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April 30, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration 

5630 Fishers Lane, Room 1061

Rockville, Maryland  20852

RE:  Document number 02N-0528

Thank you for the opportunity to reply to your request for comments on the Food and Drug Administration’s Concept Paper on Risk Management Programs.

The Academy of Managed Care Pharmacy is a professional pharmacy association whose mission is to empower its members to serve society by using sound medication management principles and strategies to achieve positive patient outcomes. AMCP has more than 4,800 members nationally who provide comprehensive coverage and services to the more than 200 million Americans served by managed care.

Pharmacists play a valuable patient education role and have the knowledge to be an important part of any risk management program.  Pharmacists have ongoing contact with their patients and are trained in medication management and counseling.  In most cases, the pharmacist, whether retail or mail service, is the last point of contact for intervention before a patient begins taking a medication.  Pharmacists managing medication therapy should know what the specific risks are regarding their patients’ medications, and the specific questions that must be asked of the patient to be certain that he or she understands the risks of the medication.

The Academy appreciates the inclusion of stakeholder input on the feasibility of implementing the risk management tools as described in Section IV, C.  Programs need input from pharmacists to guarantee that the programs are both effective at managing risk and manageable within each pharmacy setting.   Consistency across product risk management programs would make them more workable in both retail pharmacy and mail service pharmacy settings.  In today’s product specific approach to risk management, programs developed have been specific to each product.  Pharmacists must learn to follow many risk management programs, most with no similarity to another.  New risk management programs must move away from the sticker approach and instead must function in the realm of electronic prescribing.  

The Academy appreciates the inclusion of third-party payers (mentioned in Section IV, C) and wants to be sure that the importance of a network pharmacy administrator is understood.  These administrators are employees of health plans or pharmacy benefit management companies that have responsibility for alerting contracted pharmacies to potential safety hazards to patients.  This notification is done on an electronic basis when a prescription claim is sent for adjudication.  When network pharmacy administrators are alerted to a problem, they build an electronic alert in their messages to their pharmacies.  If a new drug warning has been issued, a network pharmacy administrator could introduce edits into the on-line prescription adjudication system.   A network pharmacy administrator can request implementation of a risk management protocol before a prescription could be adjudicated and paid. 

The Academy supports the proposal that all product sponsors should include methods to minimize risk as part of the drug approval submission process.  However, the standards for determining when products should be placed into each of the risk management levels are not clear in the draft document.  The FDA should develop criteria to determine which drugs will be placed in which programs.  It is important that high-risk medications are identified and that the proper measures are taken to reduce the level of risks to patients.  It is equally important that medications are not placed into cumbersome risk management programs unnecessarily.

The Academy looks forward to working with you on this important public safety issue.

Sincerely,
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Judith A. Cahill, C.E.B.S.

Executive Director
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