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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




June 30, 2003

VIA E-MAIL  (bechtelc@cder.fda.gov)

Ms. Christine Bechtel

Center for Drug Evaluation and Research (HFD-006)

Food and Drug Administration

5600 Fishers Lane

Rockville, MD  20857

RE:  Registration and Request to Present -- Current Status of Useful Written Prescription Drug Information for Consumers: Public Meeting - FDA Docket No. 02N-0528

Dear Ms. Bechtel:

I am writing on behalf of the Pharmaceutical Printed Literature Association (PPLA) to register for, and to present, our industry's views on the Current Status of Useful Written Prescription Drug Information for Consumers (Docket No. 02N-0528).  I would like to submit my name to give testimony at the July 31, 2003, meeting.  As requested, my relevant information follows, as does the additional information requested in the docket:

Peter G. Mayberry

Executive Director

Pharmaceutical Printed Literature Association

252 N. Washington St.

Falls Church, VA 22046

Telephone: 703-538-5799

Fax: 703-538-6305

pgmayberry@aol.com

A) Written Statement Answering Questions Posed in Docket No. 02N-0528:

1. What steps is the private sector taking to improve the usefulness of the written information patients receive with prescription drugs and to meet the Year 2006 goal?

The PPLA has instigated a survey program of its members' resources, and these survey data indicated that the means exist to accommodate the need for more useful patient package inserts (PPIs).  Also, information approved by the U.S. Food and Drug Administration (FDA) as a package insert (PI) for prescription medications is routinely prepared as a PPI by drug sponsors for purposes of direct-to-consumer advertising under New Drug Application (NDA) procedures for new drugs, and this information can be tapped for use as PPIs.

Moreover, the PPLA membership has taken a number of steps to enable the timely delivery of FDA-approved copy, prepared by manufacturers and derived from PIs.  These include adequate material and converting capacity, both of which have received substantial investment from our member printing
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companies.  Our members also have invested in technology and operational development to accommodate potential requirements for increased copy space.

Specifically and additionally, our industry has implemented new folding technology to permit substantially larger folded leaflets.  Because such larger leaflets are now available, it is possible to produce the same insert with substantially larger type sizes that are easier to read.  Since such pieces can be made easier to read, it is now possible to create pieces that are more patient-friendly.  At the same time, the industry has developed technology to provide two or more folded leaflets glued together.  One of the leaflets is for the use of a healthcare professional, and the other is for the patient.  The two leaflets are designed to be easily and conveniently separated by a pharmacist with the patient piece supplied to the end-user.  Technology is also available to attach the two pieces automatically onto the container on the manufacturer's packaging line.   
 
2. What barriers exist for the private sector to meet the Year 2006 goal, and what plans exist to overcome these barriers?

Limited FDA resources are a primary barrier to FDA approval of PPI information for many drugs.  Missing resources could be supplied through PDUFA (the Prescription Drug User Fee Amendments) funds.  At the least, FDA should require PPIs for new drugs moving forward because the FDA-approved information is already available.  For the sake of simplicity, the PPIs may be modeled - in terms of layout and format - after Medication Guides required for manufacturers to prepare and distribute with certain high-risk drug products.  

As the docket notes, FDA contracted with the National Association of Boards of Pharmacy (NABP) for a study to assess the usefulness of written prescription information provided to patients.  The 2001 study found that the average usefulness was 50 percent, far short of the 75-percent goal set for 2000 by Congress.  The position of the PPLA is that a root cause of this problem is the fact that the copy has not been approved by the FDA or any other qualified reviewing body.  Thus, there is no means of assuring the information is consistent, complete and comprehensible to patients.  To overcome this inadequacy, the PPLA believes that the already approved FDA copy for PIs be utilized as PPIs, to provide useful information with prescriptions, and that this be the responsibility of drug sponsors/manufacturers. 

3. What should the role of the FDA be in assuring full implementation of Action Plan to meet the Year 2006 goal?

The FDA should use its authority and responsibility to meet the 2006 "usefulness" goal by requiring PPIs for all new prescription drugs by 2006.  As noted earlier, these PPIs may for simplicity's sake be modeled after MedGuides.  The content of these PPIs must be FDA approved.  The PPI-appropriate information already exists in FDA approved PIs; expanding them and revising them to be patient-friendly is a highly practicable imperative incumbent upon drug sponsors.

4. What other initiatives should FDA consider for providing patients with useful written information about prescription drugs as endorsed by Public Law 104-180?  Such initiatives could include the possibility of FDA requiring manufacturers to provide authorized dispensers with the means to distribute useful written information approved by FDA.

The PPLA supports electronic submission of PPIs with NDAs in addition to the printed information so it can more easily be made available to the public through the database being developed by the National Institutes of Health.  The PPLA further supports electronic methods as a means of quickly and efficiently updating patient 

Ms. Christine Bechtel

June 27, 2003

Page Three

information in the post-marketing phase of a drug product's life cycle.  The FDA additionally should require drug manufacturers and other participants in the distribution chain to provide package inserts to drug distribution points in a manner that enables their inclusion with prescriptions.

B) Names and Addresses of All Who Plan To Participate:

Peter Mayberry





Tom Henderson

Executive Director




Chairman

Pharmaceutical Printed Literature Association

Pharmaceutical Printed Literature Association

252 N. Washington St.




252 N. Washington St.

Falls Church, VA  22046



Falls Church, VA  22046

C) The Approximate Time Requested To Make Your Presentation:

20 minutes.

PPLA Background

The Pharmaceutical Printed Literature Association (PPLA) is the world's only trade association exclusively servicing printers of pharmaceutical inserts, labels and cartons.  Representing the majority of the North American pharmaceutical printed-insert industry, the not-for-profit trade group was chartered in 2001 to serve as the voice of manufacturers, and to provide a forum for worldwide members to advance patient safety and risk communication.  The PPLA supports health care professionals, and advocates use of printed literature to legislative, regulatory and other decision-making bodies.  In addition, PPLA is 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.

The PPLA thanks FDA for this opportunity to comment on the status of useful printed patient information.  Please do not hesitate to contact me if you have questions about the PPLA's registration to present at the meeting.  Alternatively you may contact my colleague, Alice Ducq (amducq@aol.com) at 703-538-5799.






Sincerely, 






Peter G. Mayberry  






Executive Director 

PAGE  
3

