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September 2, 2003

Documents Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Re:  Docket 03N-0168

The Academy of Managed Care Pharmacy (AMCP) is pleased to provide comments to the Food and Drug Administration (FDA) on the current status of useful written prescription drug information for consumers.

AMCP is a professional association of pharmacists and associates who serve patients and the public through the promotion of wellness and rational drug therapy through the application of managed care principles. The Academy has more than 4,800 members nationally who provide comprehensive coverage and services to over 200 million Americans served by managed care.

The FDA established a goal that by 2000, at least 75 percent of people receiving new prescriptions would receive useful written patient information, and that by 2006, 95 percent of people who receive new prescriptions would receive useful written patient information.  The results of the 2001 study to assess the usefulness of written prescription drug information indicated that, on average 89 percent of patients received some form of written medication information.  However, the expert panel indicated that the average “usefulness” of the information was only about 50 percent.

In the 2001 study, pharmacies were “ineligible if they were identified as a hospital, clinic, long-term care, mail order, IV infusion, dispensing physician, Indian Health Service, Veterans Administration hospital, or other government/federal setting.”
  AMCP recommends that, in the 2006 study to measure the distribution of useful patient information, mail order pharmacies be included in the review.  Mail order is projected to comprise 5.9 percent of the prescriptions dispensed in 2003; (11.9 percent when adjusted for prescription equivalent units based on a one month supply).
  Managed care organizations and mail order pharmacies have the ability to tailor written patient information to specific patient demographics.  In addition to appropriate written information provided with every prescription, managed care organizations and mail order pharmacies provide supplemental medication and disease management information on their websites.  

Based on the 2001 study results indicating compliance with the 89 percent of patients receiving information, AMCP believes that the private sector can improve its 50 percent performance on the “usefulness” measure with proper understanding of the criteria.  The Academy does not support additional government mandates before the 2006 measure and believes that a formal guidance would prevent the flexibility necessary for innovation, customization and new technology in the development of patient education materials.  The private sector is in the best position to determine how to make information useful for individual patients.  Individual pharmacies can identify appropriately written communications for their patients.  A pharmacy practice may be tailored to specific population segments and demographics such as the elderly (long-term care pharmacies), specific languages, specific reading levels; each of these specific populations has its own variety of language and information needs.  The federal government would not have the same flexibility when determining which information should be provided to each patient.

In response to the question: “What should the role for FDA be in assuring full implementation of the Action Plan to meet the Year 2006 goal?”, AMCP encourages the FDA to provide additional input on the eight criteria and subcriteria for useful medication information and to provide continued definition to drug information vendors and pharmacy software vendors.  Through the feedback received from the 2001 study and presented at the July 31, 2003 open hearing, the FDA has identified gaps in the information currently available from pharmacies.  As the agency has identified specific criteria that vendors have not addressed adequately, individual vendors are revising the information they supply.  The FDA should continue to provide input and feedback on a regular basis through an advisory council that can continue to provide feedback on the criteria to information vendors and pharmacy software vendors.  This advisory council should be made up of pharmacists that work with a variety of patient populations, health care consumers and researchers knowledgeable in patient education and literacy.

AMCP appreciates the opportunity to comment on this extremely important issue.  If you have any questions, please contact me at (703) 683-8416 or at jcahill@amcp.org.

Sincerely, 
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Judith A. Cahill, CEBS

Executive Director
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