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What’s new?
� GPP2 (implementation)

� IFPMA / EFPIA / PhRMA joint position

� CONSORT 2010

� PRISMA (replaces QUOROM)� PRISMA (replaces QUOROM)

� ICMJE new CoI form

� Data sharing policies

� EudraCT

� Journal cascades

� More from Senator Grassley
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BMJ 2010;339:b4330GPP2
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GPP2 implementation

� Author agreements (should make life easier in the 

long term, but need to be developed now)

� No payment for authorship (but payment by the � No payment for authorship (but payment by the 

hour for services eg stats or writing is OK)

� Who determines authorship? (wide range of 

company practices for this)

� Who chooses journal?
(GPP2 says authors should do this)
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IFPMA / EFPIA / PhRMA / JPMA 

Joint Position on the Publication of 

Clinical Trial Results (June 2010)

� www.ifpma.org

©Sideview



What should be published?

� All trials ‘should be considered for 

publication’ but, at a minimum:

� All phase III trials � All phase III trials 

� Trials ‘of significant medical importance’

� Including discontinued products
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Publication timing

� Should submit ‘wherever possible within 12 

months’ and no later than 18 months of:months’ and no later than 18 months of:

• Trial completion (for marketed products)

• Licensing / decision to discontinue
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Where should you publish?

� Peer-reviewed journals

� “Whenever possible, trial results should be � “Whenever possible, trial results should be 

submitted to journals indexed by online 

bibliographic databases (eg Medline)”

©Sideview



BMJ 2010;340:c332CONSORT
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CONSORT 2010

� Mostly minor changes cf previous version

� BUT some extra checklist items

� New 25-item checklist (will need to be completed � New 25-item checklist (will need to be completed 

and submitted with paper for some journals)
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CONSORT – new items:

� #23 – trial registration

� #24 – protocol availability

� #25 – funding details� #25 – funding details

©Sideview



PRISMA
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ICMJE CoI form

� Launched Oct 09

� Required by ICMJE committee members 

(Lancet, NEJM ..)(Lancet, NEJM ..)

� But JAMA still using its own form

� ?Final version due April 2010
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BMJ website (22 June 2010)

� For the next few months (from October 2009 to April 2010) the BMJ, 

along with other journals who are members of the International 

Committee of Medical Journal Editors, is trialling a new, unified 

disclosure form.

� The unified form is intended to make life easier for authors, in that the 

same form can be completed for several journals, saving authors the 

trouble of having to provide slightly different information for different 

journals. Each journal, will, however, integrate the form into its 

processes in different ways.
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Not quite as uniform as 

you might hope ...



Annals of Internal Medicine
� At the time of manuscript submission, Annals of Internal Medicine 

requires corresponding authors to summarize all authors’ conflict of 

interest disclosures. (We also require conflict of interest disclosures 

from members of panels that help formulate consensus or guideline 

recommendations, even if those contributors are not named authors on 

the consensus or guideline statement.) We provide the summary 

information collated by the corresponding author to editors and peer information collated by the corresponding author to editors and peer 

reviewers. If editors later invite the authors to revise a manuscript 

after peer review, we ask each author, including the corresponding 

author, to complete his or her own International Committee of 

Medical Journal Editors (ICMJE) Conflict of Interest Disclosure 

Statement. Information about this form, which all ICMJE member 

journals have adopted, is available at www.ICMJE.org. At the time of 

manuscript acceptance, we ask authors to confirm and update, if 

necessary, their online disclosure statements.
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ICMJE ‘uniform’ CoI form

� You still need to check individual journal 

requirements!requirements!
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Data sharing policies

� No journals actually requiring data sharing

� BUT

� Annals requires statement� Annals requires statement
� “Annals does not require the sharing of these items but we do require 

authors to state their willingness to share, and any conditions for 

sharing. Access to these items may range from completely unrestricted 

(e.g., free availability of all the items via posting on an open-access 

Web site) to restricted (e.g., availability of certain portions of the items 

to approved individuals through written agreements with the author or 

research sponsor).”
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BMJ takes similar line

©Sideview



Papers on data sharing

©Sideview

Trials 2009;10:17



©Sideview

BMJ 2010;340:c181



EudraCT

� Consultation paper published 1st June 2010

� Comments by 30th Sept 2010

� Protocol-related info to be public Sept 2010� Protocol-related info to be public Sept 2010

� Results to be submitted within 12m of study 

end (for adult trials) but 6m for paed trials

� Similar fields as ClinicalTrials.gov
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Journal ‘cascades’ and consortia

� At last .. some good news!

� Publishers are increasingly willing to pass 

submissions between journalssubmissions between journals

� Eg Lancet to Lancet Neurology

PLoS to PLoS One
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Benefits of cascades

� May save time on peer review

� 2nd journal uses 1st journal’s review

� May reduce delays for reformatting� May reduce delays for reformatting

� BUT – you still have to decide if this is the 

right journal for your work

� It’s an offer, not an ultimatum ...
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More from our friend Chuck 

Ghostwriting in Medical Literature

Minority Staff Report

111th Congress

United States Senate Committee on Finance

Sen. Charles E. Grassley, Ranking Member

June 24, 2010



Finance Committee contacted

� Medical schools:

• Columbia, Duke, Harvard, Johns Hopkins, 

UCSF, Stanford, Penn, Washington, YaleUCSF, Stanford, Penn, Washington, Yale

� Journals:

• Annals Int Med, Archives Int Med, JAMA, 

Nature Med, NEJM, PLoS, etc.

� Reviewed Merck, Wyeth documents
(DesignWrite, STI named)
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“Medical ghostwriting is a practice where 
pharma or device companies hire medical 
education, marketing or communications 
companies to draft articles that are presented 
to prominent physicians and scientists to sign 
on as authors to increase the likelihood that 
the article will be published in an important the article will be published in an important 
medical journal. Ghostwritten articles include 
articles that are drafted by … company 
employees who are not acknowledged in the 
final publication.”



“Senator Grassley is concerned about the lack of transparency 

that exists in medical ghostwriting. Not only are the articles 

typically initiated and paid for by a pharmaceutical or device 

company, but also more significantly, the final publications do 

not disclose the company’s role and financial support for the 

article.”
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“The articles may be review articles, editorials or primary 

research papers”

Report calls for more transparency from NIH



Report Urges More Curbs on Medical Ghostwriting
By NATASHA SINGER

Published: June 24, 2010

� A new Congressional report calls on medical 
journals, medical schools, and even the NIH to take journals, medical schools, and even the NIH to take 
additional measures to ensure the integrity of the 
scientific articles many doctors rely on to make 
treatment decisions for their patients. 

� The report, issued 24 June by Senator Charles 
Grassley of Iowa, the ranking Republican on the 
Senate Finance Committee, focuses on medical 
ghostwriting.



Are things better or worse for 

publication planners?

Headaches

� Authorship is still a sticky 

issue

Improvements

� Author agreements will 

make life easier 

� Need to implement GPP2 

(develop author agreements)

...eventually!

� ?Uniform CoI form

� Journal cascades / consortia
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Anticipating the future

� Data sharing policies

� More journals may adopt:

• CONSORT 2010

• CONSORT for Abstracts

• PRISMA• PRISMA

� Physician Payments Sunshine Act (2012)

� EudraCT (European register)
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Extra
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ISPOR Code (March 08)

� Members should endeavor to publicly disseminate their work, and to 

publish it in peer reviewed journals when possible.

� Members should discourage, where possible, listing of an author on 

any publication where the individual has not performed substantial 

work. As a point of reference, members should look to the checklists 

provided by major peer reviewed journals to assist them in deciding 

inclusion of authors.inclusion of authors.

� Members should seek to establish, in advance, a clear agreement on 

whether the results of a given piece of work could be published. This 

could include statements on whether the sponsor has a right to review 

or approve any manuscript prior to publication. Considerations could 

include revelations of safety issues.

� Members should respect contractual rights when they agree to perform 

work for hire and should refrain from disseminating information which 

they agreed in advance to keep proprietary.
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ISPOR Code (contd)

� Methods sections of papers should give thorough, transparent attention 

to all measures taken to minimize bias.

� Methods sections of papers should identify and justify all departures 

from the a priori analysis plan.

� Members should work with editors of journals and other publications � Members should work with editors of journals and other publications 

to encourage the establishment and/or maintenance of an appropriate 

peer review process that examines the quality of the methodological 

rigor independently of the institution for which the individual works.

� Any contributor to a report or publication should disclose any current 

or past relationships with a company or competitor of any product 

discussed in the work.
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