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August 5,2005 

Reference: Docket No. 2005~~0062 

Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 106 1 
Rockville, MD 20852 

Dear Sir/Madam: 

The National Council on Patient Information and Education (NCPIE) submits 
the following comments on the Food and Drug Administration’s (FDA) D?x@ 
Guidarace for Industry on the Food and Drug ~~~~~s~u~~n’s “Drug Watch ” 
for Emerging Dmg S&e@ h$imnatkm (Federal Register: 10,2005, 
Volume 70, Number 89; Page 24606-24607), These comments do not 
necessarily reflect those of individual members of the National Council on 
Patient Information and Education (NCPIE). 

NCPIE commends the Agency for its efforts to increase transparency and to get 
emerging information to health professionals and eo~~mers in a timely manner. 
Our comments relate primarily to the development of FDA-produced Patient 
Information Sheets (PIS) to be posted on or linked to the Agency’s planned 
Drug Watch web page, and to Medication Guides, which are required by FDA 
for certain drug products. 

NCPIE wishes to provide both caution and advice to the Agency regarding the 
messages included in the PIS documents. Since the knowledge base for those 
drug products targeted for inclusion on the Drug Watch page is incomplete, the 
message (PIS) needs to be constructed in a way tbat is intirmative and 
helpful, but does not overstate - in an imperative or ,di~ato~al way - what to do, 
or create undue fear in patients’ m inds that their medicine’s risks are greater than 
the benefits, which PIS has potential to do. 

In the following series of questions, we would ask FDA to clarify or expand on 
development of the PIS and the PIS vis-&vis Consumer Medicine Information 
(CMI) produced in the private sector and FDA-mandated, pharmaceutical 
company prepared Medication Guides. FDA is also urged to develop and 
publish for public comment a research agenda to evaluate the impact and 
effectiveness of written drug information which it requires be developed and 
disseminated by pharmaceutical manufacturers (Medication Guides) or produces 
itself @ IS). 
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NCPIE is pleased to have this 0~~~~~ to ~~~e~t. 


