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And, as a further result of the reporting by MedWatch, the manufacture sent a 
Dear Healthcare Professional letter to the medical community, reproduced in part below. 
The Dear Healthcare Professional letter is a standard mechanism, used by the FDA, for 
warning physicians of AEs after marketing a new drug. Typically, these letters are sent 
within 1 year to up to 5 years after approval of any given drug (213). Drug withdraw-
als are extremely rare, compared to the frequency of Dear Healthcare Professional let-
ters. Information on drug withdrawals, for safety reasons, can be found in the Federal 
Register and on the internet website of the FDA (214).

According to Giezen, et al. (215) most Dear Healthcare Professional letters concern 
safety issues regarding of hepatobiliary disorders, blood and lymphatic system disorders, 
cardiac disorders, and nervous system disorders. In a survey of about 2,000 pharma-
cists who had received the Dear Healthcare Professional letters, Lee et al. (216) discovered 
that about 40% always read the letter, that one third often read it, and that 6% rarely 
read it. Dear Healthcare Professional letters are generally sent at the request of the FDA, 
though the administrative law does not provide authority to require such communica-
tions (217). Shatin et al. (218) report that compliance with recommendations is low, as 
measured by the continued co-prescribing and co-dispensing of contraindicated drug 
combinations or completing recommended testing following label changes and mailed 
warnings.

The Dear Healthcare Professional letter reproduced below refers to the MedWatch 
reporting system. The letter provides a crystal-clear example of the responsible and 
ethical activities of the consumer, manufacturer, and the regulatory agency, in monitor-
ing, reporting, and responding to adverse events of marketed drugs.

Dear Health Care Professional:
This letter is to advise you of important, new™ (linezolid injection, tablets and for oral suspen-

sion), a synthetic antibacterial agent of the oxazolidinone class. ZYVOX is indicated for the treat-
ment of adult patients with the following infections caused by susceptible strains of designated 
microorganisms: vancomycin-resistant Enterococcus faecium, including cases with concurrent 
bacteremia; nosocomial pneumonia; complicated and uncomplicated skin and skin structure 
infections; and community-acquired pneumonia, including cases with concurrent bacteremia.
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