XV. RISK MINIMIZATION TOOLS

The FDA recommended a registry, because
even though the drug was for treating short
bowel syndrome (which is not particularly rel-
evant to cancer), it was the case that the drug
(teduglutide) is a growth factor, and that some
evidence suggests that administering growth
factors may increase the risk for cancer
(355,356). The FDA reviewer provided the fol-
lowing decision tree, which was recommended
for including in the package label. In short, the
package label should state that the drug
should not be used in patients with gastroin-
testinal cancer, and that for patients with other
types of cancer, the drug should be used only
after a risk—benefit analysis.

¢. Dear Healthcare Professional Letters

Dear Healthcare Professional letters are one
form of risk minimization tool. These letters
are issued in the postmarketing context.

The Dear Healthcare Professional letter fits
into a broader context, namely that of risk
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minimization tools. These tools include:
(1) Patient package insert; (2) Medication
guide; (3) Dear Healthcare Professional letter;
(4) Prescription sticker attached to the pre-
scription; (5) Patient information leaflet; (6)
Consent forms; and (7) Limiting number of
pills in each bottle (357,358).

The medication guide must conform to the
CFR (21 CFR §208), must be provided by the
pharmacist to the patient with every new pre-
scription and with every refill (359), and must
be written in nontechnical language (360).
Patient package inserts are also mandated by
the FDA, at least for oral contraceptives (21 CFR
§310.501) and for estrogens (21 CFR §310.515).
The patient information leaflet is generally writ-
ten by a party other than the drug manufacturer.
Consent forms are described in Chapter 30.
Prescription stickers, which are written by the
manufacturer in collaboration with the FDA
(361), have been issued for isotretinoin, fentanyl,
clozapine, thalidomide, alosetron, mifepristone,
dofetlide, bosentan, and oxybate (362).
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