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The U.S. Food and Drug Administration (FDA) recently issued a draft guidance that 
would provide regulatory alternatives to the “lengthy, detailed, and technically-written 
‘brief summary’ of risk information for consumer-directed print advertisements for 
prescription drugs, with the goal of increasing consumer understanding of the key risks of 
the product.”1

 
The FDA regulates “direct to consumer” (DTC) advertising of prescription drugs.2  The 
FDA divides DTC promotion of prescription drugs into three categories: (1) “Product-
claim” advertisements mention specific drugs and contain safety and efficacy claims; (2) 
“help-seeking” advertisements contain information about a disease or medical condition 
and advise to consumer to consult a physician, but do not discuss specific treatments or 
drugs; and (3) “reminder” advertisements contain the name of the drug but do not discuss 
the conditions the drug treats.   
 
The Food Drug and Cosmetic Act and FDA regulations mandate that “product claim” 
print advertisements contain “information in brief summary relating to side effects, 
contraindications, and effectiveness.”3  The FDA refers to such disclosure as the brief 
summary.  Reminder and help-seeking advertisements are not subject to disclosure 
requirements. 
 
In January 2004, the FDA issued new draft guidance on DTC print advertising and 
sought public comments on such guidance.4  The FDA notes: 
 

Frequently, to fulfill the brief summary requirement, consumer-directed print 
advertisements for prescription drugs include the complete risk-related sections of 
the FDA-approved professional labeling.  This information is presented verbatim, 
in small type.  Because this labeling is written for an audience of health care 
practitioners, it uses highly technical medical terminology.  In addition, although 
the Agency has drafted guidance discouraging this practice, FDA-approved 
professional labeling has often included all possible adverse events, including 
those that are unlikely to be drug related.5

                                                 
1 See New FDA Draft Guidances Aim to Improve Health Information  (Feb. 4, 2004) available at 
http://www.fda.gov/bbs/topics/NEWS/2004/NEW01016.html.   
2 See Ronald L. Scott, Cybermedicine and Virtual Pharmacies, 103 W. Va. Law Rev. 407 at pgs. 466-68 
(2001).       
3 21 U.S.C. § 352(n). 
4 See Guidance for Industry, Brief Summary: Disclosing Risk Information in Consumer-Directed Print 
Advertisements,  DRAFT GUIDANCE (January 2004) available at 
http://www.fda.gov/cder/guidance/5669dft.pdf.    
5 See id.  
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Not surprisingly, the FDA believes that the use of “very small print and sophisticated 
medical terminology” makes the disclosures less than optimally effective.  Under the new 
draft guidance, the FDA would allow advertisements that do not comply with the current 
“brief summary” disclosures of risk information so long as the advertisements include 
“highlights” of risk information.  The “highlights” section would contain information 
addressing warnings and contraindications, major precautions such as those that describe 
serious adverse drug experiences and the 3-5 most common nonserious adverse reactions 
likely to affect the patient’s quality of life or compliance with drug therapy. 6
 
The draft guidance proposes that highlights ideally should be written in easy-to-
understand, non-technical terms fully understandable by a lay reader.  Further, the use of 
jargon or scientific terms should be avoided.  As an example, the FDA notes that some 
consumers might not understand “contraindications” but could better understand if the 
highlights simply said that “You should not take this drug if…” 
 
However, guidance documents “do not establish legally enforceable responsibilities” and 
“should be viewed only as recommendations, unless specific regulatory or statutory 
requirements are cited.”7  Pfizer filed comments objecting to several aspects of the draft 
guidance.8  Pfizer noted that since the draft guidance “does not give manufacturers 
certainty in developing risk disclosures that comply with FDA regulations, manufacturers 
are likely to continue using the brief summary.”9  Pfizer also argues that the current 
disclosure regulations were largely designed for prescriber-directed communications and 
“are overbroad and constitutionally suspect in the context of consumer-directed 
messages.”10   They also contend that the alternatives provided in the draft guidance 
“while less detailed, still suffer from many of the same First Amendment infirmities.”11

 
Although the FDA’s goal of making DTC advertising disclosures more useful to the 
consumer is laudable, drug companies may not be quick to change their advertisements 
based solely on FDA guidance.   

                                                 
6 See id. 
7 See id. 
8 See Comments of Pfizer, Inc.(May 7, 2004) available at 
http://www.pfizer.com/download/public_print_ads.pdf.   
9 Id. at p. 24. 
10 Id. at p. 2.  
11 Id.  
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