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the Secretary that good cause exists for the re-
duction, such as a situation in which—

(1) a public health problem may result from
continuation of the manufacturing for the 6-
month period;

(2) a biomaterials shortage prevents the con-
tinuation of the manufacturing for the 6-
month period;

(3) a liability problem may exist for the
manufacturer if the manufacturing is con-
tinued for the 6-month period;

(4) continuation of the manufacturing for
the 6-month period may cause substantial eco-
nomic hardship for the manufacturer;

(6) the manufacturer has filed for bank-
ruptcy under chapter 7 or 11 of title 11; or

(6) the manufacturer can continue the dis-
tribution of the drug involved for 6 months.

(¢) Distribution

To the maximum extent practicable, the Sec-
retary shall distribute information on the dis-
continuation of the drugs described in sub-
section (a) of this section to appropriate physi-
cian and patient organizations.

(June 25, 1938, ch. 675, §506C, as added Pub. L.
105-115, title I, §131(a), Nov. 21, 1997, 111 Stat.
2332.)

EFFECTIVE DATE

Section effective 90 days after Nov. 21, 1997, except as
otherwise provided, see section 501 of Pub. L. 105-115,
set out as an Effective Date of 1997 Amendment note
under section 321 of this title.

§357. Repealed. Pub. L. 105-115, title I,
§125(b)(1), Nov. 21, 1997, 111 Stat. 2325

Section, act June 25, 1938, ch. 675, §507, as added July
6, 1945, ch. 281, §3, 59 Stat. 463; amended Mar. 10, 1947,
ch. 16, §3, 61 Stat. 12; July 13, 1949, ch. 305, §2, 63 Stat.
409; Aug. 5, 1953, ch. 334, §2, 67 Stat. 389; Pub. L. 87-781,
title I, §§105(a), (b), (d)—(f), 106(a), (b), Oct. 10, 1962, 76
Stat. 785, 786, 787; Pub. L. 90-399, §105(b), July 13, 1968,
82 Stat. 352; Pub. L. 102-300, §6(b)(2), June 16, 1992, 106
Stat. 240; Pub. L. 103-80, §3(p), Aug. 13, 1993, 107 Stat.
777, related to certification of drugs containing penicil-
lin, streptomycin, chlortetracycline, chloramphenicol,
bacitracin, or any other antibiotic drug.

§358. Authority to designate official names

(a) Necessity or desirability; use in official com-
pendiums; infringement of trademarks

The Secretary may designate an official name
for any drug or device if he determines that such
action is necessary or desirable in the interest
of usefulness and simplicity. Any official name
designated under this section for any drug or de-
vice shall be the only official name of that drug
or device used in any official compendium pub-
lished after such name has been prescribed or for
any other purpose of this chapter. In no event,
however, shall the Secretary establish an offi-
cial name so as to infringe a valid trademark.

(b) Review of names in official compendiums

Within a reasonable time after October 10,
1962, and at such other times as he may deem
necessary, the Secretary shall cause a review to
be made of the official names by which drugs are
identified in the official United States Pharma-
copoeia, the official Homoeopathic Pharma-
copoeia of the United States, and the official
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National Formulary, and all supplements there-
to, and at such times as he may deem necessary
shall cause a review to be made of the official
names by which devices are identified in any of-
ficial compendium (and all supplements thereto)
to determine whether revision of any of those
names is necessary or desirable in the interest
of usefulness and simplicity.

(c) Determinations of complexity, usefulness,
multiplicity, or lack of name; designation by
Secretary

Whenever he determines after any such review
that (1) any such official name is unduly com-
plex or is not useful for any other reason, (2) two
or more official names have been applied to a
single drug or device, or to two or more drugs
which are identical in chemical structure and
pharmacological action and which are substan-
tially identical in strength, quality, and purity,
or to two or more devices which are substan-
tially equivalent in design and purpose or (3) no
official name has been applied to a medically
useful drug or device, he shall transmit in writ-
ing to the compiler of each official compendium
in which that drug or drugs or device are identi-
fied and recognized his request for the recom-
mendation of a single official name for such
drug or drugs or device which will have useful-
ness and simplicity. Whenever such a single offi-
cial name has not been recommended within one
hundred and eighty days after such request, or
the Secretary determines that any name so rec-
ommended is not useful for any reason, he shall
designate a single official name for such drug or
drugs or device. Whenever he determines that
the name so recommended is useful, he shall
designate that name as the official name of such
drug or drugs or device. Such designation shall
be made as a regulation upon public notice and
in accordance with the procedure set forth in
section 553 of title 5.

(d) Revised official names; compilation, publica-
tion, and public distribution of listings

After each such review, and at such other
times as the Secretary may determine to be nec-
essary or desirable, the Secretary shall cause to
be compiled, published, and publicly distributed
a list which shall list all revised official names
of drugs or devices designated under this section
and shall contain such descriptive and explana-
tory matter as the Secretary may determine to
be required for the effective use of those names.

(e) Request by compiler of official compendium
for designation of name

Upon a request in writing by any compiler of
an official compendium that the Secretary exer-
cise the authority granted to him under sub-
section (a) of this section, he shall upon public
notice and in accordance with the procedure set
forth in section 553 of title 5 designate the offi-
cial name of the drug or device for which the re-
quest is made.

(June 25, 1938, ch. 675, §508, as added Pub. L.
87-781, title I, §111(a), Oct. 10, 1962, 76 Stat. 789;
amended Pub. L. 94-295, §5(b), May 28, 1976, 90
Stat. 581; Pub. L. 103-80, §3(q), Aug. 13, 1993, 107
Stat. 777.)
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