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PURPOSE

To provide uniform procedures to report product quality problems to the Food and Drug
Administration (FDA) so that Pharmacy staff participates in ensuring the safety of drugs,
biologicals, medical devices, and other products once they have been introduced into the market.

POLICY
Pharmacists shall report all defective drug products received by the Pharmacy Department on the

FDA MedWatch form when a defect in labeling, packaging, or other issues of drug integrity is
noted or suspected.

PROCEDURE
1 Staff pharmacists shall initiate the MedWatch form to document a drug product
problem they encounter or a problem which is brought to their attention.
2 Product problems reportable shall include issues of quality, performance or

safety, and may include occurrences of:
a)  suspected contamination
b)  questionable stability
c) defective components
d) poor packaging or labeling

3 FDA MedWatch Form 3500 (Attachment 1) shall be completed and forwarded
to the Food and Drug Administration. MedWatch may be called at 1-800-FDA-
1088 or 1-800-332-1088. Use of MedWatch fax number 1-800-FDA-0178
expedites the reporting process.

4 A copy of the completed FDA MedWatch Form shall be maintained in the
Pharmacy Department files.
5 Defective products shall be segregated from regular Clinic and Pharmacy stock

and the manufacturer contacted.
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