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Aubrey Blumsohn is a pathologist and
osteoporosis specialist, and previously
Senior Lecturer in Metabolic Bone
Medicine at the University of Sheffield in
the United Kingdom. He was suspended
from his academic post in September
2005 after discussing concerns about
research integrity outside of his institu-
tion. He can be contacted at ablumsohn-
3@yahoo.co.uk.

“the integrity of a body of literatureis
itself our society’s ultimate temporal
forum for negotiating life and death,
suffering and wellness... themedical
well-being of the society it servesis
dependent on the question of who stands
behind theword.” Fr. Mark Gruber,
1999 (cited in ref 1)

The past two years has seen widespread
commentary about the integrity of
pharmaceutica medicine (2-13). The
suggested remedy is that pharmaceutical
companies must be divorced from direct
involvement inresearching clinical
aspects of their own drugs (3, 7). Weare
heading, like the Titanic, towardsan
iceberg of enormoussize.

Pharmaceutical companies sell products
under the banner of science and medicine.
However, their raisond’ étreisto make
money. If industry getsinvolved in
science, it has to balance genuine
hypothesis testing and transparency
against commercial interests, bureaucracy
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of drug regulation, and the financial
consequences of dishonesty. Thisis not in
itself acriticism—itisasimplefact.

Universitiesexist for adifferent reason—to
add to human knowledge and to dissemi-
nate that knowledge through publication
and teaching. Subtle compromises(2)
have allowed the pharmaceutical industry
to develop an extraordinary stranglehold
over the scientific process, academic dis-
course, regulatory safeguards and
common sense (8-11,14). Itishardto see
how safeguards for dispassionate scien-
tific discourse can be sustained when
medicineflagrantly disregardsthem.

Ghostsinthemachine

The pharmaceutical industry is accused of
overturning the usual safeguards of
science. The most fundamental of these
safeguards is the accountability of authors
(1). Readersof legitimate science expect
that stated authors are truly the authors,
that they vouch for the work, and that they
would be able to defend their findings if
challenged. They expect that authors have
seen and scrutinized raw data, and would
be able to provide that dataif asked. That
it is necessary to write thisindicates how
much we have lost.

Industry has been inclined to use universi-
tiesto give tainted science a veneer of re-
spectability, while denying the very basis
of that respectability. “Ghost-writing” has
been repeatedly criticized. However, pro-
fessional “ medical writers’ may sometimes
havealegitimateroleif clearly acknowl-
edged. By emphasizing the“writing”
aspect, we divert attention from the far
more important problem — that of “ ghost-
science,” of which “ghost-writing” is only
apart.
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International standards were adopted by
many scientific journal editorsfollowing
embarrassing disclosures. These
standards (15) reassert the obvious —
that authors should state in writing that
they havefull control of all primary data,
controlled the decision to publish, and
will supply raw data upon request.

Theusual definitions of scientific mis-
conduct do not apply to pharmaceutical
research. In February 2006, Gerald
Schatten was accused of research mis-
conduct (16). Hiscrimewasto have co-
authored astem-cell publication with the
discredited Dr. Hwang Woo Suk, while
shirking the “responsibilities of verifying
the data.” Schatten might have been
irked to discover that at the sametime,
Procter and Gambl e Pharmaceuticals

(P& G) declared to the mediathat it was
“standard industry practice” (17) to deny
authors access to raw datain drug
studies.

L essonsfrom Sheffield

In 2002, | signed aresearch agreement
with P& G in collaboration with another
academic, Professor Richard Eastell. The
consequences of my disagreement with
the company and with my collaborator
have been widely discussed in the
media. (17,18) and someorigina docu-
ments have been disclosed on a blog
(19).

In spring 2006, The Journal of Bone and
Mineral Research (JBMR, 20) placed an
undated “ Statement of Concern” on its
website. The statement relates to one of
threeintended P& G publications (21)
about change in bone turnover and frac-
tures in patients taking the osteoporosis
drug Actonel. The other two publica-
tions (one based on an extended set of
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(Blumsohn continued from page 1)

the same data and another based on new
data) have only been published in
abstract form because | declined, asfirst
author, to sign journal declarationswhile
being refused access by the company to
randomization and event codes
(17,1819).

The research involved an important
secondary endpoint in the key random-
ized trials used to gain regulatory ap-
proval for Actonel (annual sales~$1
billion). P& G repeatedly refused to pro-
vide data codes to academic “ collabora-
tors.” This breached the terms of its
contract with the University. Datawere
required by the academicsto verify
scientific reports, statistical analyses,
meeting abstracts, and draft publications
“ghost written” in their names. Over
time, increasing information emerged to
suggest that the data analysis and data
presentation had been incorrect and mis-
leading, but underlying datawere still
not disclosed.

Thefirst of the three intended publica-
tions was submitted by my collaborator
to the Lancet in 2002, and upon rejection
was published in IBMR (21). The Lancet
prescribes that an author must “ state
that he or she had full accessto al the
datain the study,” and “at any time up to
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5 years after publication authors may be
asked to provide the raw data.” JBMR has
similar guidelines. Academicsat Sheffield
would not have been able to provide data
if asked (and were indeed not able to),
because they never had them.

Various statements made by P& G officials
intheir defenseareilluminating (17,18,19).
They claimed that “we don't need to ask
an independent person to analyse the
data just to make a few people happy”
(the independent person being the
intended first author). They claimed that
by supplying authors with data “industry
loses the opportunity to demonstrate its
ability to be a true partner in scientific
endeavours’ (17). They suggested (19)
that refusal to supply data to authors was
in accordancewith “PhRMA guidelines’
(PhRMA isthe main US|obby group that
represents pharmaceutical manufacturers).
They defended their actions in the press
(17) by saying that it is “ standard industry
practice” to limit authors access to data,
and that “occasionally the researcher is
given temporary and limited access to
data to perform the analyses directly.” In
“legal” correspondence, P& G attempted to
redefine the meaning of “accessto data,”
suggesting that showing an author
company outputs or statistical interpreta-
tions somehow constitutes access to data.

TheBill of Rightsand disclosureof data

In response to media scrutiny, P& G
produced anew “Bill of Rights’ governing
itsrelationships with academicsin
February 2006 (17). Thebill stated that
“research authors will define and control
the content and direction of any publica-
tion resulting from their work” and will
have “final authority” over all publication
content. It stated that, although P& G

would retain ownership of data, research-
erswill “own the analysis and conclu-
sions’ and will be “in no way restricted”
from publishing their findings.It says that
researcherswill have “full accessto all
relevant data to confirm the accuracy of
statements and conclusions.” This
statement simply stipulates the rights and
obligations academics have always had, as

L ettersto the Editor: The editors welcome
comments from our readers. We reserve the
right to edit and abridge letter as space per-
mits. Please address all correspondence to
the deputy editor.
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well asthe conditionsfor publicationin
any respectablejournal. Nevertheless, it
isastep forward.

InApril 2006, after athree-year delay,

P& G supplied meand Eastell withthe
data codes underlying the three intended
publications. These data, as well as many
documents and dozens of tape record-
ings, confirm that the conclusions of the
three publications were not in accordance
with the data. Discrepancies were
obvious. For example, in all three manu-
scripts, the x-axis of acritical graph was
scaled so that about 40% of the data
would not have appeared within the scale
of the graph. A key conclusion of all three
papers was that there was plateau at a
commercially convenient pointinthe
response relationship for the drug — a
matter of practical clinical relevance (18
explains how thiswould have benefited
P& G). Thedataprovided no credible
evidence to support this conclusion in
any of thethree publications (17, 22).

Theproblem of theregulators

The Sheffield dispute was discussed in
the UK Parliament in December 2005, and
was transmitted by the Health Minister to
the UK drugs regulator (the Medicine and
Healthcare Products Regul atory Agency,
MHRA) for “investigation.” The MHRA
isitself accused of failing to examine or to
secure raw datain drug licensing applica-
tions, simply accepting the word of
industry with blind faith (6, 14). Sincethis
was precisely the problemin Sheffield, its
disinclination to investigate was hardly
surprising.

No investigation (or at least anything
fitting that definition) took place. The
MHRA failed to produce any report,
declined to accept any documentary
evidence (17, MHRA responseto FOI
request #06/115), stated that the matter
was of “low priority” (17), and that the
agency does not have any procedure for
investigating research misconduct (17,
MHRA responseto FOI #06/188). Further,
it claimed that the drug regulator has no
remit, nor any necessary obligation to be
interested in the integrity of the scientific
literature about drugs (17, MHRA FOI
#06/188) unlessrelated to licensing (and
collected using documentation appropri -
(Blumsohn continued on page 3)
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atefor licensing). It even argued that it is
“illegal” for ascientist to have data
pertaining to information writtenin his
name without the consent of the com-
pany “owning” that data (17, MHRA FOI
#06/115). It refused to compare dataiit
was sent from Sheffield with the original
datait should have received and exam-
ined as part of the licensing process for
Actonel. Initially, thisrefusal wason the
basis that it would be “too much work”
(17, MHRA FOI #06/059). Later, it
admitted that it had not in fact seen or
retained raw data prior to approving the
drug (17, MHRA FOI #05/404). With
governments setting the standard for
scientific conduct, it is hardly surprising
that independent science has encoun-
tered such difficulties.

Thepraoblem of academicswhodon’t
acquiesce

There have been many cases where
academics have refused to acquiesce. A
dispute arose between James Kahn of UC
San Francisco and |mmune Response
Corp. over effectiveness of anAIDS
vaccineinamulti-center trial. The
company objected to publication of the
analysis of data (which wasincomplete
since the company refused to supply the
rest to the researchers). When UCSF
researchers refused to interpret the data
more favourably, the company threatened
legal action. The study was published
withincompletedata(23). The company
maintained that because it paid for the
trial, it somehow owned the data and
therefore the mode of presentation.

Many other cases happen beneath the
radar. A recent exampleinvolvesthe drug
Famciclovir, used to treat herpes. A 1997
study comparing Famciclovir withits
main competitor was funded by the
manufacturer (then Smithkline Beecham).
Study findings were not beneficial to the
sponsor. They were published only afew
months ago after a nine-year delay, with a
disclaimer that the authors were denied
raw data and were forced to accept the
company’sown partial summary of
findings (24). Scientists may disagree
about the presentation of data. There
can, however, be no legitimate debate
when that data are not available for
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scrutiny even to the authors. Should we
prescribe a drug knowing about such
“missing” data? What of the patients who
volunteered to take part in these studies?

Other disputes have related not so much
to access to data, but to the right of
authors to publish or speak about what
they believe to be true. These include the
celebrated cases of Nancy Olivieri (9,11),
Betty Dong (25), David Healy (9), David
Kern (9,26), among others. Thesein-
stances should be discussed and ana-
lyzed so they are not repeated.

Wheretofrom here?

Theethical challengein pharmaceutical
medicineisto use available datain the
best possibleway. Dataare derived from
human participants who subject them-
selvesto risk in the public interest. They
have the right to know that the data
derived from their assumption of risk are
used properly. When data are closed to
scrutiny, even by the supposed authors of
research, this cannot constitute an
appropriate or ethical use of that data.
Patients have to be involved in solving
the problem.

We need to address the way in which
drug regulators are currently operating.
Recent reports about these agencies
should provideawake-up call (6, 13, 14).
The stated intention of the FDA to
support apreemption rule (27) is of grave
concern. Thiswould disallow lawsuits
against drug makersif adrugisFDA
approved, even apparently in the case of
scientific fraud or the withholding of
information by acompany.

The problems of medicine could not
happen without the complicity of medical
journals (12), most of which receive
substantial advertising and “reprint”
income from industry. Anyoneinterested
in the functioning of journals might wish
to peruse my collated correspondence
with the editor of The Journal of Bone
and Mineral Research that | have placed
online (29). Initially polite correspondence
became confused as | encountered the
endless distortion of reality that is part
and parcel of pharmaceutical science.
Other journals, such as PLoS Medicine,
have made appropriate comments about
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their role (28), and we should, therefore,
make sure such publications receive the
respect they deserve.

Some continue to press for public right of
accessto anonymized raw clinical
supporting the licensing of medicines
(30). Reasonable asthis might seem, such
proposals are unthinkable when currently
neither academic authors fronting
publications nor the regulators have seen
that data. Issues of “ownership” of data
areirrelevant to the right of access or to
the ethical requirementsof journals. If the
industry wishes to sell its products under
the banner of science, it has to accept the
rules of science.

Most importantly, as academics we need
to reassert the importance of data and the
meaning of authorship. We also need to
assert “old fashioned” ideas of academic
freedom, our right to speak the truth as
we seeit, and to allow that truth to be
subjected to open debate.

Inthewords of George Orwell (1984),
“Freedom is the freedom to say that two
plustwo makefour. If that isgranted, all
elsefollows.”
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IN THE NEWS

GOVERNMENT SCIENCE PANELS
FAIR AND BALANCED?

OnJuly 24, The Center for Scienceinthe
Public Interest (CSPI) held aforum ex-
ploring the prevalence and impact of con-
flicts of interests within government ad-
visory science panels.

Of the six panelists, three were quite wary
of the dangers of potential conflicts of
interest. Dr. Michael Jacobson® said
conflicted scientists should not be on
review or advisory scientific panels,
including those commonly known as data
synthesis panels. Yet, if the expertise of a
particular scientist with aconflict of
interest is needed, perhaps the EPA or
other agency could alow the scientists
into panel discussions but prohibit them
fromvoting or lobbying. Dr. Steven
Nissen? was sharply critical of the FDA,
citing politici-zation and ineffectiveness of
the FDA askey factorsin thelack of public
trust in the agency. He called for a three
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-prong solution: increased funding of the
FDA to eliminate the need for industry
“user fees’; more authority to allow the
FDA to enforce regulatory standards;
and, areview of the appointed FDA
personnel to expose conflicts of interests
that he alleges are present at the top
management levels. Dr. Merrill Goozner®
highlighted the release of the CSPI review
of the National Academy of Sciences.
This report found one in five scientists
on NAS panelsto have “direct financial
ties to companies or industry groups with
adirect stake in the outcome of the
study.”* However, Frederick Anderson®
criticized thereport, calling it wrong and
misleading in parts. Heargued for a
conflict of interest criterion that shows a
current, substantial financial incentive
related to the subject under debate within
apanel.

Dr. Scott Gottlieb® defended FDA
policies, arguing that waiversfor
scientists with perceived conflicts of
interests are often necessary to retain
quality panelists. He stated the FDA isin
the process of revising guidelines for
giving these waivers and the ways in
which it discloseswaiver information to
the public. Dr. James Conrad” advocated
for disclosure of conflicts of interest,
without prohibiting conflicted scientists
from serving on advisory panels. While
citing expertiseas till theideal criterion
for inclusion on a pandl, he noted the
Federal Advisory Committee Act that
requires advisory panels show balance in
scientific perspectives.

1. Executive Director, Center for Science
in the Public Interest

2. Former Chair, FDA Cardiovascular and
Renal DrugsAdvisory Committee, The
Cleveland Clinic Foundation

3. Director, Integrity in Science Project at
CH

4. Thefull CSPI report can befound at:
http://cspinet.org/new/pdf/nasreport.pdf
5. Partner, McKenna, Long, & Aldridge,
LLP

6.Deputy Commissioner for Medical and
ScientificAffairsat the FDA

7.Asst. Chief Counsel for the American
Chemistry Council

*HI
(News continued on page 5)
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ISSCR SETS OUT ETHICAL GUIDE-
LINES FOR HUMAN EMBRYONIC
STEM CELL RESEARCH

TheInternational Society for Stem Cell
Research (ISSCR) hasreleased draft
guidelines for the ethical conduct of
human embryonic stem cell research. The
guidelines reflect themes of openness and
scientific collaboration. With regard to
openness, the ISSCR urges researchers to
be “transparent and truthful” when
examining the potential of stem cell
science. Researchers are cautioned
against creating “unrealistic expectations
of success’ among the public community
following such research. The unhindered
distribution of research materialsamong
non-commercial researchersisalso
emphasized. Thismust take placewithin
the context of legal requirements of each
country involved, but an overall environ-
ment of academic cooperationistheideal.
The guidelines specifically advocate wide
distribution of stem cell linesinthe
research community, through centralized
repositories. These repositories should
establish aclearly defined protocol for the
storage and distribution of lines.

Cognizant of the need for review of
research, the | SSCR recommends estab-
lishing aprocess of Stem Cell Research
Oversight (SCRO). Thisprocess, de-
signed to exist in addition to the IRB
review process, would monitor three
components of the proposed research: 1)
the scientific rational e and merit of the
proposal; 2) the rel evant experience of
investigators; and 3) the ethical permissi-
bility and justification. The panel oversee-
ing the SCRO review would reflect awide
range of interested partiesincluding
scientists, ethicists, legal scholars, and
community memberswithout tiesto the
research institution.

Of particular concernisthe procurement
of materialsfor conducting human stem
cell research. For the procurement of
gametes, pre-implantation embryos and
somatic cells, the |SSCR establishesafirm
principle of voluntary informed consent
or refusal. Thisinform-ed consent must
be separated from the clinical treatment
process to avoid pos-sible coercion. The
guidelines prohibit any payment for
donating embryos or gametes acquired in
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the course of clinical treatment. However,
this does not pre-clude reimbursement for
“direct expenses’ incurred during the
consent process. ISSCR charges senior
investigators, funding agencies and
academic journal editorsto seek compli-
ance with the guidelines when supervis-
ing or reviewing research.

ISSCR invites public feedback on the
guidelinesuntil September 1, 2006. The
final versionincorporating commentswill
be published on the ISSCR websitein
October 2006. Download the guidelines
and submit comments here: http://
WWW.iSscr.org/sci entists/guidelines.cfm

For further information:
http://www.isscr.org/
http://www.nap.edu/books/0309096537/
htrml

*H

ETHICS CONSULTING IN THE
BIOTECHNOLOGY INDUSTRY

The biotechnology industry has been on
thefrontline of controversy. From pricing
policies to safety concerns, the industry
isunder greater public scrutiny than ever
before. Many firms have sought advice
from ethics consultants to help them
understand and address questions and
concernsraised by their work.

In 2004, AAAS launched aproject to
examine consulting practicesand compile
resources on the subject. Two surveys
were conducted — one gathered informa-
tion from biotech companies, and another
queried ethicists about their experiences.
Although the data do not permit one to
draw definitive conclusions, theinformat-
ion collected provides insight into the
use of ethics consultants.

Companiesof all sizeswererepresented
in the surveys. Most ethics consultation
seemsto bein thefields of biology,
pharmaceuticals, and genomics. Advice
was sought most frequently on issues
involving datacollection, confidentiality,
storage, and/or disclosure and potentially
controversial research or product de-
velopment.

For those responding, having someone
(e.g., legal counsel) —or acommittee—on
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staff was more common than hiring a con-
sultant, usually from academia, on an as-
needed basis. Both internal and external
consultants were asked to provide similar
types of advice, including identifying
potential problems and addressing
existing/emerging ones.

Consultantswere morelikely to have
training in medicine or philosophy/ethics
than in other disciplines. When asked to
identify reasons they had agreed to
consult, “intellectual challenge” wasthe
most often cited response. Respondents
also welcomed the opportunity to acquire
first-hand knowledge of impending
scientific devel opments.

Both the company respondents and
consultants rated, on ascale of 0 to 10,
how helpful/useful they thought the
advice had been. Average scoreswere 9
and 8, respectively.

The external ethics consultants were
usually required to sign confidentiality
agreements, but not non-competition
provisions. Compensation usually
consisted of either fee per consultation or
payment by the hour. Daily fees ranged
from $200-$1000, and hourly rates, $125-
$200.

Few problemswerereported. One
respondent mentioned refusing to testify
in alawsuit, another reported a company’s
request to retract published findings, and
athird mentioned a dispute over whether
aparticular experiment should be per-
formed. Information-sharing between the
companies and consultants was not cited
asaproblem.

Consultants described afew pitfallsin
their work, including being used as an
“ethical cover” for public relations, peer
criticism, client-imposed restrictionson
publication, and adrain on timefor other
activities such as teaching and research.
A detailed report of the project, which was
funded by The Greenwall Foundation, is
posted on the Web at http://
Www.aaas.org/spp/sfrl/projects/
bioconsult/index.shtml.

*MP
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HOW THE PUBLIC VIEWS SCIEN-
TISTS AND ENGINEERS

Since 1977, The Harris Poll hasmeasured
the public’s perception of various
occupations, including scientists and
engineers. The exact question asked is:
“1 am going to read off a number of
different occupations. For each, would
you tell meif you feel itisan occupation
of very great prestige, considerable
prestige, some prestige or hardly any
prestigeat all?’

Year after year, “scientist” has been near
or at the top of the list of most prestigious
occupations. In the most recent poll?,
conducted in July 2006, 54% of those
surveyed thought that scientists have
very great prestige, a statistic that has
consistently been in the mid-50s since
1992. However, scientist ranked only
fourth among the 23 occupations in the
survey, unlike the three previous years.

In 2003, for thefirst time, it held the
number one spot. 1n2004 and 2005, it tied
for first place with doctor and firefighter,
respectively. Firefighter now topsthelist,
with 63% of those surveyed giving that
occupation the very great prestige
designation, followed by doctor at 58%,
and nurse at 55%. Engineer falls some-
whereinthemiddle. In 2006, it ranked
10th, with 34% of the public saying it had
very great prestige — the same level as
2005, but up from 29%in 2004.

Some notable changes have taken place
during the 29 years Harris has been
conducting the survey. Among the 11
occupations included in the survey since
it began, only teachers saw an improve-
ment intheir rating, from 29%in 1977 to
52% in 2006. In contrast, scientistsfell 12
pointsfrom 66% to 54%.

1. Complete poll results can be found at
http://www.harrisinteractive.com/
harris_poll/index.asp?PID=685

*MP

IN THE SOCIETIES

WAR ON TORTURE: PSYCHOLO-
GISTS SPEAK OUT

In response to recent controversy on the
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permissibility of torturein timesof war,
the American Psychological Association
(APA) has issued an updated resolution
for August 2006, calling for psychologists
to abstain from prisoner abuse and torture
and to disclose knowledge of any such
acts. The 2006 Resolution Against
Tortureand Other Cruel, Inhuman, or
Degrading Treatment of punishment, an
updated and more comprehensive version
of theAssociation’s 1986 Human Rights
Resolution on Torture, clarifiesits stance
against such actsin the face of criticism
over acommissioned report published by
the group in June 2005.

The new resolution forbids psychologists
to “knowingly engagein, tolerate, direct,
support, advise or offer training” for the
abuse and torture of prisoners, citing “an
ethical responsibility to report these acts
to the appropriate authorities.” The
guidelines encourage psychologists to
comply with international law in establish-
ing accepted norms of prisoner treatment,
whileleaving out specific areas of prison-
er treatment to avoid except “deprivation
and disorientation.”

Unlike other medical science organiza-
tions, such as the American Psychiatric
Association and the American Medical
Association, the APA has yet to prohibit
psychologists from participating in or
consulting with regard to prisoner interro-
gations. Tothecontrary, the military still
actively employs psychologists’ know!-
edge of behaviora sciencesin
advisinginterrogation techniques.

There has a so been wide criticism over
the 2005 APA-published report by the
Presidential Task Force on Psychological
Ethicsand National Security. The report,
inwhich 6 of its 10 memberswerelater
disclosed by Salon to have ties to the
military, described psychologists as
playing “avaluable and ethical roleto
assist in protecting our nation, other
nations, and innocent civiliansfrom
harm.” Furthermore, 4 of the 10 Task
Force members were found to have
worked with interrogators at Guantdnamo
Bay in Cuba, AbuGhraibinlrag, orin
Afghanistan, al of which have received
international attention for prisoner abuse
and torture.

Despite the new resolution and its
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guidelines, many APA membersstill con-
sider the language too vague and are
demanding moreimmediate resultsby
banning all involvement with theinterro-
gation process. With such acts as sexual
humiliation, sleep deprivation, and
psychological abuse and harassment
having been deployed under the supervi-
sion of the Behavioral Science Consulta
tionteamsat placeslike Guantanamo Bay,
opponents of the current policy have
gathered almost 1,500 signatureson a
petition protesting interrogations using
psychologists. Tak has also circulated of
another resolution effectively banning
psychologists from participating in
interrogations.

Resolution found at: http://www.apa.org/
convention06/notortureres.html

Petition found at:
http://www.thepetitionsite.com/
takeaction/483607021At1=1156196075

*DJ

THE ROYAL SOCIETY CONFRONTS
EXXONMOBIL

The UN Intergovernmental Panel on
Climate Change (IPCC) report dueto be
published in February 2007 includes data
indicating climate change could resultin
higher global temperaturesthan formerly
predicted. This new data, in combination
with the director of the British Atlantic
Survey Chris Rapley’s findingsthat
showed polar ice caps melting at much
faster rates than anticipated, has
prompted the UK Royal Society to urge
ExxonMobil to stop funding organiza-
tions that discredit science, more
specifically those disputing climate
change.

Discrediting scientific datawasinitiated
by Philip Morris, the tobacco company,
when the Environmental Protection
Agency (EPA) issued areport on
Respiratory Health Effects of Passive
Smoking in 1992. In order to discredit the
report, Philip Morrishired APCO, apublic
relations company, which recommended
founding The Advancement of Sound
Science Coalition (TASSC), an organiza
tion that seemed like a grassroots move-
ment, to question not only scientific re-
ports on smoking, but also global
(Societies continued on page 7)

6



(Societies continued from page 6)

warming, nuclear waste, and biotechnol-
ogy.

ExxonMobil hasfollowed the precedent
set by Philip Morris by funding the
TASSC and 39 organizations publishing
misleading data on their websites with
$2.9millionin 2005. In addition, the 2005
ExxonM ohil Corporate Citizens Report
contained a section on Environmental
Performance, which stated there was no
reproducible statistical datato determine
whether man-made emissions have con-
tributed to recent climate changes. In the
letter challenging ExxonMobil, the Royal
Society stresses that statistical analysis
of climate change by human actions has
been reproduced, and there are 167
references to support thisclaim. The
Royal Society wrote to express*“ disap-
pointment at the inaccurate and mislead-
ing view of the science of climate change”
contained in the 2005 ExxonM obil
Corporate Citizenship Report. The Royal
Society conveyed difficulty in“reconcil-
ing the misrepresentations of climate
change science in these documents with
ExxonMobil’sclaimto bean industry
leader.”

Asof thisyear, ExxonMobil continuesto
fund organizations that dispute climate
change. According to George Monbiot,
the author of a new book, Heat, the doubt
organi zations disputing climate change
have sown among the public has “ delay-
ed” effective global action on climate
change by years.” Until the public per-
ceives a scientific consensus on the
severity of global warming, it will be
difficult to combat.

The Royal Society L etter found at: http://
image.guardian.co.uk/sys-files/Guardian/
documents/2006/09/19/L ettertoNick.pdf
The excerpt from George Monbiot’s book
Heat found at: http://environment.quar
dian.co.uk/climatechange/story/0,,18757
62,00.html

*SC
RESOURCES

THE SHAPE OF THOSE TO COME

A Review of Qurgically Shaping Chil-
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dren: Technology, Ethics, and the Pursuit
of Normality, edited by Erik Parens (336
pages), Johns Hopkins University Press,
Baltimore, 2006 http://www.press.jhu.edu/
bookgftitle pages/8953.html

Thisvolumeisthe culmination of a
Hasting Center project on the psycho-
social and ethical impact of surgical
procedures aimed at improving quality of
lifefor children. Editor Erik Parens
focuses on surgical interventions for cleft
palate, achron-droplasia (dwarfism), and
intersexed conditions. Parens weaves
together wrenching patient narratives,
candid reflections from doctors and socid
workers, and harrowing accounts from
parents faced with these unimaginable
decisionsto show that, while all were
united in the effort to provide care for
children, ideas about what constitutes
care are often divergent.

There is a consensus among the authors
that the children themselves should be
involved, and if possible, makethefinal
decision concerning surgery. One option
heavily promoted in the book iswaiting
until the child is older. Waiting makes
operating safer, allows parentstime to
recover from the shock initial diagnosis
may cause, providestimefor partiesto
become more informed about the conse-
guences of a particular procedure, and
acknowledges the child’'s wishes. This
class of surgeriesis reported to be painful
(limb-lengthening), lengthy, and often
leave dissatisfying results (increased
height yet physically weaker limbs; lost
sensation in genitalia; and create massive
scarring). Because of what is at stake,
many argue that only the individuals
themselves can determine if these
procedures are worth the cost.

Another strain of argument focuses on
how interests become conflated when an
individual is deciding on surgery for
himself versus deciding on behalf of
another. Ellen Feder’s chapter “In Their
Best Interests” refers to research by
Suzanne Kesseler on college students
and preferences about intersexed surgery.
Kesseler’'swork shows that when
students were asked if they would correct
hypothetically abnormal genitalia(an
abnormally largeclitorisfor afemale, or an
abnormally small penisfor amale), once
informed of the possible loss of stimula-
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tion, most opted not to have the surger-
ies. Yet, when another group of students
was asked to make such decisions on
behalf of their hypothetical children,
students were more likely to proceed with
corrective surgeries. Feder believes these
responses suggest that parents may
unintentionally be looking out for their
own best interests, opting for surgery to
assuage their own fears and confusion,
not to protect the child.

Maybe it's not the children that should
change, it'sthe society, argue some mem-
bers of the SSC group. Sherri Morris,
former patient of intersexed surgery,
writes, “ physicians are sometimes overly
impressed with new technologies, losing
sight of the fact that there is meaning and
purpose to being born “different,” and
that surgery and secrecy have the
potential to invalidate the patient’s
experience... Having AlS (anintersexed
condition) is not for me the tragedy my
parent and doctors thought it would be.”
(pg. 11) Just asthere are surgical options
for dealing with many of these conditions,
non-surgical alternatives such as social
and family support are also available.

Along with narratives and specific case
studies, the book included broader philo-
sophical arguments about the role of
cosmetic surgeriesin society. Onetheme
was the concept of body commodifi-
cation. James Edwards and Arthur Frank
argue that modern society presents
thebody as raw clay to be shaped for con-
sumer-oriented, self-fulfillment purposes
likefashion (Edwards, pg. 57 & Frank, pg.
73). Whilereferencing a2003 articlein
Vogue fashion magazine on the benefits
of undergoing cosmetic foot surgery in
order to wear designer shoes, Arthur
Frank explained,

“These shoes ‘require designer feet’. As
\Vogue told the story, surgical practiceis
being pushed by patient-consumers, who
are in turn being pushed by shoe designs
... [Thisframes] the practice of surgery as
standing reserve for fashion. What comes
first is the shoe, which dictates the shape
of feet. If the shoe does not fit, then per-
form surgery onthefoot.” (pg.73)

Frank used this case to emphasize theim-
portance of understanding the deeper
(Resour ces continued on page 8)
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social impetus for not only cosmetic
“foot” enhancing surgeries, but for any
medically unnecessary procedure.

Another philosophical argument present-
ed wasthat no matter how individualized
such decisions appear, they have alarger
socia impact. “ The possibility of fixing
renders inescapabl e the question of
whether or not tofix.” (Frank, pg. 68) Not
only have these surgeries changed the
lives of theindividuals themselves, their
experiences enter into alarger ongoing
dialogue on how these conditions and
surgeries affect patients.

While this book does an admirablejob of
bringing together a cross-section of
perspectives, there were noticeable gaps
in the dialogue that |eft this reader con-
cerned. First, patient and parent narra-
tives seemed to al be accounts of women,
with a noted absence of male voices.
Second, these procedures where not dis-
cussed in the context of different ethnic
or religious groups. Finally, while medical
costs were acknowledged, there was little
discussion of the influence of cost in
decision-making.

The absence of male parent and patient
narratives prevent the reader from forming
amore compl ete picture of the dynamics
involved in making these surgical
decisions. Fathers and male relatives
seemed to be very much in the periphery
on these decisions. How did their
reactions play into the final decisions? Do
mal e patients have different experiences
in the cases of cleft palate and limb-
lengthening surgeries where different
social norms of attractiveness and height
areplay? Thisgap ininformation warrants
further research.

Authors lumped ethnic and cultural
norms into the broader category of social
pressures. While occasional references to

one’'s religious back ground and cultural
identity were alluded to in afew accounts,
little time was devoted to situating deci-
sionsin the context of religious and
cultural identities. Filtering thisdialogue
does send a powerful message that across
economic classes, ethnic groups, and
cultural lines, parents and patients must
equally grapple with decisions about
surgery. At the sametime, it ignoresan
important part of identity, while discussing
potentially identity-altering surgeries.

Health care costs constituted the elephant
in the room in the essays. Without
acknowledgement of the obstacles of cost,
decisions about whether or not to have this
class of surgeries are painted as a question
of choice and risk, not a question of means.
With significant portions of society with-
out health coverage, and health care pro-
viders adhering to specific coverage
standards, how do financial factors affect
the surgical decisions?

Despite these criticisms, Surgically
Shaping Children managed to bring
anumber of different perspectivesto bear
on the complexities surrounding surgically
“fixing” what society may have arbitrarily
deemed “broken.”

More information about SSC project

is available at:

Surgically Shaping Children Project
http://www.thehastingscenter.org/research/
biot07.asp

ORI INTRODUCTION TO THE
RESPONSIBLE CONDUCT OF
RESEARCH

The Office of Research Integrity has
created aweb version of its Introduction to
Responsible Conduct of Research posted
at http://ori.hhs.gov/publications/
ori_intro_text.shtml.
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ANNOUNCEMENTS

The 7" International Computer Ethics
Conferencewill meet July 12-14, 2007 at
the University of San Diego, California.
The deadline to submit papersis
November 10, 2006. Further conference
informa-tion can be found at http://
cepe2007.sandiego.edu/

The 2006 Annual Human Research
Protection Programs conference entitled
“A Commitment to Ethical Research:
Advancing the Mission on Human
Research Protection Program” will be
held November 15-18, 2006 in Washing-
ton, DC. Topicscovered will include
embryonic stem cells, institutional
biosafety committees, conflict of
interests, and the concept of vulnerabil-
ity. An introduction to component
analysisand HHSregulationswill be
available. Tolearn more, visit http://
Www.primr.org/education/2006_HRPP/

req_ HRPPOG.html.

The Society for Ethics Across the
Curriculumwill host its 8" international
conferencethisNovember 16-19, 2006in
Hanover, NH. Thisyear’'sthemeis:
“Brave New World: Genetics, Comput-
ers, and Nanotechnology.” More
information isavailable at www.rit.edu/
~692awww/seac/conferences.html.

The Office of Research Integrity, HHS,
and the University of South Florida
College of Medicine together with the
American Association for the Advance-
ment of Science and the Association of
American Medical Collegesare conven-
ing the 2006 Research Conference on
Research Integrity on December 1-3,
2006 on Safety Harbor, FL. The confer-
ence will address integrity issuesin a
broad range of science and social
science disciplines. For registration and
information, visit http://
www.cmehsc.usf.edu/research_integrity.
Limited travel stipendsareavailableto
graduate students studying in related
fieldsof research. Contact: Dr. Mary
Scheetz at mary @researchintegrity.us.




