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Ordinary Ghostwriting as Wordsmithing
In the ordinary sense of the word, a ghostwriter is the
often (but not always) anonymous wordsmith who
helps another person, often a semi-literate celebrity,
get his or her ideas or memoirs into print.
Sometimes an ordinary ghostwriter will receive
credit, as a co-author, as an editorial assistant or in
some other way. Sometimes not. A ghost may be
invisible, transparent or merely translucent.
The ordinary ghostwriter's work is similar to that of a scribe,
writing love-letters addressed to the love-interests of less
literate customers.

Medical Ghostwriting defined
Medical ghost-writing and its parallel phenomenon,
guest-writing, involve the production – by persons
directly or indirectly in the pay of the manufacturer of
the product being studied – of publishable articles
concerning medicines and other health care products.
These articles are subsequently signed by and
attributed to a "guest author" whose scientific or
academic credentials enhance both the article's
credibility and its chances of being published.

Meliorative, euphemistic language
A guest author is – as Mark Twain might say – like
horse radish, i.e. neither horse nor radish, not really a
"guest" and often the actual "author" of very little.
One is reminded of the French term, prête-nom, designating
someone who lends his or her name, a proxy.
In a well-known strategy used to circumvent legal limits on
contributions to political parties, contractors seeking
political favour transfer sums of cash to their employees
with the understanding that the money is to be "donated" to
the party or candidate in question, thereby disguising a
much larger-than-legal donation. The employee in this
situation is acting as a prête-nom.

Ordinary Ghostwriting vs. Medical Ghostwriting
1. Ordinary ghostwriters are typically remunerated by
the named author. Medical ghostwriters are typically
remunerated, directly or indirectly, by a pharmaceutical company – not by the named author.
2. In ordinary ghostwriting, the named author typically
seeks out the ghostwriter. In medical ghostwriting, it
is the other way around. The named author is
identified and sought out as a key opinion leader by
the study's sponsor, as part of the sponsor's
publication plan.

Ordinary Ghostwriting vs. Medical Ghostwriting
3. In medical ghostwriting, there are documented cases
where the offer to have an academic sign on as the
named author of a study was withdrawn after the
academic who had been approached proposed
modifications or additions which the sponsor judged
to be unacceptable.
In ordinary ghostwriting, on the other hand,
it is hard to imagine that a ghostwriter might
withdraw the manuscript of a ghostwritten
autobiography and offer it to someone else!

Ordinary Ghostwriting vs. Medical Ghostwriting
4. In the testimony of at least one former professional
medical ghostwriter, it is claimed that actual, personal
exchanges between the writer and the named author
were strongly discouraged by the medical communications firm which employed the writer. This sort of
interaction, or non-interaction, with the client would
seem to be ill-adapted to the work of an ordinary
ghostwriter.

Ordinary Ghostwriting vs. Medical Ghostwriting
5. The process of ordinary ghostwriting basically
involves two persons: namely the named author
and the wordsmith. In the process of medical
ghostwriting, on the other hand, there are typically
interactions between at least three actors, namely
the named author, the professional writer and the
medical communications agency hired by the
sponsor. (The actual sponsor of the study may also
actively intervene as a fourth actor in the process.)

Ordinary Ghostwriting vs. Medical Ghostwriting
6. In ordinary ghostwriting, the named author of a
ghostwritten (auto- or authorized) biography may
wish that certain embarrassing events in his or her
life not be emphasized. In medical ghostwriting,
on the other hand, it is the good reputation of the
sponsor's product which is the dominant
consideration (not the good name of the guest
author).
This is eloquently documented by Adrian J. FughBerman (2010) and by Kate Mittleman's testimony
(2006) in the context of the Prempro Products
Liability Litigation over HRT.

Fugh-Berman (2010) writes:
i "Dozens of ghostwritten reviews and commentaries published
in medical journals and supplements were used to promote
unproven benefits and downplay harms of menopausal hormone
therapy (HT), and to cast raloxifene and other competing
therapies in a negative light."
i "Specifically, the pharmaceutical company Wyeth used
ghostwritten articles to mitigate the perceived risks of breast
cancer associated with HT, to defend the unsupported
cardiovascular ‘benefits’ of HT, and to promote off-label,
unproven uses of HT such as the prevention of dementia,
Parkinson’s disease, vision problems, and wrinkles."

[The following slide is excerpted from the deposition of
Karen D. Mittleman (2006) in the Prempro Products
Liability Litigation, available via the Drug Industry
Documents Archive (DIDA) created by the University of
California San Francisco Library. See the references
provided on the last two slides.]

[The following two slides are excerpted from the
website of the medical communications firm
DesignWrite® mentioned in Mittleman (2006) as the
employer of Karen D. Mittleman. See DesignWrite
(2016) in the references provided on the last two
slides.]

Ghostwritten vs. Non-Ghostwritten Studies
THE QUESTION OF DATA OWNERSHIP

An important difference between many ghostwritten and
non-ghostwritten studies in the medical literature concerns
proprietorship of the raw data. In the ideal case – in what
should be the normal case – the named author of a study not
only designed and supervised it but, in addition, maintains
access to the raw data which were collected, along with the
authority to grant access to other researchers. In ghostwritten
studies, however, this is typically not the case. The so-called
guest author may never even have seen the raw data.

In an ideal (uncorrupted) world ...
"Readers of legitimate science expect that stated
authors are truly the authors [of the studies they
sign], 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 data if asked. That it is necessary to
write this indicates how much we have lost."
(Blumsohn 2006)

Corruption exemplified (1)
– A police officer accepts a sum of money in
exchange for the cancellation of a speeding ticket.
(The beneficiary is later involved in an accident
involving multiple fatalities.)
– The employees of a contractor build a swimming
pool at the house of the Minister of Public Works.
No invoice for this work is forthcoming. (The
contractor in question subsequently obtains a
government contract.)

Corruption exemplified (2)
– An inspecting engineer avoids annoyance and
expense for persons important to his future career
by "closing his eyes" to the fact that the workers
building a highway overpass are not respecting the
design and have already installed some of the
metal reinforcements incorrectly. (Thirty-six years
later, the overpass collapses, crushing vehicles
underneath and killing their occupants.)

Corruption exemplified (3)
– An academic researcher "signs off" as the stated
principal author of a research study on the safety
and efficacy of, say, a pain-killer, without insisting
on having the opportunity to notice that early
"drop-outs" from the experimental group in the
clinical trial have been surreptitiously placed in the
control group and their "undesirable events"
counted as having occurred among subjects with
no exposure to the new pain-killer. (A number of
years later, the pain-killer is withdrawn from the
market because of an unacceptable frequency of
"undesirable events".)

Corruption (breezily) defined

The abuse of power by a public official in order
to obtain a personal advantage.
The provision or offer of a personal advantage
to a public official in exchange for some kind of
inappropriate favour (abuse of power).

Corruption somewhat less breezily defined
Corruption involves non-performance or misperformance of a special duty incumbent on an
agent in the hope of some kind of inappropriate
or illicit advantage, where by 'special duty' is
meant a duty incumbent on the agent by virtue
of the agent's status, role or position.
An attempt (successful or otherwise) to obtain the
non-performance or mis-performance of a special
duty by the offer of an inappropriate or illicit
advantage to the agent on whom the performance of
that duty is incumbent also counts as corruption.

The position of the ghostwriter
There seems to be no inherent moral infraction
involved, as such, in making one's living as a
professional medical writer, except to the extent that
in particular cases one may find oneself complicit in
deliberate attempts to corrupt a recognized researcher
as part of a campaign to mislead health professionals
and other members of the public in ways deleterious
to their health and well-being.

The corruption associated with guest-authoring
1. To the extent that a guest author does not provide
due recognition of the contribution of others to the
actual writing, design and conduct of the study,
he/she is certainly guilty of plagiarism. This is a
serious ethical problem, but not necessarily (yet) a
case of corruption. The term 'misattribution' has
been suggested (Matheson 2016).
2. The plagiarism / misattribution issue distracts us
from yet more important ethical problems (cf.
Matheson 2016), associated with the corruption of
scientists and medical researchers.

The corruption associated with guest-authoring
3. One of the duties of the scientific researcher is to
avoid plagiarism. But the attractive addition to
one's c.v. provided by the ghost publication
constitutes the illicit inducement to mis-perform a
pressing special duty which is incumbent upon all
those who invoke the name of science, namely that
of exercising due diligence in the pursuit of
objectivity and truth, in addition to the special
duty of having concern for the health and wellbeing of people that is incumbent upon those who
associate their research with the practice of
medicine.

The corruption of the sponsor
If a researcher becomes corrupt by agreeing to
sign an article which he or she has not written,
describing a study which he or she has neither
designed nor supervised and over the raw data
of which he or she has no control, the sponsor
who provides illicit motivation for the guest
author to become corrupt in this way is, by that
very fact, also corrupt. The very situation of
promoting research into one's own products
generates a conflict of interest, which is
compounded by attempts to obscure the source
of the research.

Solutions
1. Anti-plagiarism. The adoption of codes of ethics for
authors and for the editorial teams of medical and
scientific journals, requiring that the stated main
author provide a declaration concerning the role of all
contributors to the design of the research and the
writing of the text.
This measure has the potential of reducing the
misattribution associated with medical ghostwriting –
but does not address the main harms associated with
the practice and provides little in the way of
deterrents. Ghostwritten studies still appear, even
when they must be identified as such.

Solutions
2. Financial Transparency. The same codes of ethics
can (and do) require transparency concerning the
actual funding of research projects – as well as the
competing interests and financial involvement of the
researchers with the manufacturers of the drugs
which are studied.
This measure has improved the situation somewhat.
But once again, it provides little deterrence in the
way of sanctions applied and does little to remedy the
harms already produced.

Solutions
3. Insistence on data ownership. The codes of ethics
for editors and publishers should require, in addition
to anti-plagiarism and financial transparency
statements, that the first listed author of a study must
be able to prove that he/she has ownership of the raw
data. This would be a major improvement.

Solutions
4. Radical insistence on data accessibility. Data
ownership is one of the Intellectual Property Rights
(IPCs) which member countries of the World Trade
Organization are required to protect under the 1994
TRIPs Agreement, along with patents and copyrights,
etc. The laws concerning intellectual property and
trade secrets – and the relevant sections of the TRIPs
Agreement – should be modified to make it illegal to
refuse access to the raw data associated with
published research on any prescription medication
which is currently under patent or which was ever at
any time under patent.

Solutions
5. Significant disciplinary measures should be applied
against academics who make fraudulent declarations
under requirements (1), (2) and (3), above. These
measures could and should – but currently hardly
ever do – include dismissal. Journal editors should
adopt means of identifying authors with a record of
fraudulent declarations of compliance with (1), (2)
and (3) and should demand exceptional guarantees of
compliance from such authors when and if they
submit new manuscripts for publication. (A lifetime
publication ban would perhaps be going too far, for
various reasons.)

Solutions
6. Imposing Fraud Liability on Guest Authors of
Ghostwritten Articles. This suggestion is taken from
the subtitle of Stern & Lemmens (2011). Currently,
most civil action suits launched by persons claiming
to have been harmed by a prescription drug target the
manufacturer.
By agreeing to be considered as the principal author of a
study, an academic or other researcher is implicitly claiming
to be in a position to vouch for the quality of the design of
the study and for its execution. If this is not the case, it is
reasonable to allege fraud resulting in harm if the drug turns
out to be harmful in a way which should have been
detectable in a properly conducted trial.

Solutions
7. Well-funded programs should be launched for
actively searching out and identifying ghostcorrupted studies in the archival literature. This
could also include the identification of past
publications which are not in conformity with the
data ownership rule in (3).
Articles could be "rated" in a way similar to the way
that films and television programs are rated as
suitable or not for viewing by children and the faint
of heart. Two ratings could be provided: 1) the
degree of ghostliness and 2) the degree to which the
data are accessible for verification and re-analysis by
subsequent researchers.

Solutions
8. Eliminating commercially funded research on
health-related products altogether. Such research
should be done in the public interest and not funded
out of revenue from sales.
This solution runs counter to the idea which has
become fashionable over the past two or three
decades according to which it is supposed to be a
good thing that the private sector should help to
finance research.
An analogy: It should not be up to a private supplier of asphalt to
advise us whether we need a new highway, where it should be built
and out of what materials. The job of an asphalt manufacturer is to
supply the asphalt in a cost-efficient manner, once the other decisions
have been made in the public interest.

Solutions

9.

Supporting the creation and maintenance of
data bases like the Drug Industry Documents
Archive (DIDA) created by the University of
California San Francisco Library:
www.industrydocumentslibrary.ucsf.edu/drug/docs.

Solutions
10. Basing government decisions concerning which
prescription drugs will be authorized for sale
and, more particularly, which ones will be
authorized for reimbursement by public health
insurance plans on their proven "health
impact".
11. Eliminating patent-protection on prescriptiononly medicines and other health-related
products. This would remove a lot of the motivation for
fraud and simultaneously solve certain other problems
concerning pricing and equity of access.

Solutions
12. Publicizing and using independently funded
sources of evidence-based information and
research on drugs and health-related products.
These include the following:
! the Cochrane Group (www.cochrane.org)
! la revue Prescrire (www.prescrire.org)
! Worst Pills, Best Pills (worstpills.org)
! PharmedOut (pharmedout.org)
! Elena Pasca's Pharmacritique
(pharmacritique.20minutes-blogs.fr)
! Red de Medicamentos (medicamentos.alames.org)

Thank you for your attention !
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