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In just four years, the International Society

for Medical Publication Professionals (ISMPP)

has enrolled more than 800 members and

taken the lead in driving quality and ethics in

medical publications. Nearly 500 members

attended the society’s 5th Annual Meeting –

entitled Defining professionalism in medical

publications: transparency, objectivity,

and ethics – that was held from April 19–22,

2009, in Philadelphia, Pennsylvania.

A team from Caudex Medical, comprising

representatives from our offices in Oxford,

UK, and New York, was present throughout

the meeting, showcasing for the first time

our services at an exhibition booth.

Highlights of the programme included the first

presentation of the revised recommendations

for Good Publication Practice (GPP) and some

lively discussions about the future of medical

publishing.

Other issues addressed included

– global standards

– the ongoing debate about authorship

criteria

– the effect of company mergers on the

publication process.

Welcome to Philadelphia!
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Publication practice guidelines were first

proposed in 1998 against a background

of controversies surrounding ‘ghostwriting’ in

peer-reviewed literature, concerns about

commercial sponsor influence on publications,

and misconceptions about how the

pharmaceutical industry operates. After

a long development process, the first version

of the GPP was published by Current Medical

Research and Opinion in 2003.* Evidently, some

of the original provisions have since become

outdated, and in Philadelphia, Chris Graf, co-

chair of ISMPP’s Standards and Best Practices

Committee, presented a ‘near-final’ version of

the revised ‘GPP2’ to a packed audience.

What has changed in GPP2? First, the title

now emphasizes communicating rather than

publishing research. The GPP2 guidelines are

relevant to the full range of organizations

and individuals who might be involved in

communications, from authors, investigators

and presenters, to biostatisticians and medical

writers, including those employed by research

companies and agencies. The overriding

objective is to ensure that scientific

communications demonstrate integrity,

completeness, transparency, accountability

and responsibility.

The overriding objective
of GPP2 is to ensure integrity,
completeness, transparency,

accountability and responsibility

The key recommendations are listed in the Table

below. Full details of the provisions will not be

available until the new guidance is published in

late 2009. Caudex Medical will be looking

closely at the recommendations to ensure that

our standard operating procedures are fully

compliant and that our teams are equipped to

offer guidance to clients and external authors

about good publication practices.

What’s new in the revised GPP guidelines (GPP2)?

Roles and • Written publication agreements to set out roles and responsibilities
responsibilities of all parties

Access to data • Study data (and sufficient time for evaluation) to be provided for
authors and other contributors

Reimbursement • Limited to legitimate expenses (e.g. attending writing committee meetings)

Publication planning • Responsibility of scientific and clinical personnel from sponsor organization
• Publication steering committee recommended

Authors and • ICMJE criteria recommended
contributors • All contributors to be listed, with details of their contribution(s)

• Conflicts of interest declared

Duplicate publications • Trial identification number to be given
• Statement indicating whether primary presentation or otherwise

Review papers • Methods for data selection to be included
• Identify opinion-based discussions

Documentation • To be retained (time to be determined)

Table: Key recommendations of GPP2

GPP2, Good Publication Practice – 2nd Revision; ICMJE, International Committee of Medical Journal Editors.*Wager E, Field EA, Grossman L. Good publication practice for pharmaceutical
companies. Curr Med Res Opin 2003;19:149–54.
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The MPIP initiative was set up specifically

to improve relationships between the

pharmaceutical industry and medical journals

by identifying the issues facing journals in

publishing industry-sponsored manuscripts.

A steering committee, comprising representatives

from several pharmaceutical companies and

ISMPP, has identified increasing transparency

and trust between sponsors and journals,

and building collaborations, as key areas

to address.

The MPIP initiative was set up
specifically to improve relationships
between the pharmaceutical industry

and medical journals

Phase 1 of the initiative was completed in 2008,

and Frank S David, of Leerink Swann Strategic

Advisors, reported potential solutions offered

by journal publishers for several outstanding

problems. They believe that traditional

publication routes are not necessary for all

clinical trials and that peer-review publication

of full manuscripts should be reserved for high-

impact, conclusive, positive results. Alternative

vehicles, such as clinicaltrials.gov abstracts or

indexed results in PubMed, were suggested for

Phase 1 or confirmatory trials, whereas short

reports in low-impact or online journals were

suggested for medium-impact results.

Making raw data publicly available to aid

transparency is recognized as problematic for

pharmaceutical companies, due to the potential

for misinterpretation and misuse. However,

increased direct and proactive disclosure by

pharmaceutical companies would facilitate

transparent disclosure. The credibility of industry-

sponsored studies would be enhanced if at least

one author has access to the full data set.

Phase 2 of the MPIP initiative is planned

immediately preceding the 6th International

Congress on Peer Review in September. This

meeting will continue to co-develop solutions

to identified issues, including best practices for

article submission to reduce rejection rates.

Medical Publishing Insights and Practices (MPIP)

Harmonizing clinical trial registries

Francis Crawley of the Good Clinical
Practice Alliance and World Health
Organization (WHO) reviewed the numbers
and associated complexities of clinical trial
registries throughout the world. In addition to
the major registries such as clinicaltrials.gov
and the European central registry EudraCT,
which includes all trials commencing in the
European Union after May 1, 2004, there are
many others in other countries. In order to
bring some harmonization to the situation,
the WHO ICTRP (International Clinical Trials
Registry Platform) was set up to develop
guidelines for trial registration and reporting
worldwide.

Publications and access to
healthcare

The impact of medical publications may be
more far-reaching than is often assumed. The
results of a survey of managed care decision-
makers and health plan executives, presented
by John Draper of Peloton, demonstrated
that published studies are the most important
drivers of decisions determining access,
coverage and reimbursement policies.

News in brief
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Are peer-reviewed publications still the best

way to communicate scientific research?

Peter Frishauf, founder of Medscape, and

Professor Richard Smith, former editor of

the British Medical Journal, presented their

ideas for new and better ways to share data,

suggesting that the time has come to switch

to electronic media.

Since its launch in 1995, Medscape has

become the most widely used professional

medical website in the world, and claims to

reach over 10 times as many physicians as

The New England Journal of Medicine.

Frishauf described a difficult environment for

traditional journal publishers, ruled by the cost

of the ‘three Ps’ – paper, printing and postage

– and discussed how information sources in

other fields such as finance are increasingly

located in the virtual environment and

accessed through the Internet.

Richard Smith presented a user’s perspective

of the need for a new approach. Most doctors

face an information overload and struggle to

process the volume of data they receive.

Typically, they read only a small percentage,

which, as Smith argued, demonstrates that the

current publishing model is ineffective. He

endorsed the opportunities created by the

Internet and described moving from a world

where information is poorly organized and

difficult to access, to a world where information

is better organized, more accessible and more

transparent.

In Richard Smith’s view,
the current publishing
model is ineffective

Placing information on the Internet would

create the opportunity for user-generated

content. In that case, peer review could

become an open and transparent process,

with broad participation continuing long

after publication. Experience with Wikipedia

has shown that, contrary to earlier fears,

high-quality content can be generated

through user review and that user ratings

provide an effective way of identifying useful

and reliable content.

Data that are available online will not

necessarily be free of charge. Peter Frishauf

described some of the pricing models that

have been used, such as subscriptions

allowing various levels of access, pay-per-view

and project grants. A more user-friendly model,

introduced by the website Kachingle, allows

users to pay a flat-rate monthly subscription

to access content from any news site or blog

carrying the Kachingle logo. Subscription fees

are divided between the sites according to the

number of visits they receive.

If these predictions come true, what will

happen to traditional print journals?

Professor Smith envisaged a future in which

data are routinely placed on the Internet

for the user to evaluate. The need for peer-

reviewed publications would diminish and

journals might move to a format more akin

to a magazine, publishing digests of the

original research.

Medical publishing and the future of scientific communications
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The Caudex team who participated in the ISMPP meeting in
Philadelphia were Tina Kohnstam, Julie Suesserman, David
Gibson, Susan Atlas and Dana Fox.

If you have feedback or questions, or would like to discuss
how we could assist you with your communication and
publication planning and medical writing needs, please feel
free to contact your regular Caudex contact, or Phil Loder in
the UK (philip.loder@caudex.com) or Julie Suesserman in the
US (julie.suesserman@caudex.com).

For more details of our other areas of expertise, such as key
expert engagement and international meetings management,
please see our website at www.caudex.com.

This publication was produced by Caudex Medical – please
feel free to forward it to your colleagues for their information.

The opinions expressed are not necessarily those of ISMPP or
the presenters.
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Useful resources

International Society for Medical Publication Professionals (ISMPP) –
www.ismpp.org

Good Publication Practice for Pharmaceutical Companies (GPP) –
www.gpp-guidelines.org

American Medical Writers Association (AMWA) –
www.amwa.org

European Medical Writers Association (EMWA) –
www.emwa.org

International Committee of Medical Journal Editors (ICMJE) –
www.icmje.org

World Association of Medical Editors (WAME) –
www.wame.org

Publication planning – how and when

Although most publication planning activities begin in Phase 2,
most of the respondents to an online survey expressed a desire
for activities to start in Phase 1. Christina Rogers of ReSearch
Pharmaceutical Sciences also presented interesting data on the
considerations that appear to drive the selection of a medical
publication company. These considerations include, in order of
importance, demonstrated expertise in the specific therapeutic
area, senior medical writers, understanding of current guidelines
and, lastly, cost.

News in brief
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