose an “unfunded mandate,” or a requirement for individuals to do
things without providing any financial support to address these new
requirements—which is exactly what these data release mandates
represent. As noted in Representative Brown's letter to the
Appropriations Commitiee:

The Aderholt amendment would impose a significant unfunded mandate
on individual researchers and universities—including state universities. To
comply, universities would have 1o maintain a central repository of all of
the raw data produced by all of its federally-supported researchers, respond
to all public requests for documents at its own cost, and review all of the
material before disclosure for potential legal liability for disclosure of
sensitive personal or business information.”

E  Are Existing Mechanisms Sufficient?

Cenainly important among the issues raised by data release
mandates is the question as to whether the scope of the “solution”™
advanced is consistent with the “problem™ it proposes to address. As
stated by Representative Brown in his letter to the Appropriations
Committee:

Before we impose these costly burdens, we ought to ask ourselves what is
the problem? As the ranking minority Member of the Science Committee,

77, Brown Letier, supra note 10,



TULANE ENVIRONMENTAL LAW JOURNAL  [Vol. 11

350
I am unaware that there is any general problem with fcdmllyﬁ:mded
scientists failing to publish research results in public, pe::r—n:mwed
journals. lsmpectltmfuimﬂy-ﬁniedsci:nﬁmmmdtﬁmu_m
th:ircdhagmhwmﬂhlgmwhﬁshdﬁrwmkhmpuudmmﬁc
jcumlsandlumawihdistnhﬁmnﬂheirmchmﬂm_ ‘

Nmmlawmdmﬂmrisagmmlmabout!hmd

federally-funded research. The peer-review while not perfect,
does a pretty good job of weeding out flawed research. In that regard,
requiring‘l.\‘l: mandatory disclosure of raw research data would be
overkill.

Indeed, of the roughly 28,000 biomedical articles published each
year by researchers in the United States,” only a small percentage have
letters written to the journal editor about them, and only aihandfu] of
those are controversial enough to warrant requesting their data for
reanalysis. Clearly, the requiring of tens of thousands of researchers to
prepare their data in a form appropriate for public release and the setting
up of a bureaucracy (or mm}mhmdhﬁmdmmm
dissemination is regulatory overkill for a perceived problem involving
such a very small percentage of these researchers.

Thus, there is no pervasive scientific credibility

Congress during 1997. A focused approach would seem much more
commensurate with the scale of the perceived problem. ‘

But what about those specific cases in which real scientific
controversy does exist? Representative Brown, in his !ﬂter to the
Appropriations Committee, goes on to address this point, stating:

There may, of course, be isolated instances where there are problems . ...
ﬂminﬂmmnmdmhcaddmssadanamse-by-cmbasismtnsumﬂm
careful consideration of all factors, including the confidentiality of patient
and medical records. Agencies have adequate existing legal authonity to
obtain research results and data for federal purposes in such instances.
Thmismmdfarﬂ:mm-bwdtwwhprmdin
the Aderholt amendment.””

Available mechanisms used in the past to address specific concemns
include an evaluation of the data integrity by a disinterested third party.
In the case of the Harvard study data sets, even though there were no
charges of any scientific misconduct, the HEI has again stepped in to

78, Id )

79, See National Science Board, Science and Engineering Indicators (1996) (visited May
28, 1998) <hup:/iwww.nsf.gov/sbe/srs/seind96/start. hime>,

80, Brown Letter, supra note 10.
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address demands for a reexamination of the data and its analysis.” HEI
will provide a neutral party to evaluate the scientific integrity of the data
and the research that led to the important Six Cities Studies finding,
without the need for the Harvard researchers to make their data publicly
available.

In cases where scientific controversy surrounds a published research
document that an Administrator has relied upon in making a regulatory
ruling, the courts also provide an existing avenue to address concemns. A

sive discussion of the legal precedents surrounding the issue of
research data availability is presented by the EPA in the preamble to the
recent PM standard revision. One example where the courts interceded in
the process is provided in Endangered Species Committee v. Babbitt*
(Gnatcatcher), which involved the range of the coastal California
gnatcatcher. In its Final Rule of the Particulate Matter NAAQS, the EPA
stated that:

the Gnatcaicher opinion itself notes, “courts have generally allowed
agencies to rely on scientific reports.” Thus, the question at issue in
Gnatcatcher was whether specific circumstances exist in which an agency
may not be entitled to rely on studies alone. In the Gnarcatcher case, a
single author had published two directly contradictory studies on the same
issue, while relying on the same data. In light of this clear contradiction,
commenters in that rulemaking argued that without the underying data it
was impossible to determine whether the conclusions in either study were
comect. The district court noted that:

“The Secretary had before him a report by an author who, two years
before had analyzed the same data and come to an opposite conclusion, It
is the disputed nature of this report that distinguishes this from other cases
where a scientific report alone has been considered sufficient for ESA

... Thus, according to the court: “While courts have generally allowed
agencies to rely on scientific reports * * * this is not sufficient in this case
because the report itself is under serious question.”™

In this case, the court concluded that, in the specific situation in

which the author published conflicting results, the data should be made
public, and this was required of the Department of the Interior. This
opinion appears to support the EPA’s position in issuing the new PMzs

81. See generally Hadley Letter, supra note 38.

82, . 852 F Supp. 32 (D.D.C. 1994) [hereinafter Gnatcarcher) (cited in Mational Ambient
Ajr Quality Standards for Particulate Matter, 62 Fed. Reg. 38,652, 38,692 (1997)),

83, See Notional Ambient Air Quality Standards for Particulate Matter, 62 Fed, Reg.
38,652, 38,692 (1997) (quoting Gratcarcher, 852 F. Supp. at 37).

B4,  See Gnatcaicher, B52 F. Supp. at 43,
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standarai that only in extreme cases is the review of raw scientific data
warranted.® Clearly, the courts provide a working and viable mechanism
to address concerns about scientific research in those situations.

Thus, there does not appear to be a pervasive problem with the
integrity of peer review literature results that calls out for the type of
regulatory intervention being proposed on Capitol Hill. Moreover, in the
rare cases in which the integrity of peer reviewed published research is
credibly questioned, not just because the results are undesirable to vested
interests, there are existing mechanisms in place to address and resolve
those concems.

IV, DISCUSSION AND RECOMMENDATIONS

Overall, it should be apparent from the considerations presented that
the recent proposal to mandate the immediate and unrestricted release of
raw health research data underlying federally-funded medical and public
health research is an overly heavy-handed and burdensome solution to the
infrequent problems that arise regarding limitations in access to published
research data. Moreover, such an unrestricted data-release policy has the
major drawback that it will undoubtedly worsen the very real and serious
present-day problem of unwarranted attacks on scientists and physicians
who publish research with conclusions that run counter to vested interests.

Qualified researchers who have published research results
potentially damaging to vested interests have come under intensive
attacks in the media through the initiation of scientific misconduct
charges, via legal actions, and by the influencing of government agencies
to demand specific studies’ data release. Many of these attacks have
come even when no scientific misconduct is suspected. These researchers
have generally been ill-prepared to defend themselves. The attacks cause
them to spend a great deal of time and money in defense of charges
initiated or encouraged by vested interest groups having far “deeper
pockets” and significant financial incentives to relentlessly pursue the
attacks. The result is extremely detrimental to the scientists involved,
both financially and professionally, and in one case documented here, has
actually caused a researcher to leave the field of health research, despite
the fact that the substance of his research results were later confirmed by
others.™ It may also have slowed the speed at which regulators took
action in the cases where scientific integrity was questioned. A data

release mandate would provide vested interest groups with even more
“fodder” with which to attack the research upon which federal regulations

85, See supra lex! accompanying note 45,
B6.  See supra lext accompanying notes 59-61.

1998] HEALTH RESEARCH DATA 353

unfavorable to their financial interests are based. Thus, in addition to
slowing scientific progress, the legal and financial burdens on research
institutions, and the undermining of research subject privacy, it seems
very clear that a mandate to release the underlying data behind all
published, federally-funded research would greatly exacerbate the
problem of unwarranted attacks on researchers.

However, in the face of inevitable, future, contentious public policy
debates, how can we best ensure that the important processes of
information exchange, data-sharing, and validation of results are carried
out without unwittingly making the affected researchers the target of
unfair criticism and harassment by vested interests? Clearly, to avoid
being onerous, any solution involving data release by researchers must be
focused specifically on the critical issues and results, rather than a global
release of all raw data. The solution will also need to provide a structured
framework for the conscientious handling of data transfer, protection, and
evaluation. This might involve the designation of rules and funding for
the establishment of a deliberative entity to serve the role played so well
by the HEI in the case of the Harvard air pollution research results.
Perhaps the National Academy of Sciences could be funded to provide a
forum for the design and implementation of such a deliberative body.
The key interested parties will need to be involved, or at least considered,
n designing such a mechanism, including: the scientists and/or
physicians conducting the research; the editors of the journals that publish
such research; the potentially affected vested interest groups and
industries; and the governmental agencies involved in promulgating
regulations based upon the research.

The editors of the various scientific journals that publish this
research have an especially important responsibility to play a larger role
In setting up a mechanism to address this issue. To date, the role of these
Journals has largely been limited to having scientific papers carefully
mvwwdlbcfm publication, rejecting inadequate papers, and/or passing
along major and minor revisions suggested by scientific reviewers. After
that, the journals basically “wash their hands” of any subsequent
pr_n?lpr_ns, merely publishing any substantive letters sent in to the journal
cnticizing a published paper. This seems an inadequate role in today’s
world of scientific debate in which the stakes can be so high, and in which
researchers largely are left to fend for themselves, many times not even
being supported by their own research institutions. Once a journal
publishes an article, it must shoulder a responsibility for that work that
goes beyond the mere publishing of letters to the editor and their
responses. The New England Journal of Medicine (NEJM) has taken an
aggressive stand on the issue of editorial writers and potential financial
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conflicts of interest.”” However, the NEJM has not yet “weighed in” on
the issue of the independent evaluation of the scientific merits of already
published research, even though it published a controversial air pollution
study by Dr. Douglas Dockery et al.™ Prominent journals, such as the
NEIM, should consider setting up a review panel comprised of
representatives, such as the editors from each joumnal, that would organize
a second, more extensive, peer-review of especially controversial papers.
This might be analogous to the Committee on Publication Ethics recently
set up by editors of prominent British journals such as the British Medical
Journal and Lancet™ Through a scientific journal “court of appeals,”
expeditious and fair re-reviews of contentious results might be conducted.

Whether these suggestions are followed, or some alternative
mechanism is adopted, it seems imperative that the scientific journals and
the scientific community “face-up” to the issues of peer-reviewed and
published research method evaluation and data access. Otherwise,
Congress may in fact take it upon itself to impose a remedy that will
likely be far worse for science and policy-making than the perceived
problem it proposes to cure.
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