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DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION

21 CFR PARTS 172 AND 173

[DOCKET NO. 81F-0158]

SECONDARY DIRECT FOOD ADDITIVES PERMITTED IN FOOD FOR HUMAN
CONSUMPTION; ALPHA-HYDRO-OMEGA-HYDROXY-POLY(OXYETHYLENE)/

POLY(OXYPROPYLENE) (MINIMUM 15 MOLES)/POLY(OXYETHYLENE)
BLOCK COPOLYMER z
géFR 478

11-Y-81
AGENCY: Food and Drug Administration.
ACTION: Final rule.
SUMMARY: The Food and Drug Administration (FDA) amends the
food additive regulations to provide for the safe use of
a-hydro-omega~-hydroxy-poly(oxyethylene) /poly(oxypropylene)
(minimum 15 moles)/poly(oxyethylene) block copolymer as a
foam control and rinse adjuvant in hog dehairing machines.
This action is based on a petition filed by the Chemidyne
Corp.

DATES: Effective (insert date of publication in the FEDERAL

REGISTER); objections by (insert date 30 days after date of

publication in the FEDERAL REGISTER).

ADDRESS: Written objections to the Dockets Management Branch
(HFA-305), Food and Drug Administration, Rm. 4-62, 5600

Fishers Lane, Rockville, MD 20857.
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FOR FURTHER INFORMATION CONTACT:

James B. Lamb,

Bureau of Foods (HFF-334),

Food and Drug Administration,

200 C St. Sw.,

Washington, DC 20204,

202-472-5690.
SUPPLEMENTARY INFORMATION: In a notice published in the
FEDERAL REGISTER of June 5, 1981 (46 FR 30197), FDA announced
that a petition (FAP 0A3512) had been filed by the Chemidyne
Corp., 8679 Freeway Dr., Macedonia, OH 44056, proposing that

§ 172.808 Copolymer condensates of ethylene oxide and propylene

oxide (21 CFR 172.808) and § 173.340 Defoaming agents (21 CFR

173.340) be amended to provide for the safe use of a-hydro-
omega-hydroxy-poly(oxyethylene)/poly(oxypropylene) (minimum 15
moles)/poly(oxyethylene) block copolymer as a foam control and
rinse adjuvant in hog dehairing machines.

FDA has evaluated data in the petition and other relevant
material, and concludes that the proposed food additive use 1is
safe and that the regulations should be amended as set forth
below.

The agency previously considered the potential environmental
effects of this rule as announced in the notice of filing
published in the FEDERAL REGISTER. No new information or comments
have been received that would alter the agency's previous deter-
mination that there is no significant impact on the human
environment and that an environmental impact statement is not

required.
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Therefore, under the Federal Food, Drug, and Cosmetic
Act (secs. 201(s), 409, 72 Stat. 1784-1788 as amended (21 U.S.C.
321(s), 348)) and under authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10 (formerly 5.1; see 46 FR 26052;
May 11, 1981)), Parts 172 and 173 are amended as follows:

1. In Part 172, § 172.808 is amended by revising paragraph
(b)(3), to read as follows:

§ 172.808 Copolymer condensates of ethylene oxide and propylene

oxide.
% * * * *
(b) * k *

(3) The additive identified in paragraph (a)(3) of this
section is used:

(1) As a surfactant and defoaming agent, at levels not
to exceed 0.05 percent by weight, in scald baths for poultry
defeathering, followed by potable water rinse. The temperatures
of the scald baths shall be not less than 125° F.

(ii) As a foam control and rinse adjuvant in hog dehairing

machines at a use level of not more than 5 grams per hog.

* * * * *

2. In Part 173, § 173.340 is amended by alphabetically

inserting in paragraph (a)(2) a new item in the list of substances

to read as follows:

§ 173.340 Defoaming agents.

* * . * * *
(a) * * *

(2) * * %



Substances Limitations
* *x * * *
a-Hydro-omega-~hydroxy-poly For use as prescribed in
(oxyethylene)/poly(oxypropylene) § 172.808(b)(3) of this
(minimum 15 moles)/poly(oxyethylene) chapter.

block copolymer (CAS Reg. No. 9003-11-6)
as defined in § 172.808(a)(3) of this

chapter.
* * * * *
* * * * *

Any person who will be adversely affected by the
foregoing regulation may at any time on or before (insert

date 30 days after date of publication in the FEDERAL

REGISTER) submit to the Dockets Management Branch (address above),
written objections thereto and may make a written request

for a public hearing on the stated objections. Each objection
shall be separately numbered and each numbered objection

shall specify with particularity the provision of the reg-
ulation to which objection is made. Each numbered objection

on which a hearing is requested shall specifically so state;
failure to request a hearing for any particular objection

shall constitute a waiver of the right to a hearing on that

objection. Each numbered objection for which a hearing is



requested shall include a detailed description and analvsis
of the specific factual information intended to be presented
in supoort of the objection in the event that a hearing is
held; failure to include such a description and analysis for
any particular objection shall constitute a waiver of the
right to a hearing on the objection. Three copies of all
documents shall be submitted and shall be identified with
the docket number found in brackets in the heading of this
regulation. Received objections may be seen in the office
above between 9 a.m. and 4 p.m., Monday through Friday.

Effective date. This regulation shall become effective

(insert date of publication in the FEDERAL REGISTER).

(Secs. 201(s), 409. 72 Stat. 1784-1788 as amended (21 U.S.C.
321(s), 348).)
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