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Commissioner finds a lack of safety or
effectiveness employing the standards
in paragraph (a)(4) of this section (in
which case the appeal provisions of
paragraph (a)(11) of this section shall
apply), or the Commissioner may pub-
lish a proposed amendment or repeal in
the FEDERAL REGISTER if the Commis-
sioner finds general recognition of safe-
ty and effectiveness employing the
standards in paragraph (a)(4) of this
section. Any interested person may,
within 90 days after publication of the
proposed order in the FEDERAL REG-
ISTER, file with the Division of Dockets
Management, Food and Drug Adminis-
tration, written comments in trip-
licate. Comments may be accompanied
by a memorandum or brief in support
thereof. All comments may be reviewed
in the Division of Dockets Management
between the hours of 9 a.m. and 4 p.m.,
Monday through Friday. After review-
ing the comments, the Commissioner
shall publish a final order amending
the monograph established under the
provisions of paragraph (a)(9) of this
section or withdraw the proposal if
comments opposing the amendment
are persuasive. A new drug application
may be submitted in lieu of, or in addi-
tion to, a petition under this para-
graph.

(ii) A new drug application may be
submitted in lieu of a petition to
amend the OTC drug monograh only if
the drug product with the condition
that is the subject of the new drug ap-
plication has not been marketed on an
interim basis (such as under the provi-
sions of paragraph (a)(6)(iii) of this sec-
tion), all clinical testing has been con-
ducted pursuant to a new drug applica-
tion plan, and no marketing of the
product with the condition for which
approval is sought is undertaken prior
to approval of the new drug applica-
tion. The Food and Drug Administra-
tion shall handle a new drug applica-
tion as a petition for amendment of a
monograph, and shall review it on that
basis, if the provisions of this para-
graph preclude approval of a new drug
application but permit the granting of
such a petition.

(b) Regulatory action. Any product
which fails to conform to an applicable
monograph after its effective date is
liable to regulatory action.

§330.11

(¢) Information and data submitted
under this section shall include, with
respect to each nonclinical laboratory
study contained in the application, ei-
ther a statement that the study was
conducted in compliance with the good
laboratory practice regulations set
forth in part 58 of this chapter, or, if
the study was not conducted in compli-
ance with such regulations, a brief
statement of the reason for the non-
compliance.

(d) [Reserved]

(e) Institutional review and informed
consent. Information and data sub-
mitted under this section after July 27,
1981, shall include statements regard-
ing each clinical investigation involv-
ing human subjects, from which the in-
formation and data are derived, that it
either was conducted in compliance
with the requirements for institutional
review set forth in part 56 of this chap-
ter, or was not subject to such require-
ments in accordance with §§56.104 or
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,
8965, 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]
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