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Non-profit society [501(c)6] in state of NJ

Founded ~ 3 years ago

Membership > 600 and growing
• Pharma, biotech, device industry

• Medical communication companies (agencies)

• Medical writers

• Editors & Publishers

• Academics
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ISMPP’s Mission is to:
Support medical publication professionals through
education and advocacy
Promote integrity and excellence in medical publishing
through author- and contributor transparency, and open
exchange of data
Be at the forefront of information-sharing and debate of
medical publication issues for the benefit of its members
and the medical publication community, at large

• Annual Meeting, Conferences
• ISMPP U “webinars”
• Debate – proactive & reactive
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ISMPP’s Vision is to be the recognized and
respected authority for the pharmaceutical,
biotech, and device industries' medical
publication profession

• Code of Ethics (www.ismpp.org)
• Credentialing / Certification
• ISMPP journal
• Standards and Best Practices
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Public opinion polls place the pharmaceutical
industry at the same level of trust as oil & tobacco
companies and gun manufacturers
Widely publicized books…
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Today, JAMA requires “independent” statistical
analysis [only] of manuscripts sponsored and
analyzed by industry

Disclosure requirements (COI) are often “over the top”

How did this happen?  A brief history:
• Rothman – JAMA 1993: “Scientific McCarthyism”

• 1990s-2001: Several egregious incidents

• ICMJE 2001: “Sponsorship, Authorship & Accountability”

• 2002: Implementation of FDAMA Sect. 113: CT.gov

• 2004: Reports of non-publication of paroxetine
trials in adolescents with depression, Vioxx
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• ICMJE 2004: Mandatory clinical trial registration
–2005: All “clinically directive” trials

–2005: PhRMA _ www.clinicalstudyresults.org
• 2006: State of Maine legislation

• ICMJE 2007: Rules changed – ALL human trials
need to be registered; posting results > 500-word
structured abstract in a public registry…“may [be]
considered prior publication.”
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–Amy Muhlberg, PhD,  office of Senator Enzi
–Terry Toigo, RPh, Director FDA Office of Special Health Issues
–Scott Lassman, Esq., former Counsel at PhRMA
–Donald Lindberg, MD,  Director, Nat’l Library of Medicine
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–Frank Rockhold, PhD, SVP Biomedical Data Sciences, GSK
–Kenneth Jamerson, MD,  Prof. of Medicine, U. Michigan
–Trish Groves, MBBS, MRCPsych  Deputy Editor, BMJ
–Alan Goldhammer, PhD,  Assoc. VP Regulatory Affairs,
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  Closing Thought  Closing Thought

Chinese Curse: May you live in interesting times

“Like it or not, we live in interesting times”

      Robert F. Kennedy, Cape Town SA     June 7, 1966
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Sismondo:
“Ghost writing and honorary authorship are not in and of
themselves scientific problems….. Some honorary authors are
senior professors and chairs of departments, who are added
to articles because of local academic politics rather than at
the request of drug companies…”
ISMPP Response:
We wish to correct the misperceptions of ISMPP resulting
from the commentary by Dr. Sismondo…. Manipulation of
peer-reviewed publication with pharmaceutical-controlled
ghost-writing, guest authoring, etc… are problems of
industry-funded research, he argues, but [he] apparently
accepts and excuses questionable authorship practices
common within academic…research…. We contend
honorary or guest authorship violates basic tenets of
authorship promulgated by ICMJE.
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The incidence of scientific misconduct has not
changed over the last 2-3 decades, despite the
great rise in funding by for-profit companies

The worst cases of misconduct – fraud and
fabrication of data – have all come from studies
by investigators funded by government (NIH or
NSF) and foundation sources

“Where’s the beef?”
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    Balance?    Balance?

NEJM
Sept 8, 2005



Paradigm shift
Implications not just for publication planning; for all parties
involved in clinical research

• Need for Rulemaking, education
• Many changes from bills passed by House & Senate!
• Multiple conferences – CBI, TIPPA, law firms, ISMPP

Law preempts any state legislation
Does not call for registering Phase 1/feasibility studies
Exceeds ICMJE policies _ results disclosure by 1 year p LPO

• Substantial penalties for non-compliance
• Some key provisions from prior bills gone
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