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BACKGROUND

Under the United States (US) Food and Drug Administration
(FDA) Amendments Act of 2007, the FDA has enhanced
responsibilities and authority with regard to pre- and
postmarketing drug safety, including the authority to require a

Table 1 provides a summary of the drugs with ETASU, as well as
their approved indication, primary goal for the approved or
deemed REMS, and the breakdown of elements of ETASU for each
drug. Of drugs with ETASU:

e 24 require prescribers to have certain training or special

Figures 2 and 3 show the distribution of REMS with ETASU by indication and the primary
safety concern that prompted the REMS.

* Most of the drugs with ETASU fell into the biologic/immunologic/hematologic or central
nervous system (CNS)/opioid categories.

* The primary safety concerns for drugs with ETASU were abuse potential and birth defects.
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implementation of ETASU or to improve implementation.
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HCP = health care provider; IBS = irritable bowel syndrome; ODT = oral disintegrating tablet; PDSS = postinjection delirium/sedation syndrome; PML = progressive multifocal leukoencephalopathy.
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