Package Inserts

b. Classes of drugs

Drugs can be classed by the Anatomical Therapeutic Chemical (ATC) system
(20,21,22,23,24). This system is based on the assumption that compounds with similar
physical and chemical properties exhibit similar biological activities (25). Lin et al. (26)
describe the utility of the ATC system, and also identify a number of databases that list
drugs, their associated adverse events, and drug targets. One such database is Drugbank,
available from the University of Alberta. Drugdex®, provided by Thomson Reuters, is
another database on dosage, pharmacokinetics, indications, and adverse drug reactions.
The ATC system, as well as the listed databases, can aid in drafting package inserts.

¢. Black box warning

Where a drug presents a serious risk that can lead to death or serious injury, the
FDA may require that the package insert include a black box warning. This warning
informs the physician that patients taking the drug need to be closely monitored (27).
Black box warnings include those that require laboratory testing, avoiding other drugs
(warning regarding drug/drug interactions), avoiding prescribing in the presence of
another specified health condition, or knowing the risks associated with a specific pop-
ulation, such as pregnant women.

Black box warnings take the form of a writing that resides inside of a black box.
Examples appear below. These examples, which are from drugs discussed earlier in this
book, include an anti-cancer drug (cisplatin), an anti-viral drug (ribavirin), and an anti-
depressant (Zoloft®).

The black box warning for cisplatin (28) reads:
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Package insert. Bedford Laboratories, Cisplatin injection, (June 2004).
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