Page 243

§ 356c-1. Annual reporting on drug shortages

(a) Annual reports to Congress

Not later than March 31 of each calendar year,
the Secretary shall submit to the Committee on
Energy and Commerce of the House of Rep-
resentatives and the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate a re-
port, with respect to the preceding calendar
year, on drug shortages that—

(1) specifies the number of manufacturers
that submitted a notification to the Secretary
under section 356c¢c(a) of this title during such
calendar year;

(2) describes the communication between the
field investigators of the Food and Drug Ad-
ministration and the staff of the Center for
Drug Evaluation and Research’s Office of Com-
pliance and Drug Shortage Program, including
the Food and Drug Administration’s proce-
dures for enabling and ensuring such commu-
nication;

(3)(A) lists the major actions taken by the
Secretary to prevent or mitigate the drug
shortages described in paragraph (7);

(B) in the list under subparagraph (A), in-
cludes—

(i) the number of applications and supple-
ments for which the Secretary expedited re-
view under section 356c(g)(1) of this title
during such calendar year; and

(ii) the number of establishment inspec-
tions or reinspections that the Secretary ex-
pedited under section 356¢(g)(2) of this title
during such calendar year;

(4) describes the coordination between the
Food and Drug Administration and the Drug
Enforcement Administration on efforts to pre-
vent or alleviate drug shortages;

(5) identifies the number of and describes the
instances in which the Food and Drug Admin-
istration exercised regulatory flexibility and
discretion to prevent or alleviate a drug short-
age;

(6) lists the names of manufacturers that
were issued letters under section 356¢(f) of this
title; and

(7) specifies the number of drug shortages
occurring during such calendar year, as identi-
fied by the Secretary.

(b) Trend analysis

The Secretary is authorized to retain a third
party to conduct a study, if the Secretary be-
lieves such a study would help clarify the
causes, trends, or solutions related to drug
shortages.

(c) Definition

In this section, the term ‘‘drug shortage’’ or
‘“‘shortage’” has the meaning given such term in
section 356¢ of this title.

(June 25, 1938, ch. 675, §506C-1, as added Pub. L.
112-144, title X, §1002, July 9, 2012, 126 Stat. 1102;
amended Pub. L. 114-255, div. A, title III,
§3101(a)(2)(F), Dec. 13, 2016, 130 Stat. 1153.)

AMENDMENTS

2016—Subsec. (a). Pub. L. 114-255, in introductory pro-
visions, substituted ‘‘Not later than March 31 of each
calendar year,” for ‘‘Not later than the end of calendar
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year 2013, and not later than the end of each calendar
year thereafter,”” and inserted ‘‘, with respect to the
preceding calendar year,”’ after ‘‘a report’.

§356d. Coordination; task force and strategic
plan

(a) Task force and strategic plan
(1) In general
(A) Task force

As soon as practicable after July 9, 2012,
the Secretary shall establish a task force to
develop and implement a strategic plan for
enhancing the Secretary’s response to pre-
venting and mitigating drug shortages.

(B) Strategic plan

The strategic plan described in subpara-
graph (A) shall include—

(i) plans for enhanced interagency and
intra-agency coordination, communica-
tion, and decisionmaking;

(ii) plans for ensuring that drug short-
ages are considered when the Secretary
initiates a regulatory action that could
precipitate a drug shortage or exacerbate
an existing drug shortage;

(iii) plans for effective communication
with outside stakeholders, including who
the Secretary should alert about potential
or actual drug shortages, how the commu-
nication should occur, and what types of
information should be shared;

(iv) plans for considering the impact of
drug shortages on research and clinical
trials; and

(v) an examination of whether to estab-

lish a ‘‘qualified manufacturing partner
program’, as described in subparagraph
().

(C) Description of program

In conducting the examination of a ‘‘quali-
fied manufacturing partner program’ under
subparagraph (B)(v), the Secretary—

(i) shall take into account that—

(I) a “‘qualified manufacturer’’, for pur-
poses of such program, would need to
have the capability and capacity to sup-
ply products determined or anticipated
to be in shortage; and

(IT) in examining the capability and ca-
pacity to supply products in shortage,
the ‘‘qualified manufacturer’ could have
a site that manufactures a drug listed
under section 356e of this title or have
the capacity to produce drugs in re-
sponse to a shortage within a rapid time-
frame; and

(ii) shall examine whether incentives are
necessary to encourage the participation
of ‘“‘qualified manufacturers’” in such a
program.

(D) Consultation

In carrying out this paragraph, the task
force shall ensure consultation with the ap-
propriate offices within the Food and Drug
Administration, including the Office of the
Commissioner, the Center for Drug Evalua-
tion and Research, the Office of Regulatory
Affairs, and employees within the Depart-



		Superintendent of Documents
	2017-10-12T09:53:18-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




