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October 10, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration 

5630 Fishers Lane, Room 1061

Rockville, Maryland  20852

RE:  Docket No. 2000N-1484

Thank you for the opportunity to reply to your request for comments on the Food and Drug Administration’s (FDA’s) proposed safety reporting requirements for human drug and biological products.

The Academy of Managed Care Pharmacy (AMCP) 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.

AMCP supports a medication error reporting system that encourages participation and provides confidentiality and protection of the information reported and the person(s) reporting. Additionally, this system should establish processes to detect and correct errors, identify trends or patterns and encourage changes to the medication delivery process to reduce the potential for future errors.

Medication error reduction programs are necessary to achieve improvement in patient care and to satisfy the public demand for a safer health care system. The consumer expectation is a system of high integrity that will serve them well and not be a cause for peril when health care is needed. Consumers want and deserve to be confident in the safety of the health care system. Those who pay for health care services (government, employers and individuals) would benefit from a reduction in costs that would result from the reduction in adverse events associated with medication errors. Programs to detect, correct and prevent errors partnered with no-fault reporting programs are essential to satisfying this end.

Accordingly, the Academy supports the FDA proposal because it would improve the Agency’s ability to detect and respond to medication errors by requiring that pharmaceutical companies submit to the FDA within 15 calendar days all reports they receive of actual and potential medication errors occuring in the United States.  The Academy supports the requirement that a medication error would be reportable even if no adverse reaction resulted from the error, or if the error was discovered before the patient took the medication.

Proposed Sect. 310.305(c)(v)(C), 314.80(c)(2)(v)(C), and 600.80(c)(2)(v)(C) state that if a full data set is not available for an actual or potential medication error report at the time of initial submission of the report to FDA, manufacturers would submit the information required and also submit a 30-day follow-up report.  As the FDA pursues “full data set” information on medication errors, AMCP asks the Agency to assure that error reporting systems have protections in place for those reporting.  AMCP supports a medication error reporting system that provides confidentiality and protection of the information reported and the person(s) reporting.
Absent such assurances of confidentiality, compliance with programs is likely to be less than optimal since the results of reporting could include lawsuits, regulatory enforcement actions, forfeiture of pharmacy licensure and loss of professional reputation with accompanying loss of business.  Error reporting programs in a no-fault environment with protections against civil discovery of the reported information will ensure that there will be no punitive view to deter a pharmacist from participating. An error reporting program may permit disclosure of information in a criminal proceeding, but only if the information to be disclosed is material to the proceeding, is not available from any other source and is in the public interest. Error reporting programs must provide adequate safeguards against breaches of the privacy of the system along with penalties for those who commit such breaches. 

Additionally, AMCP recommends that Congress adequately fund the proposed error reporting systems as well as current adverse reaction reporting systems.  Adequate post-marketing surveillance cannot be accomplished without the necessary funding.

The Academy looks forward to working with you on this important public safety issue.  For more information, I may be reached at (703) 683-8416 x303 or at jcahill@amcp.org.
Sincerely,
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Judith A. Cahill, C.E.B.S.

Executive Director
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