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Introduction:

Among health professionals, pharmacists play a major role to assure the quality of drug products through voluntary reporting to FDA’s Drug Quality Reporting System (DQRS).  FDA reviews and shares these reports with the pharmaceutical industry for corrective action.  

Methods:

Between 1995 and 2001, reports were evaluated and classified based on the seriousness of drug quality problems.  Reports were analyzed and classified by reporter sources (pharmacists, physicians, nurses), number of reports, types of product defects (packaging, labeling, manufacturing), and corrective outcomes (voluntary corrective actions, market withdrawals, product recalls).

Results:

Pharmacists were responsible for at least 73 % of  DQRS reports.  Problems reported included

product stability, container defects, contamination, precipitation, discoloration, lack of effectiveness, and tampering.  Follow up by FDA resulted in 77 product recalls/market withdrawals and 184 voluntary corrective actions.

Conclusions:

Compared to other health professionals, DQRS reports from pharmacists were significantly 

higher in number.  These initiatives provided timely dissemination of product information to

healthcare institutions and the pharmaceutical industry on drug quality problems which may not 

generally be detected during the pre-market drug approval process or an FDA investigation.  

Proactive reporting by pharmacists have enhanced FDA’s partnerships with the pharmaceutical 

industry to assure the quality of marketed products.

