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he publication plan for a pharm a-
ceutical product is one of the most
i m p o rtant elements of a communi-
cations strategy. Publishing clini-
cal-trial results not only provides a
valuable source of information for
the scientific community, but also

a powerful tool for marketers to build aware-
ness for their pro d u c t s .

“Publication planning is integral and
essential to the entire marketing plan,” says
N o rma-Jeanne Hennis, president of Med-
P h a rm Communications. “Even though doc-
tors have limited available time, they’ll still

read the abstracts and conclusions or pick up a
j o u rnal that a colleague recommends. Publica-
tions create noise, interest, and discussion.
They also create quotes and re f e rences for visu-
al aids. Publication planning is the seed fro m
which everything else gro w s . ”

Marketing depends on science to back up
claims about a product, and the best, most
t rusted, and most accessible sources for that
scientific information are the scientific art i c l e s
published and re f e renced in medical journ a l s .

“Nothing in our industry is done without
good science; we have a saying here — ‘it is
real when it can be re a d , ’ ” says Richard F.

Lamb, director of scientific publications, U.S.
medical re s e a rch, at Aventis. “No matter how
much money a company puts into education
or promotion, everything is based on how
good the science is. The science comes fro m
the studies and then how well the publications
reflect those studies.”

Neil Matheson, CEO of AXIS Healthcare
Communications LLC, agrees that a strategi-
cally driven publication program creates the
scientific foundation for all communications
p ro g r a m s .

“ P roduct positioning is supported by pub-
lished data from the peer- reviewed literature , ”
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he says. “Without a citation, it is
very difficult to reference data
s o u rces in presentations, advert i s-
ing, detail materials, and education-
al programs. At the end of the day
its all about ‘show me the data.’”

With publications as the hub of
the marketing wheel, those who
work to publish clinical-trial re s u l t s
a re at the center of all communications for the
p roduct. Although the publication of clinical-
trial results is the foundation for all of a
b r a n d ’s promotional eff o rts, the two are sepa-
rated to ensure the integrity of the science.

“ We meet with a lot of departments, but we
a re part of the medical-affairs department; we
work with our own medical directors and we
have our own unit to manage the process to get
the data published quickly,” Mr. Lamb says.
“ We re p o rt to the business units about where
the science is going and what the studies are .
Also, our business units will raise issues so our
medical directors can assess whether there are
some studies that can be designed to answer
those questions. We also pay attention to what
the issues are so we can make sure our science is
a d d ressing the questions that are being raised.” 

“ We think of publication planning as a sci-
entific enterprise,” says James Gurr, Ph.D.,
associate director of clinical publications at
Wyeth Research. “We take marketing into

consideration because we have to sell the
p roduct. We take into consideration how our
publications will support our products, but we
d o n ’t have any relationship with advertising in
the publication-planning pro c e s s . ”

Putting a Plan 
Into Action

E x p e rts find that a solid, well-org a n i z e d
publication plan contributes strongly to a
p ro d u c t ’s success in the marketplace.

“A lot of companies don’t get org a n i z e d
early enough and there f o re don’t optimize the
time they have available to publish the re v i e w
a rticles that pre p a re the marketplace for
release of the primary data that support the
positioning of their new product,” Mr. Math-

eson says. “The most successful products of the
past 10 years to 15 years have all been
launched on the back of a very well-imple-
mented publication strategy. ”

The average time to get clinical-trial find-
ings written and published is about nine
months. There f o re, the publication-planning
p rocess has to begin at least three years to four
years prelaunch to ensure that publications are
timed appropriately to support both educa-
tional and data-dissemination objectives, Mr.
Matheson says. 

Ms. Hennis believes publication planning
should begin about two years before launch,
during Phase I/II trials, although an earlier start
should be considered in certain instances, espe-
cially if the product is a new chemical entity.

“When a company has a product with a
new chemical pathway or mechanism of
action, it really has to educate the doctors and
the allied health professionals,” she says. “And
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that should be done well ahead
of launching the pro d u c t . ”

M r. Lamb says Aventis’ crite-
ria for beginning work on study
manuscripts varies by pro d u c t ,
although a plan should be in
place as soon as clinical studies
get underw a y. 

“For disease states where
t h e re has been little re s e a rch, planning should
begin as early as two years before the expected
launch,” he says. “But for disease states that
a re well documented and fairly common, pub-
lications should begin six to eight months
ahead of launch.”

At Merck, the publication strategy gener-
ally begins during late clinical development,
a round the time the product candidate transi-
tions into Phase III. Laurence J. Hirsch, M.D.,
executive director of medical communications
at Merck Research Laboratories, points out
that the timing varies for each product and the
expected length of the Phase III trials. 

“ We believe that if we develop strategies

much earlier we will
be planning for a
number of pro d u c t
candidates that may
fail in the clinic or
have a higher likeli-
hood of failing,” he
says. “And if we wait
much beyond that it
is going to be too
l a t e . ”

D r. Gurr says pub-
lication planning at
Wyeth is beginning
earlier and earlier.

“ We used to start
in Phase II, and now are starting toward the
end of Phase I,” he says. “Publications fro m
our discovery group are becoming more
i m p o rtant than in the past because of short e r
timelines between product development and
launch. Also, we are emphasizing the scientif-
ic basis of the clinical work.”

Ty p i c a l l y, publication planning is per-
f o rmed internally at the earliest stages, taking
into account preclinical and early Phase I
work, says Destry J. Sulkes, M.D., managing
d i rector at Medsn. In these early stages, the
goal is to publish studies that present the
re s e a rch data in the right context and in pub-
lications that will reach the right physicians.

Intensive publication planning involving an
outside partner should begin during Phase II
when planning activity increases, he says.

“Bringing in an outside re s o u rce or a
strategic partner generally happens in Phase II
or sometimes Phase III, when larger budgets
become available and everyone is re a s o n a b l y
s u re that the product is moving ahead,” Dr.
Sulkes says.

E x p e rts agree that there is no magic num-
ber of publications that can be set as a bench-
mark for a product; each product will demand
a certain number of publications based on
v a rying factors. Criteria that should be consid-
e red when determining the number of publi-
cations include: the projected sales of the
p roduct, potential prescribers, the breadth of
the market, the number of competitive publi-
cations, and a pro d u c t ’s budget, to name a few.

Tim Bacon, president and CEO of
P e e r Vi e w, says a product should have at least
as many publications as it does clinical trials. 

A c c o rding to Pharmaceutical Research and
M a n u f a c t u rers of America estimates, an aver-
age of 70 diff e rent studies are conducted dur-
ing human clinical trials per approved dru g .

“ T h e re is not a cookie-cutter answer to the
number of publications a product should
have,” Mr. Lamb says. “With every pro d u c t
that we are given, we analyze the enviro n-
ment, where the product is in its life cycle, and
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how many other similar therapies are avail-
able. Those things make a diff e rence in how
many papers are published.”

Speed and 
Prestige

Successful publication strategies need ele-
ments of both speed and prestige, expert s
advise. Companies need to target the pre s t i-
gious and specialty journals specific to their
p roduct, as well as strive to get the data out as
quickly as possible.

“Planners want to have the high roads and
the low roads covered,” Dr. Sulkes says. “It’s
i m p o rtant to get the latest data in as many
hands as possible as well as the best data in the
best journ a l s . ”

The prestige that can be attained thro u g h
publishing in the top-tier journals is very
i m p o rtant to a pro d u c t ’s first impression. But,
this needs to be balanced against the length of
time to publication. Prestige doesn’t make up
for a message that arrives too late. Early pub-
lication planning helps to ensure both goals
a re achieved. 

“Both ease to market and market domi-
nance can be accomplished if a client truly has
a long-term strategic plan,” says Gisela
Paulsen, general manager at Health Learn i n g
Systems. “For each client, we help facilitate
this process by developing a unique educa-
tional blueprint to reveal the best communi-
cations platform for that brand. The pro d u c t
teams are then able to determine which mes-
sages should be published, where, and when.”

W h e re and when to publish inform a t i o n
varies by product, but is influenced by factors
such as the intended audience, time to launch,
i m p o rtant meetings and events, as well as
whether the data are being published to re a c h
an intended audience or for use as a re f e re n c e
in future communications activities. 

“The three major factors influencing jour-
nal selection are the intended audience, the
aims and scope of the journal, and the quality
of the data being published,” Mr. Matheson
says. “Everyone would like to see his or her
clinical data published in the New England
J o u rnal of Medicine, but we have to be re a l i s t i c
and recognize that the journal has a high re j e c-
tion rate and only publishes bre a k t h rough tri-
als that will have a significant impact on the
practice of medicine.” 

E x p e rts agree that findings on bre a k-
t h rough, first-in-class products are most like-
ly to be published by top-tier medical jour-
nals, such as the New England Journal of
M e d i c i n e, J o u rnal of the American Medical Asso -

c i a t i o n, or T h e L a n c e t, which have re j e c t i o n
rates of more than 90%.

Companies, there f o re, should be realistic and
t a rget papers to the most appropriate journ a l .

“If a company has a ‘me-too’ product, or a
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d rug that is very similar to something on
the market, it doesn’t make sense to try to
attain publication in the New England Jour -
nal of Medicine, because these types of jour-
nals will be hesitant to publish the data,”
Ms. Hennis says. “If a company has a bre a k-
t h rough drug with a great deal of potential,
and it has the time, only then should it try
for it go for the most prestigious journ a l s .
But companies have to function in re a l i t y.
All companies want to have their publica-
tions in The Lancet or the like. But it can be
a waste of time and money to go for those
types of journals with every drug. Compa-
nies need to know their drug and their mar-
ket, and go to the publications that will
benefit them the most, given all the factors.”

In medical publishing there is a dire c t
relationship between speed to publication
and the prestige of the journ a l .

“ Ty p i c a l l y, there is a time crunch when
it comes to publications and decisions
about target journals; there is a trade off as
to how quickly the data need to be pub-
lished and the quality of the target jour-
nal,” Mr. Matheson says.

The Need 
for Speed

When speed is the top priority for a
c o m p a n y, publishing in online journals can
be the quickest solution. Although still
working to gain credibility among long-
standing print journals, the online arena is
becoming a popular alternative when speed is
i m p o rt a n t .

M e rck has experience publishing in online
j o u rnals, and Dr. Hirsch says the company has
generally been pleased with the pro c e s s .

“ We have found the peer reviewing to be
good and to improve the quality of the
manuscripts,” he says. “The process was cer-
tainly faster in terms of getting the paper fro m
submission to acceptance to publication.”

He does note, however, that the major trade
o ff when turning to online publications is
physician impact. “Online publications are still
gaining in popularity and building circ u l a-
tions,” Dr. Hirsch says.

E x p e rts say online journals that are nothing
m o re than a Web extension of a print journ a l
will not be successful, since physicians pre f e r
the portability and convenience that print
j o u rnals off e r. The opportunity for online jour-
nals lies in enhancing the learning pro c e s s .

“ We are missing a big opportunity with
online journals to increase current journ a l
l e a rning by not combining the e-technology
with traditional journals,” Mr. Lamb says.
“ Together it will expand learning and under-
standing. There should be links to We b s i t e s
that provide either more in-depth knowledge
or 3-dimension graphics to enhance the learn-
ing process. If the power of online could be tied
to a paper journal there would be a more mean-
ingful learning process. Physicians are re a d y
but they are not getting what they need.”

C u rre n t l y, experts believe the online are n a
is better used for providing information re l a-
tive to a physician’s practice, as opposed to
full-length publications.

“I wouldn’t publish primary research
online yet,” Mr. Bacon says. “But I would cer-
tainly put commentaries and other observ a-
tions there. Online is currently much more
relevant to practice than it is to primary dis-
semination of re s e a rch re s u l t s . ”

Internal 
Guidance

Along with most facets of the pharm a-
ceutical industry, internal publishing cri-
teria have been under increased scru t i n y,
especially following the editorial “Spon-
sorship, Authorship, and Accountability, ”
which was published simultaneously by
the International Committee of Medical
J o u rnal Editors (ICMJE) in 13 leading
medical journals in September 2001.

The editorial warned that companies
w e re playing too much of a role in analyz-
ing data and writing papers and that the
editors of the journals would refuse to
publish papers that didn’t satisfactorily
disclose the role of the author and the
sponsor or meet with the guidelines estab-
lished by the committee. 

In response to this editorial, companies
began to make public the practices they
employ for their publications.

“When we read the editorial from the
medical journal editors, we formed a cro s s -
divisional task force and spent a consider-
able period of time developing Merc k ’s pub-
lication guidelines for clinical trials and
related works,” Dr. Hirsch says. “This was
not something new, but we codified our
a p p roach and put it into a guideline form a t .
These guidelines have been made public
and can be found at merc k . c o m /
p o l i c i e s / c l i n i c a l t r i a l s p u b l i c a t i o n . ”

Wyeth also is developing a publication
policy to ensure medically and scientifically
sound publications and ethical interactions
with authors.

“ We want the process by which we devel-
op publications to be transparent to outside
s c ru t i n y,” Dr. Gurr says. “We don’t hide any
data. We want the investigator/author to be
fully involved in the development of the pub-
lication, interpretation of the data, in talks
with the journals, as well as in outlining the
analyses they would like to see of the data.”

M r. Lamb says Aventis is earnest about its
publication processes, and he notes that this
seriousness is reflected throughout the phar-
maceutical industry.

“When I observe other pharm a c e u t i c a l
companies, I don’t see them trying to play
games with publications,” he says. “Every b o d y
understands how important a publication is in
p roviding better healthcare and how impor-
tant it is to get the science out quickly to be
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debated. People who understand the scientific
j o u rnal process do not want to undermine it.”

A point raised by the ICMJE editorial was
the lack of publication of negative results. Mr.
Bacon observes that since that editorial, compa-
nies have been more forthcoming in this re g a rd .

“The publication policies of many of the
major pharma companies state the goal of
publishing negative results, which is one of
the things that the ICMJE editors and others
have been clamoring for,” Mr. Bacon says.
“ M o re companies are dealing with contentious
issues, such as the publication of negative
results. They also are involving the author at a
v e ry early stage.”

M e rc k ’s publication guidelines make note
of this eff o rt .

“A key point about our guidelines is that,
re g a rdless of outcome, Merck commits to pub-
lishing the results of its hypothesis-testing clin-
ical trials,” Dr. Hirsch says. “Also, if we do an
e x p l o r a t o ry study and it provides inform a t i o n
that is medically important, we will work with
the investigators to publish those results as
well. The philosophy of the company is to
always communicate information about the
safety or the efficacy of our marketed pro d u c t s . ”

The ICMJE editorial also pointed a finger
at marketing’s role in the publication of clini-
cal-trial data, noting that the “use of clinical
trials primarily for marketing ... can be ... a
misuse of a powerful tool.” 

D r. Hirsch says there is another side to the
issue. 

“These same critics send reminders to us
sponsors to buy reprints,” he says. “They have
done studies that show that reprints are very
e ffective in communicating trial results and that
physicians accept these as credible documents
that enter into their prescribing decisions.” 

M r. Matheson says the industry is adhering
to very high standards in publishing ethics and
that there are very strict guidelines relating to
the roles of those within the company who
s p o n s o red the re s e a rch, the investigators, the
authors, and the medical writer who drafts the
manuscript relating to data from a clinical trial.

“ We have seen considerable eff o rts fro m
p h a rma companies in terms of ensuring that the
authors are managing the content of the
manuscript from conception to journal submis-
sion,” he says. “Everyone is working to make
s u re the authors are the ones who are commu-
nicating the data and that any inappro p r i a t e
i n d u s t ry influence is removed from the pub-
lishing pro c e s s . ”

Since pharmaceutical companies generally

work with an outside company on publica-
tions, Ms. Paulsen says it is important that
their partners also have high-ethical standard s
and internal guidelines.

“As a player in the publication-planning
i n d u s t ry, we take a very serious approach to
compliance adherence,” she says. “Just as our
clients are implementing guidelines, we take
ethics as seriously as they do. To illustrate this,
we have designated an overall org a n i z a t i o n a l
compliance off i c e r, and each individual operat-
ing unit has its own off i c e r. ”

D r. Sulkes, however, says the incre a s e d
s c rutiny is creating confusion intern a l l y, with

companies’ legal departments trying to apply
tighter controls to make sure everyone is
adhering to the highest standards. 

“As the legal departments are applying
m o re scrutiny there tends to be a slowdown in
the pace of the activity to make sure everyone is
dotting all their ‘i’s and crossing all their ‘t’s,” he
says. “This tends to drag out the process of get-
ting data released and getting information out
in the best way possible.”✦
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