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PHARMACEUTICAL PRINTED LITERATURE ASSOCIATION

252 NORTH WASHINGTON STREET, SUITE A ® FALLS CHURCH, VIRGINIA 22046
PHONE: 703-538-5799 ® FAX: 703-538-6305 ® EMAIL: pgmayberry@aol.com




April 29, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

RE: Risk Assessment of Observational Data: Good Pharmacovigilance Practices and Pharmacoepidemiologic Assessment -- Docket No. 02N-0528

Dear Dockets Management Group:

On behalf of the Pharmaceutical Printed Literature Association (PPLA), I am writing to provide comment on Good Pharmacovigilance Practices as presented in a Concept Paper published by the U.S. Food and Drug Administration as FDA Docket Number 02N-0528 in the March 7, 2003, edition of the Federal Register.   The PPLA supports FDA's efforts to address risk management through a lifecycle approach that seeks to promote patient benefit from prescription drug products -- rather than focusing solely on risk reduction -- that the Agency has traditionally done in the past.  The PPLA further welcomes the opportunity to comment on FDA recommendations presented in the Concept Paper entitled Risk Assessment of Observational Data: Good Pharmacovigilance Practices and Pharmacoepidemiologic Assessment, released by the Agency on March 3, 2003.  

The PPLA believes that FDA should use its authority to guide post-approval risk management to assure maximum patient benefit by explicitly addressing strategies for informing medical practitioners and the public of adverse events as they emerge subsequent to clinical trial.  PPLA comments can be summarized as follows:

· Sponsors should be required to provide pharmacovigilance plans that include a provision for revised inserts and labels for all new prescription drugs at the time of product launch.  Safety-signal reporting should further include a requisite action in the forthcoming FDA guidance for sponsors to communicate unlabeled adverse events via FDA-approved patient package information (PPI), printed "Dear Doctor" and "Dear Pharmacist" letters, and Medication Guides.

· FDA should state explicitly in forthcoming guidance, relative to Section VI of the Concept Paper (page 13), that while additional information is being developed, the Agency will specifically and immediately take regulatory action to address public communication of safety signals via comprehensive and comprehensible PPIs and Med Guides.    

PPLA Background

The PPLA is a not-for-profit association chartered in 2001 to serve as the voice of pharmaceutical printed package information manufacturers, and provide a forum for members to promote and improve delivery of information for protection of patients.  To do so, the PPLA works to support health care professionals, and advocates use of printed literature to legislative, regulatory and other decision-making bodies.  Additionally, PPLA acts as an educational resource for strategic partners and the public. 

As a young association, PPLA's core initial goal is to help the pharmaceutical industry help consumers benefit from existing and new drugs - a return on investment of billions of research and development dollars - by taking those drugs as prescribed, with instructions, precautions and risk data clearly understood. The desired outcome is a win-win-win situation: consumers enjoy better health, the healthcare system operates at lower total cost, and drug manufacturers report higher sales.

PPLA Comments

The PPLA was very pleased by FDA Commission Mark McClellan's statement on April 11 to attendees of the Risk Management workshop in which he said that updated labels, PIs and PPIs are fundamental to good pharmacovigilance programs.  He further amplified as a high priority for the Agency the need for "better package inserts," commenting that PIs are currently overly laden with convoluted, legally driven language to be useful to physicians and patients.  We concur that this may be the case in some instances, and offer the following comments to address this need consistent with FDA priorities.

Section VI.  How Can Safety Signals be Monitored Through Enhanced Pharmacovigilance Efforts?

1.
In forthcoming guidance, FDA should state explicitly that pharmacovigilance plans will be provided at product launch, and these plans will include a strategy for correcting and distributing patient information, included inserts and Med Guides.  The PPLA believes that sponsor plans should be in place before a safety signal arises so that immediate and effective action can be taken, and patients and physicians can be informed as quickly as possible.

2.
The Concept Paper states on page 13, "While additional information is being developed, FDA may decide to take interim regulatory actions to communicate information about safety signals via labeling or other means…" The PPLA maintains that FDA has a responsibility to use its new pharmacovigilance authority to champion patient safety by requiring PPIs and Med Guides at this stage.  PPLA further believes the printed patient and physician information should be FDA-approved to insure that all materials and messages are consistent, complete and understandable to their intended audiences. 

Conclusion

The PPLA is pleased to have this opportunity to comment on FDA's risk management initiatives, and strongly supports the Agency's efforts to seek new ways of maximizing patient benefit via FDA guided pharmacovigilance.  The Agency has a unique opportunity to implement its priorities as stated by Commissioner McClellan to advance patient safety by requiring pharmacovigilance programs that incorporate PIs, PPIs and Med Guides.  The PPLA offers the Agency its full support toward the realization of its objectives with regard to improved printed labels. 






Sincerely, 






Peter G. Mayberry  






Executive Director 
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