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PHARMNMACEUTICAL PRIFNTED LITERATURE ASSOCIATION

252 NORTH WASHINGTON STREET, SUITE A « FAaLLs CHURCH, VIRGINIA
PHONE: 703-538-5799 = FAX: 703-538-6305 = INFO@PPLAONLINE.ORG

August 1, 2002

Dockets Management Branch (HFA-305)
U.S. Food and Drug Administration

5630 FishersLane, Room 1061
Rockville, MD 20852

RE: Reguirementsfor Submission of L abelingfor Human Prescription Drugsand Biologicsin
Electronic Format (FDA Docket Number 00N-1652)

| amwriting on behaf of the Pharmaceutical Printed LiteratureAssociation (PPLA) inresponseto thenotice
of proposed rulemaking regarding “ Requirementsfor Submission of Labeling for Human Prescription Drugs
and Biologicsin Electronic Format” that was publishedinthe May 3, 2002 edition of the Federal Register
(FDA Docket Number OON-1652.)

The PPLA isanot-for-profit trade association that was established in 2001 to underscore theimportance of
printed literature asameans of promoting safe and effective dispensing of drug products, aswell asthe
proper useof drug productsby consumers. AsFDA well knows, use of printed information hashistorically
played acritica rolein ensuring that drug productsare dispensed and consumed properly throughout the
United States, and aprimary objectivefor the PPLA isto underlinetheimportance of printed literature
during thisnascent eraof e ectronic communication. For moreinformationonthe PPLA, | inviteyoutovisit
our website at www.pplaonline.org.

With regard to FDA's proposed rule, the PPL A has no objection to the use of electronic submissionsfor
New DrugApplications(NDA's), certain Biological LicenseApplications(BLAS), and/or Abbreviated New
DrugApplications(ANDAS). Tothe extent that such submissionswill speed the drug approval processand
reducethe potential for errors, infact, the PPLA applauds FDA for issuing thisproposal.

That said, however, the PPLA istremendously concerned that this proposal —if findlized initspresent form
—could ultimately serve asthe basisfor the elimination of printed Peatient Inserts (PI’s) asenvisioned under
the Pharmaceutica Research and Manufacturersof America(PhRMA) “ paperlesslabeling” initiative.
Simply stated, PPLA membersbelievethat PhRMA may ultimately advocate use of datathat hasbeen
submitted to FDA e ectronically asasubstitutefor printed PI’ sthat have been required under Agency
regulationsfor decades.

Incase FDA isnot awareof thisinitiative, the PPLA notesthat PARMA established aPaperlessLabeling
Task Force sometwo yearsago, and sitetesting of apilot systemisreportedly set to beginthisyear at
severd retail pharmaciesintheWashington, D.C., area. Should thispilot be deemed asuccessby the
PhRMA Task Force, the PPL A anticipatesthat aconcerted effort will be undertaken by the pharmaceutical
manufacturersshortly thereafter to ater current regul ations such that printed PI’swould no longer be
required.
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Considering theimportance of assurancesthat pharmacy personnel alwayshaveaccessto critical
informationincluded on printed PI’s—and the numerous potentid , long-term problems associated with
an eectronic substitutefor printed PI’s (problemsranging from guaranteeing constant, never-ending
accessto an electronic systemfor al dispensing sitesto more frightening scenarios such as power
failures, hackers, and/or terrorist attacks) —the PPL A urges FDA totread very carefully when it comes
toalowing commercia use of any datathat has been submitted to the Agency eectronically.

Weurge FDA, therefore, to prohibit release of NDA, ANDA, and BL A information that has been
submitted electronically, and to usethefinalization of thisproposed rule asan opportunity to restatethe
importanceof printed PI’sinthedispensing of drug products.

On behalf of theentire PPLA, | thank you for the opportunity to submit thesecomments. Pleasefed free
to contact meat should you have any questions or need additional information.

Sincerdly,

Peter G Mayberry
ExecutiveDirector



