
FDA Releases Good Reprint Practices Guidance

February 18, 2008

On February 15, 2008, FDA announced the release of a draft guidance 
entitled “Good Reprint Practices for the Distribution of Medical Journal 
Articles and Medical or Scientifi c Reference Publications on Unapproved 
New Uses of Approved Drugs and Approved or Cleared Medical Devices.”  
FDA intends the draft guidance to provide manufacturers with guidelines 
regarding the dissemination of peer-reviewed scientifi c journal articles 
regarding unapproved uses of drugs or medical devices. 

Section 401 of the Food and Drug Administration Modernization Act of 
1997 (“FDAMA”) described certain conditions under which a manufacturer 
could disseminate information regarding off-label uses.  FDA promulgated 
implementing regulations and codifi ed the regulations at 21 C.F.R. Part 99.  
FDA published a March 16, 2000 Federal Register Notice (65 Fed. Reg. 14286) 
stating that the regulations in 21 C.F.R. Part 99 constituted a “safe harbor” for 
manufacturers that complied with them.  On September 30, 2006, Section 
401 of FDAMA ceased to be effective because that section of FDAMA expired.  
Therefore, the regulations at 21 C.F.R. Part 99 are no longer applicable. 

Under the draft guidance, the article of reference must be published by 
an organization that has an editorial board consisting of experts in the 
subject area of the article.  The organization should adhere to a policy of 
full disclosure of any confl ict of interest or bias of any author, contributor, 
or editor associated with the article.  The article must be peer-reviewed and 
published in accordance with sound scientifi c principles.  The draft guidance 
also prohibits the distribution of special supplements or publications 
that have been funded by one or more of the manufacturers of a product 
mentioned in the publication. 

The information contained in such publications must address adequate and 
well-controlled clinical investigations that are considered scientifi cally sound 
by experts with suffi cient training to evaluate the safety or effectiveness of 
the drug or device.  The information cannot be false or misleading, such as 
an article or reference text that is inconsistent with the weight of credible 
evidence derived from adequate and well-controlled clinical studies.  If the 
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conclusion of the article or text has been specifi cally called into question by another article, the material 
must be distributed with the article that reached the contrary conclusion.

The draft guidance states that drug and medical device manufacturers may distribute unabridged reprints 
of peer-reviewed research from reputable medical journals so long as:

the articles were not written, edited, or published specifi cally for, or at the request of, a drug or device • 
manufacturer;
the publication has not been edited or otherwise “signifi cantly infl uenced” by a drug or device • 
manufacturer or any individuals with a fi nancial relationship to the company; 
the scientifi c information is distributed in an unabridged reprint or copy without any markings, • 
highlighting, or characterization of the information; 
the reprint is accompanied by a comprehensive bibliography of publications discussing adequate • 
and well-controlled clinical studies published in a medical journal or scientifi c text about the product 
covered by the information disseminated;
no other promotional materials are attached to the reprints; and• 
the reprint is labeled as describing uses that have not been approved by the FDA for the product and is • 
accompanied by the product’s approved labeling.

The draft guidance does not apply to the following publications: (1) letters to the editors; (2) abstracts 
of a publication; (3) reports of Phase I clinical trials; or (4) reference publications that contain little or no 
substantive discussion of the relevant investigation.  

In the draft guidance, FDA states that it recognizes “the important public policy reasons for allowing 
manufacturers to disseminate truthful and not misleading medical journal articles and medical or scientifi c 
reference publications on unapproved uses of approved drugs and approved or cleared medical devices 
to healthcare professionals and healthcare entities.”  However, FDA states that it retains the authority to 
determine whether the distribution of an article or publication constitutes the promotion of a “new use” or 
whether such distribution causes a product to be adulterated or misbranded.  

FDA is accepting comments on the draft guidance and the comments should be submitted within 60 days 
of the Federal Register notice announcing the availability of the guidance.

This alert provides a general summary of recent legal developments. It is not intended to be, and should not be relied upon as, legal 
advice.

Arnall Golden Gregory LLP serves the business needs of growing public and private companies, helping clients turn legal challenges into 
business opportunities. We don’t just tell you if something is possible, we show you how to make it happen. Please visit our website for more 
information, www.agg.com.
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