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The litany of complaints is now well known, and seems
endless. Pharmaceutical companies have hired medical
writers to write papers favorable to their marketing aims
and have paid academic physicians or key community
opinion leaders to sign on as authors. The same companies
have engaged physicians to join their speaker’s bureaus,
supplied them a nice honorarium and pretty slides that
show a product in good light, and have continued to use
them as speakers as long as they promote the company’s
message. Companies have paid physicians to come to
“educational” half day seminars that are scarcely disguised
marketing efforts (the rest of the day the doctors play golf).
Some company executives have intimidated physicians
who are honestly speaking out about the complications of
one of the company’s products. Companies have designed
studies that are almost certain to get positive results.
Physicians have published studies and failed to disclose
that they were company-paid speakers or consultants, or
paid for enrolling patients. Industry has hidden negative
studies. Company executives have intentionally allowed
their marketing departments to promote drugs that they
knew were ineffective, had dangerous side effects, or both.
In making arrangements with academic investigators to run
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their clinical trials, companies have declared that the study
results belong to them and they have insisted on keeping all
the reported data, carrying out all the statistical manipu-
lations, and providing the principal investigator with
completed figures and tables. Moreover, the companies
have often reserved the right to approve the final
manuscript.

The titles of books and articles echo these damning
accusations. “Industry-sponsored research: A broken sys-
tem.” “The truth about drug companies: How they deceive
us.” “Bias, spin, and misreporting: Time for full access to
trial protocols and results.” “Rent a researcher.” “Selling
sickness: The pharmaceutical industry and disease mon-
gering.” “Ghost management: How much of the medical
literature is shaped behind the scenes by the pharmaceutical
industry?” “Authors, ghosts, damned lies, and statisti-
cians.” “Ghostwriting: the dirty little secret of medical
publishing that just got bigger.” “The trouble with medical
journals.” “Medical journals are an extension of the mar-
keting arm of pharmaceutical companies.” “Prevalence of
articles with honorary authors and ghost authors in peer-
reviewed medical journals.”

There is little doubt that drug, device, and biotechnology
company policies, executives, and marketing managers
share a great deal of the blame for flaws in our medical
information. Until recently we had little reason to distrust
the data from these companies. They produced many new
and effective tests and therapies, and many were among the
most admired and trusted companies in the world. Yet, in
information uncovered in the course of litigation, mostly in
England and the United States, many industry practices
emerged since the late 1990s that favored the widespread
marketing of drugs, overstated the benefits and understated
the risks of products, and put the public at risk. Profits often
seemed to trump truth.

The medical profession was quick to look outside of
itself for an explanation; it was the big, bad companies’
fault that the medical information that physicians use every
day had been corrupted. If a loss of trust exists, the argu-
ment went, blame it on industry. Yes, industry was to
blame, but so was the profession; many had been corrupted
by the financial arrangements they accepted from an
industry intent on making the profession a marketing out-
reach of its staff.

A 3-year investigation led me to believe that the pro-
fession was substantially culpable. In virtually every
endeavor that involved physicians, I found evidence that
physicians shared the responsibility for faulty data. Indus-
try-written papers could not have been published under the
name of a prominent physician if the doctor had refused to
become a ghost author. Clinical trials of drugs are neces-
sarily sponsored by industry, but they cannot be run
without academic investigators and hundreds of physicians

in the community, and physicians on institutional review
boards must approve their protocols. Study designs could
not be manipulated to yield positive results unless the
physicians involved had agreed not only to participate, but
to cede authority on the final manuscript to the company.
Many company strategies for hiding data would not have
worked if physicians on drug company boards had been
more inquisitive or more objective. Many exaggerations of
benefits and undermining of risks might have been avoided
if medical editors had scrutinized industry-sponsored trials
more carefully. And false claims about drugs might never
have been uttered in continuing medical education sessions
if physicians demurred when invited to become members
of company speaker’s bureaus, or if physicians refused to
attend continuing medical education courses when every-
one knew that they were biased.

Cleary there was extensive complicity between physi-
cians and industry, and it has not abated entirely. What
were the physicians who allowed and even perpetrated bias
thinking? Were the rewards of a continuous supply of drug
company clinical trial money so large? Was the personal
income for speaking and ghostwriting so huge? For some,
undoubtedly money was a factor, but many were either not
paying sufficient attention to what they were saying or
signing, and many probably thought that a slight bias did
not matter. Even if an introduced bias has no influence on
patient care, any bias is worth trying to avoid. Objectivity
and reliability must be the hallmark of any science,
including the scientific basis of medical practice.

I believe that for the most part, biases introduced by
most physicians were inadvertent and not conscious
actions. I believe that few violate their oath to be mindful
of their obligation to patients, but the payments probably
had a subconscious influence that allowed them not to live
up to professional maxims.

In the United States we have come a long way in dealing
with some of the problems described here. Clinical trials
must be registered, a policy that allows investigators to
assess whether a trial has been published. Editors insist that
authors follow the authorship standards of the International
Committee of Medical Journal Editors or the World
Association of Medical Editors, both of which specify that
an author must be able to take responsibility for the content
of the manuscript and define an author as one who has
made substantive contributions to the conception and
design of a study and participated actively in the prepara-
tion of the manuscript. Many medical centers, universities,
and physician organizations have introduced new financial
conflict of interest rules, and by the year 2013 the US
federal government will require all pharmaceutical com-
panies to report anything more than a trivial amount of
money or gifts that they give to any physician. These
restrictions have been helpful, but they are not likely to
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completely erase errors, intentional lapses of integrity, or
complicity by executives to market faulty drugs and devi-
ces. And therefore they are not likely to restore the
reputation of either the drug and device industry or the
profession.

A principal approach to deal with the financial conflicts
of interest within the profession is disclosure of the funds
provided by companies to individuals. In fact, the US law
that will be implemented in 2013 offers disclosure as its
exclusive tool. Unfortunately, disclosure is only a partial
solution. Even though the principal criticism of physicians
over the past decade has been their failure to disclose
financial relations with industry, disclosure is a only nec-
essary step, not a sufficient solution. It is not the failure of
disclosure that is the problem: it is the financial conflict
itself that promotes bias. For this reason, the only way to
protect against bias is to eliminate or neutralize the conflict,
not just to disclose it.

Public trust is difficult for a profession or a company to
achieve, but trust is easy to lose. Only a small incident in

which the public perceives that a profession or industry is
acting in its own best interests can destroy decades of good
will. The government can play a role in restoring trust, but
in the final analysis it is the profession that must show that
its fundamental tenets favor patients, not itself. Conflict of
interest requirements must go beyond disclosure to avoid
the reality and the perception that some physicians care
more about their personal income than they do about
optimal patient care.

Restoring trust in the evidence base of medicine is a
moral imperative. If the profession is unable to do so,
government is likely to impose many more regulations on
research efforts and publishing. Industry must be forced to
put the health of the public ahead of quarterly profits. Fines
for failing to do so have had little effect in preventing
companies from violating their own standards. Perhaps it is
time to hold individual industry executives responsible
when they knowingly put the public at risk.



	Flaws in the Medical Literature: Who’s to Blame?


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Gray Gamma 2.2)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (ISO Coated v2 300% \050ECI\051)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.3
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Perceptual
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /sRGB
  /DoThumbnails true
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 149
  /ColorImageMinResolutionPolicy /Warning
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.40
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 149
  /GrayImageMinResolutionPolicy /Warning
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.40
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 599
  /MonoImageMinResolutionPolicy /Warning
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 600
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
    /DEU <>
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [595.276 841.890]
>> setpagedevice


