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Requirements for formularies under §1927 of the Social Security Act

A State may establish a formulary if the formulary meets the following requirements:

(A) The formulary is developed by a committee consisting of physicians, pharmacists, and other
appropriate individuals appointed by the Governor of the State (or, at the option of the State, the
State's drug use review board established under subsection (g)(3) of this section).

(B) Except as provided in subparagraph (C), the formulary includes the covered outpatient drugs of any
manufacturer which has entered into and complies with an agreement under subsection (a) of this
section (other than any drug excluded from coverage or otherwise restricted under paragraph (2)).

(C) A covered outpatient drug may be excluded with respect to the treatment of a specific disease or
condition for an identified population (if any) only if, based on the drug's labeling (or, in the case of a
drug the prescribed use of which is not approved under the Federal Food, Drug, and Cosmetic Act [21
U.S.C. 301 et seq.] but is a medically accepted indication, based on information from the appropriate
compendia described in subsection (k)(6) of this section), the excluded drug does not have a significant,
clinically meaningful therapeutic advantage in terms of safety, effectiveness, or clinical outcome of such
treatment for such population over other drugs included in the formulary and there is a written
explanation (available to the public) of the basis for the exclusion.

(D) The State plan permits coverage of a drug excluded from the formulary (other than any drug
excluded from coverage or otherwise restricted under paragraph (2)) pursuant to a prior authorization

program that is consistent with paragraph (5).

(E) The formulary meets such other requirements as the Secretary may impose in order to achieve
program savings consistent with protecting the health of program beneficiaries.

Requirements of prior authorization programs under SSA §1927

A State plan under this subchapter may require, as a condition of coverage or payment for a covered
outpatient drug for which Federal financial participation is available in accordance with this section, with
respect to drugs dispensed on or after July 1, 1991, the approval of the drug before its dispensing for
any medically accepted indication (as defined in subsection (k)(6) of this section) only if the system
providing for such approval—

(A) provides response by telephone or other telecommunication device within 24 hours of a request for
prior authorization; and

(B) except with respect to the drugs on the list referred to in paragraph (2), provides for the dispensing
of at least 72-hour supply of a covered outpatient prescription drug in an emergency situation (as
defined by the Secretary).



