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a. The MedWatch form, the yellow card, and the CIOMS | form

A reproduction of the MedWatch form is shown in Fig. 24.6. The form can be
mailed to the FDA or transmitted by way of the internet. The reproduced form is a
slightly simplified version of the real form. The following discloses the timeline of
how MedWatch forms influence the regulatory process. The FDA receives reports of
adverse drug events primarily from physicians and pharmacists who submit them on
MedWatch forms, as well as from information supplied by pharmaceutical companies.

After a sufficient number of reports, including reports published in medical jour-
nals, have accumulated implicating the drug, the division of the FDA that had initially
reviewed and approved the drug examines the newly acquired data on AEs (186). If the
FDA reviewers agree that the data are compelling enough to require regulatory action,
the FDA notifies the manufacturer and requests the action. This action may take the
form of a change in the package insert, a Dear Healthcare Professional letter, or with-
drawal of the drug from the market. In Great Britain, the equivalent of the MedWatch
torm is the Yellow Card (187). The Yellow Card is administered by the Medicines and
Healthcare products Regulatory Agency (MHRA) (188) located in London, UK. The
MHRA is the British equivalent of the U.S. FDA (189). The Yellow Card is not used
in clinical trials, but by the public and health care professionals in the post-marketing
context (190,191). In Great Britain, the CIOMS I form is used for reporting by manu-
facturers of suspected adverse drug reactions to regulatory authorities, but it is not used
by health care professionals or patients. The FDA allows receipt of CIOMS forms in
lieu of MedWatch forms (192).

1. CIOMS

The Council for International Organizations of Medical Sciences (CIOMS) is an
international, non-governmental organization established jointly by WHO and the
United Nations Educational, Scientific and Cultural Organization (UNESCO) in
1949. It provides a range of guidance on issues ranging from bioethics, health policy,
drug development and use, and international nomenclature of diseases, as well as on
assessing and monitoring adverse events (193).
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