§173.368

(2) The label or labeling of the food
additive container shall bear adequate
directions for use.

§173.368

Ozone (CAS Reg. No. 10028-15-6) may
be safely used in the treatment, stor-
age, and processing of foods, including
meat and poultry (unless such use is
precluded by standards of identity in 9
CFR part 319), in accordance with the
following prescribed conditions:

(a) The additive is an unstable, color-
less gas with a pungent, characteristic
odor, which occurs freely in nature. It
is produced commercially by passing
electrical discharges or ionizing radi-
ation through air or oxygen.

(b) The additive is used as an anti-
microbial agent as defined in
§170.3(0)(2) of this chapter.

(c) The additive meets the specifica-
tions for ozone in the Food Chemicals
Codex, 4th ed. (1996), p. 277, which is in-
corporated by reference. The Director
of the Office of the Federal Register
approves this incorporation by ref-
erence in accordance with 5 U.S.C.
562(a) and 1 CFR part 51. Copies are
available from the National Academy
Press, 2101 Constitution Ave. NW.,
Washington, DC 20055, or may be exam-
ined at the Office of Premarket Ap-
proval (HFS-200), Center for Food Safe-
ty and Applied Nutrition, Food and
Drug Administration, 200 C St. SW.,
Washington, DC, and the Office of the
Federal Register, 800 North Capitol St.
NW., suite 700, Washington, DC.

(d) The additive is used in contact
with food, including meat and poultry
(unless such use is precluded by stand-
ards of identity in 9 CFR part 319 or 9
CFR part 381, subpart P), in the gas-
eous or aqueous phase in accordance
with current industry standards of
good manufacturing practice.

(e) When used on raw agricultural
commodities, the use is consistent with
section 201(q)(1)(B)(i) of the Federal
Food, Drug, and Cosmetic Act (the act)
and not applied for use under section
201 ()M)BYOD),  (@OH@BdBHAD,  or
()(Q)(B)(A)(III) of the act.

[66 FR 33830, June 26, 2001; 67 FR 271, Jan. 3,
2002]
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§173.370 Peroxyacids.

Peroxyacids may be safely used in ac-
cordance with the following prescribed
conditions:

(a) The additive is a mixture of per-
oxyacetic acid, octanoic acid, acetic
acid, hydrogen peroxide,
peroxyoctanoic acid, and 1-
hydroxyethylidene-1,1-diphosphonic
acid.

(b)(1) The additive is used as an anti-
microbial agent on red meat carcasses
in accordance with current industry
practice where the maximum con-
centration of peroxyacids is 220 parts
per million (ppm) as peroxyacetic acid,
and the maximum concentration of hy-
drogen peroxide is 75 ppm.

(2) The additive is used as an anti-
microbial agent on poultry carcasses,
poultry parts, and organs in accord-
ance with current industry standards
of good manufacturing practice (unless
precluded by the U.S. Department of
Agriculture’s standards of identity in 9
CFR part 381, subpart P) where the
maximum concentration of
peroxyacids is 220 parts per million
(ppm) as peroxyacetic acid, the max-
imum concentration of hydrogen per-
oxide is 110 ppm, and the maximum
concentration of 1-hydroxyethylidene-
1,1-diphosphonic acid (HEDP) is 13 ppm.

(c) The concentrations of peroxyacids
and hydrogen peroxide in the additive
are determined by a method entitled
‘“‘Hydrogen Peroxide and Peracid (as
Peracetic Acid) Content,” July 26, 2000,
developed by Ecolab, Inc., St. Paul,
MN, which is incorporated by ref-
erence. The concentration of 1-
hydroxyethylidene-1,1-diphosphonic
acid is determined by a method enti-
tled “Determination of 1-
hydroxyethylidene-1,1-diphosphonic
acid (HEDP) Peroxyacid/Peroxide-Con-
taining Solutions,” August 21, 2001, de-
veloped by Ecolab, Inc., St. Paul, MN,
which is incorporated by reference. The
Director of the Office of the Federal
Register approves these incorporations
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. You
may obtain copies of these methods
from the Division of Petition Review,
Center for Food Safety and Applied Nu-
trition, Food and Drug Administration,
5100 Paint Branch Pkwy., College Park,
MD 20740, or you may examine a copy
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