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The Blue Cross and Blue Shield Association, an association of 42 independent Blue Cross and Blue Shield Plans, is pleased to comment on the MedWatch FDA Medical Products Reporting Program and reporting forms.  Collectively, Blue Cross and Blue Shield Plans provide health benefits to 86 million Americans, both working and retired, in the 50 states, Puerto Rico, and the District of Columbia.  

Collection of accurate and timely information on adverse events and safety problems from the use of drugs, biologics, and devices is critical to FDA’s ongoing mission to ensure the safety and effectiveness of these products.  The FDA’s responsibility to the public health does not end when a product is approved for marketing.  Many serious adverse drug reactions (ADRs) are identified only after a drug has been on the market for years.  One study found that just half of newly discovered ADRs are detected and documented in the PDR within seven years of drug approval. (Lasser, Allen, et.al., “Timing of New Black Box Warnings and Withdrawals for Prescription Medications” JAMA, May 1, 2002, vol. 287, No. 17)  Unfortunately, premarketing drug trials may be underpowered to detect ADRs and have inadequate follow-up.  The MedWatch Program is necessary to identify post-marketing ADRs and to enable the FDA to take appropriate action to eliminate the risk to the public.  

MedWatch as currently operated is necessary but regrettably, it is not sufficient.  It is estimated that less than 10% of all ADRs are reported to MedWatch.  Improvements must be made to the statutes, regulations, and procedures that govern MedWatch so that the reporting rate grows to adequately protect the public from harm.  

MedWatch reporting should not be voluntary for physicians, other clinicians, or health facilities.  MedWatch reports should go to the FDA in all instances.  Reporters should not have the option to report to manufacturers only.

Reporting of safety concerns and adverse reactions should be required for  drugs, biologics, devices, and supplements. 

Patients should be permitted and encouraged to report to MedWatch.  The importance of reporting and the process to follow will need to be publicized in patient-friendly media.

Reciprocal relationships with regulatory agencies in other countries should assure that ADRs detected abroad are rapidly communicated to the FDA.

Reporting procedures should be publicized to all physician organizations. Collaboration with prescribers, pharmacists, and facilities is critical to increase reporting.

ADR reports available on-line must be current.  The procedures for accessing this database should be publicized to clinicians, facilities, payers, and consumers.   

Warnings and alerts from the FDA need to be more effectively communicated to all stakeholders, including pharmacists, prescribers, payers, and patients.  The BCBSA shares MedWatch alerts with all Blue Plans who, in turn, make them available to over 500,000 participating physicians nationwide.  Other large-scale communication mechanisms should be explored.

MedWatch is clearly a very important program.  But it is the victim of underreporting and inadequate publicity.  Legislative changes will be needed to permit these changes.  They will be opposed in some quarters.  Nevertheless, improvement of the nation’s health demands no less.
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Sincerely,

Allan M. Korn, M.D., FACP

Chief Medical Officer, Clinical Affairs and 

Senior Vice President
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