ES

" 'person who intends to assert or rely on

such & sanction shall submit proof of
its” existence -in response to this pro-
nesal. The regulation proposed above
7ill constitute a defermination that
excluded uses would resuit in adulfera-
tion of the food in viclation of section
402 of the act, and the failure of any
person 1o come forward with proof of

‘such an applicable prior sanction in re-

sponse to this proposal constitutes a
waiver of the right to assert or rely on
such sanction at any later time. This
notice also constitutes a proposal to
establish. a. regulation under Part 181
{21 CFR 181), incorporating the same
provisions; in the event that. such & -
regula.tmn is’ determined fo be appro-
priate- as- & result. of submission. of
proof of such an applicable prier sanc-
tion in response to-this proposal. -

Interested persons may, on or before
April 4, 1978, submit to the Hearing
Clerk (HFC-20), Food and Drug Ad-

- ministration, Room 4-65, 5600 Fishers -
Lane, Rockville, Md. 20857, written

comments - regarding: - this - proposal. -
- Four copies. of.all- comments-shall be
‘submitted, © except that individuals

may submit single copies of comments,
and shall be identified with the Hear-
ing Clerk docket -number found in

brackets 'in the heading of this docu--

ment. Received comments may be seen
in the above office between the hours
of 9 am. and 4 p.m., Monday through
Friday. .

The Food and Drug Admmistra.tion
“has- determined. that this .document
does'not: contain: a major proposal re-"
"~ ‘quiring preparation of an:. economic

impact. - statement = under - Executive

- Order 11821 (as amended by Executive

Order 11949) and OMB Circular A-
107. A copy of the economic impact as-
sessment is on file with the Hearing

- Clerk, Food and Drug Administration.

Dated: January 25; 1978. -
" Joserm P HmiE,
Assgczaw Commissioner -
: JforCompliance.

. [FR Doe. 78-2723. Fﬂedz-z—m 8:45 am] .

AGENC’E Food and Dmg Admimstra—'

tion.

ACTION' Thlrty-da.y extensmn of

tilme for objections-and/or requests for

hearing-before the Commissioner.

SUMMARY: The Food and Drug Ad-

ministration is extending until March
6, 1978, the time for filing written ob-
jections and requests for hearing
before the Commissioner on a propcs-
al to establish eonditions under which -
over-the-counter (OTC) topical antimi-
crobial drugs are generally recognized

as safe and effective and not mis-
branded. The extension is granted in
response to requests for additional
time to study the proposal. -

'DATE: Written objections and/or re-
- quests for oral hearing before the

Commissioner by March 6, 1978.

- ADDRESS: Written objections and/or
-requests .for hearing to the Hearing

Clerk (HFC-20), Food and Drug Ad-

- ministration, Room 4-65; 5600 ?ishers )

~Lane, Rockville, Md. 20857.

"FOR .FURTHER. INFORMATION -
CONTACT:

William- E Gilbertson, - Bureau of

Drugs (HFD-510), Department - of

Health, Eduecation, and Welfare,

Food and Drug Administration, 5860

Fishers Lane; Rockville, Md, .20857,,
* 301-443-4960. .

SUPPLEMENTARY INFORMATION
‘In the Feperal RegisTeEr of January 6,
1978 (43 FR 1210), the Commissioner
of Food and Drugs issued a tentative
final regulation ceontaining a tentative

_final monograph which would estab-
lish. conditions for the safety, effec- .

- tiveness, and labeling of over-the-
counter (OTC) products such as anti-
‘bacterial soaps, surgical’ scrubs, skin
. cleaners: -and. . first-aid . preparations. .

“The - tentative , final. monograph is: '{4110—031

-based. on the- recommendamons ‘and
findings of ‘the OTC Antimicrobial I

_Panel and a proposal by the Commis-

sioner of Food and Drugs, published in
the FeperalL REeGISTER of September

13, 1974 (33 FR 33103), in accordance -

with the OTC drug review procedures
in:§330.10¢aX(7) (21 CFR 330.10aX'T).
Interested persons were given until

February 6, 1978 to file written objec-
.~tions and -request an oral hea.ring

-before the Commissioner. - :
The  agency has received: reguests
_ from the Proprietary Association, The

Soap and Detergent: Association, Ferro

Corp:,”Acme United Corp., Procter and
Gamble Co., and Scientific and Regu--

‘Jatory Serviees: to- extend the:time for”

-objections and/or requests for hearing.

before the . Commissioner, The re-.
guests have argued that the tentative

'ffinal ‘monograph- is - substantially:

changed from the Panel’s recommend-
* ed- monographed and that nearly 3%
. years have-elapsed since the: original-

major revisions-have been proposed in
- Iabeling and that the-required testing -
guidelines: have been extensively modi-
fied. The requests for extension are on

file in:the office of the Hearing Clerk, -
Food and Drug Adminisiration.

pmposa.l. ‘The requests also note that
. 2085T7.

‘FOR FTJRTHER INFORMATION

The C‘ommfssioner is persuaded that -
grantmg additional time for objections
‘and/or requests for a hearing before
the Commissioner is appropriate.

Accordingly, interested persons may
file written objections and/or request
an cral hearing before the Commis-
sionsr on this tentiative order on or
before March 6, 1978. Requests for an
oral hearing must specify poinis to be
covered and time requested. All objec-
tions and requests shall be. submitted
(in quintuplicate and identified with
the Hearing Clerk docket number
found in brackets in' the heading of
this- document) to the Hearing Clerk

(HFC-20), Food and Drug Administra-. =
~tion, Room 4-65, 5600 Fishers Lane, -

Rockville; Md. 20857, and. may be ac-"

. companied by a memorandum or brief -
in suppert thereof. Objections and re- . -

quests: may be seen in the: above-
named office between 9 am. and 5
p.m., Monday through Friday. Any
schedule oral hearing will be an-
nounced in the FrpERAL REGISTER.

This action is taken under the Fed- -

. -eral- Food,-Drug, and Cosmetic Act -
- {secs.- 502, 505, 701(a), 52 Stat. 1050~ -
. 1053 as amended; 1055 (21 U.S.C. 352,

355, 371(a)) and under authority dele. ~
gated to the Commissioner (21 CFR
5.1)).

Dated: January 31, 1978, o
WrLLIAM F. RANDOLPH,
Acting Associate Commissioner
Jor Compliance.
(FR Doe.. 78-3102 Filed 2~1—78. 11.14 am]

[21 CFR Part soo]
 [Docket No. 78N-02861

NEW ANIMAL DRUGS: BOVINE TEAT DIPS

Extension of Time For Filing Comments on
: Proposed Rulemaking

. AGENCY Food. a.nd Drug Adnﬁmstm '

tion, -

" ACTION: Proposed‘ rule’ extension of

comment penod.
SUMMARY This document further

~extends the comment period on a pro-

posed Tule: concerning uses--of: bovine:

teat: dips for an additional 96 days, as
requested by the Na.txonal Mastitis

Council; -

DATES: Comments by ‘March 10 197&. -

ADDRESSES: Written comments: to

. the-Hearing Clerk (HFC-20), Room 4~

65, Food and Drug Administration, -
5600 - Pishers La.ne. Rockville, Md. =

CONTACT: ‘
Howard" Meyers, Burea.u- of Veteri-
nary Medicine (HFV-21‘{1), Food and -
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