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February 14, 2003

Dr. ClaudiaOkeke

United States Pharmacopeia
12601 Twinbrook Parkway
Rockville, MD 20852

RE: Revisionsto Proposed General Chapter <1265>, Pharmacopeial Forum, Written
Prescription Drug | nfor mation — Guiddlines

Dear Dr. Okeke:

| amwriting on behalf of the Pharmaceutica Printed Literature Association (PPLA) withregardto USP's
regquest for commentson revisionsto proposed General Chapter <1265>, Written Prescription Drug
Information—Guidelines. Specifically, the PPLA endorses and applauds USPfor taking aproactive
approach toward astandard that clarifiesand improveswritten prescription drug information for consumers.
Sinceitsinception, PPLA hasworked diligently to advanceitsmembers' positionthat written drug
informationisfundamental to aninformed, and thereby better protected, medication consumer base.

USP'sinitiativetoimproveand clarify prescription drug information empowersthosewho rely on Rx
medi cations but, lacking advanced degreesin pharmaceutical sciences, may be unableto decipher crucial
information about drug products. The USP recommendationsrepresent anew and critical level of
protection against potential adverse effectsfrom the very medications consumersneed and trust.

PPLA Background

The PPLA isanot-for-profit association chartered in 2001 to serve asthevoice of pharmaceutical printed
packageinformation manufacturers, and provide aforum for membersto promoteand improvedelivery of
information for protection of patients. To do so, the PPL A worksto support health care professionals, and
advocatesuseof printed literaturetolegidative, regulatory and other decision-making bodies. Additionaly,
PPLA actsasan educational resourcefor strategic partnersand the public.

As arelatvely new association, PPLA'scoreinitial goa isto help the pharmaceutical industry help
consumersbenefit from existing and new drugs- areturn on investment of billionsof research and
development dollars- by taking those drugsas prescribed, with instructions, precautionsand risk data
clearly understood. Thedesired outcomeisawin-win-win situation: consumersenjoy better health, the
healthcare system operatesat lower total cost, and drug manufacturersreport higher sales.
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Asaresult of theevolution of the Food, Drug and Cosmetic Act of 1938, the carefully regulated content
of printed literature provided by pharmaceutical manufacturers has been the primary meansfor
communicating to physicians and pharmaci stshow and when patients shoul d take drugs correctly, and
how to avoid mistakes. But despitethishistory, thereisstill no guaranteethat patientswill get accurate
information directly from themanufacturer each timethey haveaprescriptionfilled. Andtoday,
consumersareplaying anincreasing roleinidentifying medicationsand specificaly requesting that their
doctorswrite prescriptionsfor one drug instead of another.

Thistrend hasaready caused liability concernsin at |lease one state, New Jersey, wherethe state’'s
supreme court hasabolished the“learned intermediary” defensefor pharmaceutical manufacturerswho
engagein DTC advertisng. Oneof thefunctionsof the PPLA, therefore, isto offer input to FDA,
Congress, and other governmental agencieson how to providereliable, detailed, and controlled
information for healthcare professionalsand consumersin the age of direct-to-consumer and Internet
information. Working together, PPL A membersare confident that wewill be ableto achieve each of these
godls.

PPLA Concerns

Inthe section subtitled “ Accessibility Guidelines,” therecommendationscall for producing prescription
drug lesfletsin English and Spanish. PPLA notesthat standardsaready in placein the European Union
mandatethat |eafletsa so beavailablein fivelanguages: German, French, Italian, English and Spanish.
Moreover, thenormin printed instructional informationinthe United States, which isembraced by
American consumers, includes French with Englishand Spanishiningtructions. The position of thePPLA
Isthat written prescriptioninformation must betrand ated from Englishinto Spanish and Frenchto be
cons stent with wider consumer-product labeling normsand to beinclusive of wider consumer
populations.

Condlusons
Thegoasof USPand PPLA clearly aresynergistic. PPLA thereforewould welcomethe opportunity to
support USP swritten prescription drug initiativesmoredirectly. ItisPPLA swishtobeconsidereda
resourceto USP, and to beincluded in committees or task forcesthat seek to advance our common
objectives.

Sincerdy,

Peter G Mayberry
ExecutiveDirector



