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what language should be used that
would be easily understood by the
average consumer? (4) How should
* information be Presented to the .
consumer (i.e., under the"‘Warning" or
some other heading, visible at the point
- of purchase; on the immediate
container, or in a package insert) and
should the information indicate that the
product could be “hazardeus” to
health?

_After considering the available -

evidence, NDAC voted unanimously (10 .

to 0] to reaffirm the P-A Committee’s
recommendation that doxylamine
succinate remain OTC, NDAC also

- recommended {10 to 0) that therebeno .

specific statement about tumeors in the -
labeling and urged FDA to write g fully
descriptive article on the subject in the
“FDA Consumer” magazine, o
The agency has considered the two

advisory committees’ recommendations

and concludes that d0xylani>ine -
succinate is safe and effective for OTC
use as an antihistamine, Accordingly,
the agency is including doxylamine
succinate in the fing] ‘monograph for
OTC antihistamine drug products. The
agency is also developing an “FDA
Consumer” article and has issued a talk
' ‘paper Concerning the NCTR findings in
animals to inform consumers of these
data and the uncertdinty of their
felevance to humans,
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The agency has examined the
economic consequences. of this final
rule and has determined that it does not
require either aregulatory impact
analysis, as specified in Executive Order
12866, or a Tegulatory flexibility
analysis, as defined in the Regulatory
Flexibility Act (Pub. L. 96-354). This
rulemaking for OTC antihistamine drug
products is not expected to have an
Impact on small businesses, Doxylamine
succinate remains available OTE, No
product reformulations wil] be required,
Some minor relabeling will be necessary
to meet the conditions of the final
monograph. Manufacturers will have 1
Yearto implement thig relabeling, Thus,
the impact of the final rule appears to-
be minimal. Therefore, the agency
concludes that the final ruleis not a
major rule as defined in Executive Order
12866, Further, the agency certifies that
this final rule will not have a significant

- éConomic impact on a substantial .
- number of smal] entities as defined in

the Regulatory Flexibility Act,

The agency has determined under 21
CFR 25.24(c}{(6) that this action is of 4
type that does not individually or

+ cumulatively have a significant effect on

the human environment. Therefors,
neither an environmental assessment
nor an environmental impact statement
is required. :

The agency is removing the
exemption for certain drugs limited by
new drug applicationg {(NDA) to -
prescription sale in § 310.201{a)(13)
(applicable to doxylamine succinate
Preparations) because most portions of
that exemption are superseded by the
Tequirements of the antihistamine final
menograph (21 CFR part 341). Section
310.201(a)(13) does not apply to the use
of doxylamine succinate asa nighttime
sleep-aid, for which an NDA is required
for marketing,

List of Subjects ;
21 CFR Part 310

Administrative practice and
procedure, Drugs, Labeling, Medical
devices, Reporting and recordkeeping

' Tequirements:

21 CFR Part 341

Labeling, Over—the—cbunter drugs.
21 CFR Part 369 ’

Labeling, Medical devices, Over-the-
counter drugs. -

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR parts 319,
341, and 369 are amended as follows:
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PART 310—NEW DRUGS

2. The authority citation for 21 CFR
part 310 continues 1o read as follows:

Authority: Secs. 201, 301, 501, 502, 503,
505, 506, 507, 512-5186, 520, 601(a); 701, 704,
705, 721 of the Federal Food, Drug, and
Coometic Act (21 U.S.C. 321, 331, 351, 352,
353, 355, 356, 357, 360b-360f, 360j, 361(a),
371, 374, 375, 379e); secs. 215, 301, 302(a),
351, 354-360F of the Public Health Service
Act 42 U.S.C. 216, 241, 242(a}, 262, 263b-
2630}, -
§310.201 [Amended] - o

2. Section 310.201 Exemption for
certain drugs limited by new-drug

applications to prescription saleis

amended by removing paragraph (a){13}
and reserving it. ,

PART 341—COLD, COUGH, ALLERGY, ‘
BRONCHODILATOR, AND
ANTIASTHMATIC PRUG PRODUCTS
FOR OVER-THE-COUNTER HUMAN
USE :
3. The authority citation for 21 CFR
part 341 continues to read as follows:

. Authority: Secs. 201, 501, 502, 503, 505,
510, 701 of the Federel Food, Drug, and
Cosmetic Act {21 U.S.C. 321, 351, 352, 3563,
355, 360, 371).4. Section 341.12 is amended <
by adding new paragraph {b) to read as '
follows: ’ .

53412 Antihlstamine‘act‘ive
* * *

* *

ingredients.

{h) Doxylamine succinate.
* - ® * k'

* *

5. Section 341.72 is amended by
revising the heading of paragraphs ()4}
and (c)(B)(iii) and by adding new ‘
paragraph {d)8) to read as follows:

diphenhydramine

~ adding new paragraph (1)

_ of age: oral

§341.72 Labeling of antihistamine
products.

i 3 *

drug

. * * *

( % ® * . .
- (4) For products containing
diphenhydramine citrate,
diphenhydramine hydrochloride, or
doxylamine succinate identified in
§341.12(f), (g), and th).* = *
* * * * *.

% * /*k
(iii) For products containing
citrate, :

diphenhydramine hydrochloride, or
doxylamine succinate identified in
§341.12(f), (g), and (h).* * *

d * N R

(8) For products containing
doxylamine succinate identified in
§341.12(h). Adultsand children 12
years of age and over: oral dosage is 7.5
i 12.5 milligrams every 4 10 6 hours,
not to exceed 75 milligrams in 24 hours,
or as directed by a doctor. Children 6 to .
under 12 years of age: oral dosage is
.75 to 6.25 milligrams every 4t06

* hours, not to exceed 37.5 milligrams in

24 hours, or as directed by a doctor.
Children under 6 years of age: consult
a doctor. -

* *® * *

6. Section 341.90is amended by -
to read as

*

follows:

§341.90 Professional labeling.
*® * L= * *

() For products containing .
doxylamine succinate identified in
§341.12(h). Children 2 to under 6 years
dosage is 1.9 to 3.125

. 505, 506, 507,701

: (PHENYLTOLOXAMINE

milligrams every 4 to 6 hours, not to
exceed 18.76 milligrams in 24 hours.
* * *

* *

PART 366—INTERPRETATIVE
STATEMENTS RE WARNINGS ON
DRUGS AND DEVICES FOR OVER-
THE-COUNTER SALE

7. The authority citation for 21 CFR
part 369 continues to read as follows:

~ Authority: Secs. 201, 301, 501, 502, 503,
of the Federal Food, Drug,
and Cosmetic Act {21 U.S.C. 321,331,351,
352, 853, 355, 356, 357, 371).

§369.21 {Amended]

8. Section 369.21 Drugs; warning and
caution statemnents required by
regulations is amended by revising the
introductory text of the entry for
« ANTTHISTAMINICS, ORAL
(PHENYLTOLOXAMINE DIHYDROGEN
CITRATE, DOX SUCCINATE,
AND CHLOROTHEN CITRATE
PREPARATIONS)” to read
«ANTIHISTAMINICS, ORAL
DIHYDROGEN
CITRATE AND CHLOROTHEN
CITRATE PREPARATIONS). (See
§ 310.201(a)(4) and (a)(24) of this
chapter.)”
* * *

* *

Dated: Januvary 24, 1993.
Michael R Tayleor,
DeputyCommissioner for Policy. :
[FR Doc. 94-17 92 Filed 1-27-94; 8:45 am]
BILLING CODE #180-01-F





