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National Consumers League

1701 K Street, N. W., Suite 1200

Washington, DC 20006

202-835-3323/ (F) 202-835-0747

lindag@nclnet.org
December 1, 2003

Dockets Management Branch

(HFA - 305)

Food and Drug Administration

5630 Fishers Lane

Room 1061

Rockville, MD  20852

fdadockets@oc.fda.gov.
Re:
Docket No. 03N-0344; Request for Comment on Direct-to-Consumer Promotion of Prescription Drugs 
Dear Sir or Madam:

The National Consumers League (NCL) appreciates this opportunity to comment on the Food and Drug Administration’s (FDA) Request for Comment on direct-to-consumer (DTC) promotion of prescription drugs, 68 Fed. Reg. 47920 (August 12, 2003).  NCL is a national nonprofit consumer advocacy organization founded in 1899 to represent consumers in the marketplace and the workplace. NCL welcomes FDA’s efforts to improve the quality of the information directed to consumers about prescription drug products. 

NCL has been involved with the issues surrounding prescription drug promotion for many years.  Most recently, NCL offered testimony at the FDA’s public meeting on DTC promotion on September 22 and 23, 2003.  NCL’s presentation and research are already submitted to this docket.  NCL has also:

· Submitted comments to FDA on DTC issues.  See, e.g., Request for Comment on First Amendment Issues, Docket No. 02N-0209, Request for Comment on Draft Guidance for Industry on Using FDA-Approved Patient Labeling in Consumer-Directed Print Advertisements, Docket No. 02N-0209;

· Offered testimony at the FDA’s public hearing on DTC promotion in 1995; and

· Sponsored roundtable meetings for DTC stakeholders in January 1996 and September 1998.

NCL has made the following recommendations to FDA, and repeated these recommendations in its September 22, 2003 presentation:  

· The old 21 C.F. R. 202.1 must be amended to provide address direct-to-consumer advertising and should incorporate lay consumer comprehension into its evaluative criteria.
· The “brief summary”:

· Should be reformatted to provide important risk and benefit information in a consistent, balance, useful format and in plain language;

· Should not be required to include exhaustive risk information from the full product label;

· Should emphasize the most serious and most frequent side effects and adverse drug events; and

· Should adopt the “fair balance,” “major statement,” and “adequate provision” requirements of FDA’s Broadcast Guidance to the print format.

· FDA should consider adopting a standardized information panel, such as an Rx Facts box, that is similar to the formats adopted for other FDA-regulated products – Nutrition Facts, Supplement Facts, Drug Facts (OTC).

· Advertisers should improve ads so that consumers are better able to comprehend important information, including the drug’s serious and most common side effects, and the disease for which the drug is indicated.

· DTC promotion is a useful tool for patient/health professional communication that

· Should not be false or misleading;

· Should be fairly balanced; and

· Should help consumers seek and easily locate additional information with varying degrees of complexity.

· Because consumers receive their health care information from many sources (family, friends, employers, pharmacies, and healthcare professionals), FDA should consider how its regulations and policies can foster, rather than hinder, the flow of high quality information via these alternative channels.  Restrictions and disclosure requirements that are necessary for drug sponsors’ DTC advertising may not be useful for communications from health care professionals, pharmacies, and health plans, and may even interfere with consumer comprehension.

· FDA should consider following the requirements of the Department of Health and Human Services’ final privacy rule, Standards for Privacy of Individually-Identifiable Health Information, 67 Fed. Reg. 53,182 (Aug. 14, 2002).  Specifically, the privacy rule deems refill reminder and similar pharmacy-initiated communications programs to be part of a health care professional’s treatment of a patient, not marketing to the patient.  These communications should be outside of FDA’s DTC prescription drug promotion requirements altogether.

· Messages urging consumers to comply with and adhere to the medication regimes their physicians have prescribed should not be subject to the same requirements FDA would apply to conventional DTC prescription drug promotion.  These types of messages do not raise the same concerns that conventional DTC promotions do and FDA regulatory policies should be encouraging, not burdening, these communications.

NCL commends FDA for undertaking these much needed reforms of DTC prescription drug promotion.





Sincerely,





LINDA F. GOLODNER





President

� We note that commentators at the September DTC public meeting expressed significant interest in an Rx Facts box approach and one commentator put forth suggested formats for discussion.  NCL believes that the merits of a standardized format bear close study because the “Facts” box has been successful for other FDA-regulated products.  However, NCL cautions that the Nutrition Facts, Drug Facts, and Supplement Facts panels involved months and years of rulemaking; reform of FDA’s DTC requirements should not be delayed while an Rx Fact box is considered.





