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	October 30, 2003

Documents Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Re:  Docket 2003N-0361

The Academy of Managed Care Pharmacy (AMCP) is pleased to provide comments to the Food and Drug Administration (FDA) on the agency’s initiative against counterfeit drugs.

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.

As stated by the FDA Counterfeit Drug Task Force in its interim report, there is no single “magic bullet” against the growing number of sophisticated counterfeiters.  AMCP agrees that a multi-faceted strategy to protect the drug supply would be much more difficult for counterfeiters to overcome than any single method.  In addition, no single method will work for all parts of the drug supply chain.  

One specific area of concern for AMCP members is the absence of meaningful oversight of secondary wholesale distributors.  The lack of registration and inspection of secondary wholesalers is a significant problem area.  Wholesalers are regulated and licensed under different state standards.  However, lack of oversight allows the opportunity for counterfeit medications to enter the distribution system.  The business practices of some distributors are insufficient and do not adequately protect the distribution system from the threat of diverted medications re-entering the system while containing counterfeit medications.  It is imperative, with approximately eight percent of medications being handled at some point by secondary wholesalers, that the state requirements for licensure of wholesale distributors be updated and strengthened.

Another area of concern is the inadequacy of existing communication channels for notifications about counterfeit medications.  This includes both channels of communication to notify the FDA and for the FDA to notify health care providers and consumers.  AMCP supports the concept of enhancing the FDA’s MedWatch Alert System for use as a tool to receive and disseminate information about a counterfeit or suspect product.  Currently, health care professionals use the MedWatch system to report adverse events and product problems associated with medications.  Adapting the MedWatch system to receive reports of suspect counterfeit drugs will allow communication with professional organizations that have partnered with MedWatch to disseminate alerts generated by the system.  In addition, the FDA must increase efforts to educate health care professionals on how to identify counterfeit medications.  Without proper knowledge about counterfeit medications, those who ultimately dispense medications to consumers do not know what to look for or how to respond when they suspect counterfeiting.  
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The Academy believes FDA also must increase efforts to educate consumers on how to reduce the risk of obtaining counterfeit medications.  We agree with the Task Force on the need for more comprehensive efforts to educate the public about the threat of counterfeit medications, how to identify them, and how to minimize the risk of receiving a counterfeit drug.  AMCP would support the educational messages proposed including informing consumers that medications are safest only when purchased from U.S. state-licensed pharmacies including internet pharmacies bearing the Verified Internet Pharmacy Practice Sites (VIPPS) seal.  Consumers must also be notified on what to do when they suspect they may have received a counterfeit medication.

As part of the discussion on protecting America’s health care consumers from the dangers of counterfeit medication, the United States must minimize the risk of exposure to counterfeit medications entering due to importation.  AMCP has concerns with legislative proposals that would allow the importation of prescription drugs for sale in the United States.  As an organization representing health care professionals, AMCP believes that until it can be satisfactorily demonstrated that there are adequate resources to monitor the importation of prescription drugs to assure that they are not counterfeit medications, such importation should not be permitted.  In order to guarantee patient safety, agencies such as the FDA must have the technological and financial resources to address these safety concerns.  For more information on this position, please see the AMCP Position Statement on Prescription Drug Reimportation at: http://www.amcp.org/professional_res/position/002.asp
The challenges posed by counterfeit drugs and the importation of medications from foreign countries undermine the integrity of this country’s drug distribution system and places our citizens at risk.  We believe these matters require that the FDA take the lead in developing a comprehensive plan to assure that this threat is prevented.

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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