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56.105, and that it was conducted in
compliance with the requirements for
informed consent set forth in part 50 of
this chapter.

(f) Financial certification or disclosure
statement. Any clinical data submitted
under this section must be accom-
panied by financial certifications or
disclosure statements or both as re-
quired by part 54 of this chapter.

[39 FR 11741, Mar. 29, 1974, as amended at 39
FR 39556, Nov. 8, 1974; 42 FR 19141, Apr. 12,
1977; 42 FR 54800, Oct. 11, 1977; 46 FR 8460,
8955, Jan. 27, 1981; 46 FR 14340, Feb. 27, 1981,
46 FR 21360, Apr. 10, 1981; 46 FR 47738, Sept.
29, 1981; 50 FR 7516, Feb. 22, 1985; 55 FR 11581,
Mar. 29, 1990; 63 FR 5253, Feb. 2, 1998; 67 FR
3073, Jan. 23, 2002]

§330.11 NDA deviations from applica-
ble monograph.

A new drug application requesting
approval of an OTC drug deviating in
any respect from a monograph that has
become final shall be in the form re-
quired by §314.50 of this chapter, but
shall include a statement that the
product meets all conditions of the ap-
plicable monograph except for the devi-
ation for which approval is requested
and may omit all information except
that pertinent to the deviation.

[39 FR 11741, Mar. 29, 1974, as amended at 55
FR 11581, Mar. 29, 1990]

§330.12 Status of over-the-counter
(OTC) drugs previously reviewed
under the Drug Efficacy Study
(DESD).

(@) There were 420 OTC drugs re-
viewed in the Drug Efficacy Study (a
review of drugs introduced to the mar-
ket through new drug procedures be-
tween 1938 and 1962). A careful review
has been made of the reports on these
drugs to determine those drugs for
which implementation may be deferred
without significant risk to the public
health, pending review by appropriate
OTC drug advisory review panels and
promulgation of a monograph.

(b) On and after April 20, 1972, a num-
ber of notices were published in the
FEDERAL REGISTER concerning pre-
viously unpublished OTC drugs re-
viewed by the National Academy of
Sciences-National Research Council
Drug Efficacy Study Group. Only the
evaluations and comments of the pan-
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els were published, with no conclusions
of the Commissioner of Food and
Drugs. Those publications were for the
purpose of giving interested persons
the benefit of the Academy’s opinions.
For those products, and also for OTC
drug products previously published
with the Commissioner’s conclusions
(except for the products listed in para-
graphs (b) (1) and (2) of this section, all
requests for data, revised labeling, re-
quests for new drug applications, ab-
breviated new drug applications, updat-
ing supplements, data to support less
than effective claims, if any, etc., are
deferred, and such OTC drug products
are instead subject to the OTC drug re-
view in their appropriate classes pursu-
ant to the procedures established in
this subpart.

(1) The requirements of the following
DESI announcements are not deferred
(the reference document may also per-
tain to prescription drugs):

(i) Certain Surgical Sutures (DESI
4725), published in the FEDERAL REG-

ISTER of November 11, 1971 (36 FR
21612).
(i) Absorbable Dusting Powder

(DESI 6264), published in the FEDERAL
REGISTER of May 25, 1971 (36 FR 9475).

(iii) Certain Insulin Preparations
(DESI 4286), published in the FEDERAL
REGISTER of April 9, 1971 (36 FR 6842).

(iv) Sulfo-Van Ointment (DESI 2230),
published in the FEDERAL REGISTER of
October 8, 1970 (35 FR 15860).

(v) Antiperspirants and Deodorants
Containing Neomycin Sulfate (DESI
11048) for which an order revoking pro-
visions for certification or release was
published in the FEDERAL REGISTER of
December 5, 1972 (37 FR 25820) and has
been stayed by the filing of objections.

(vi) Thorexin Cough Medicine (DESI
11160) for which a notice of opportunity
for hearing was published in the FED-
ERAL REGISTER of February 2, 1973 (38
FR 3210).

(vii) Antibiotic susceptibility discs
(DESI 90235) for which an order pro-
viding for certain discs to be certified
and removing provisions for certifi-
cation of other discs was published in
the FEDERAL REGISTER of September
30, 1972 (37 FR 20525) and has been
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