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[ Rul es and Regul ati ons]
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[ DOCI D: fr 26j n01- 2]

DEPARTMENT OF HEALTH AND HUVAN SERVI CES
Food and Drug Adm nistration
21 CFR Part 173

[ Docket No. OOF-1482]

Secondary Direct Food Additives Permtted in Food for Hunman
Consunpti on

AGENCY: Food and Drug Adm nistration, HHS.

ACTI ON: Fi nal rul e.

SUVMARY: The Food and Drug Adm nistration (FDA) is anending the food
additive regulations to provide for the safe use of ozone in gaseous
and aqueous phases as an antim crobial agent on food, including neat
and poultry. This action is in response to a petition filed by the
El ectric Power Research Institute, Agriculture and Food Technol ogy
Al'l i ance.

DATES. This rule is effective June 26, 2001. Submit witten objections
and requests for a hearing by July 26, 2001. The Director of the
Ofice

of the Federal Register approves the incorporation by reference in
accordance with 5 U S.C. 552(a) and 1 CFR part 51 of a certain
publication listed in Sec. 173.368(c), effective as of June 26, 2001.

ADDRESSES: Submt witten objections to the Dockets Managenent Branch
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(HFA-305), Food and Drug Adm nistration, 5630 Fishers Lane, rm 1061,
Rockvill e, MD 20852.

FOR FURTHER | NFORMATI ON CONTACT: Robert L. Martin, Center for Food
Safety and Applied Nutrition (HFS-215), Food and Drug Admi nistration,
200 C St. SW, Washington, DC 20204-0001, 202-418-3074.

SUPPLEMENTARY | NFORMATION: In a notice published in the Federal

Regi ster of Septenber 13, 2000 (65 FR 55264), FDA announced that a

f ood

additive petition (FAP 0A4721) had been filed by the Electric Power
Research Institute, Agriculture and Food Technol ogy Alliance, 2747

Hut chi nson C., Wal nut Creek, CA 94598. The petition proposed to anend
the food additive regulations in part 173 (21 CFR part 173) to provide
for the safe use of ozone in gaseous and aqueous phases as an

antim crobial agent for the treatnent, storage, and processing of

f oods.

The proposed use would include the use of this additive on raw
agricultural comobdities (RACs) in the preparing, packing, or holding
of such comodities for commercial purposes, consistent with section
201(q)(1)(B)(i) of the Federal Food, Drug, and Cosnetic Act (the act)
(21 U.S.C 321(9)(1)(B)(i)), as anended by the Antim crobi al
Regul ati on
Techni cal Corrections Act of 1998 (ARTCA) (Public Law 105-324). The
petitioner is not proposing that the additive be intended for use for
any application under section 201(q)(1)(B)(i)(l), (q@(1)(B)(i)(1l), or
() (1) (B)(i)(Il'l) of the act, which use would be subject to regulation
by the Environnental Protection Agency (EPA) as a pesticide chem cal.
The proposed use of the additive includes the use to reduce the
m crobi al contam nation on RACs. Under ARTCA, the use of ozone as an
antim crobial agent on RACs in the preparing, packing, or holding of
such RACs for commercial purposes, consistent with section
201(q)(1)(B)(i) of the act, and not otherw se included within the
definition of " “pesticide chemcal'' under section 201(q)(1)(B)(i)(l),
() () (B)(i)(11), or (q)(1)(B)(i)(Ill) is subject to regulation by FDA
as a food additive.

Al t hough this use of ozone as an antim crobial agent on RACs is
regul ated under section 409 of the act (21 U S.C. 348) as a food
additive, the intended use nay neverthel ess be subject to regul ation
as
a pesticide under the Federal Insecticide, Fungicide, and Rodenticide
Act (FIFRA). Therefore, manufacturers intending to market ozone for
such use should contact the EPA to determ ne whether this use requires
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a pesticide registration under FlIFRA
FDA has eval uated data in the petition and other relevant naterial.

[[ Page 33830]]

Based on this information, the agency concludes that the proposed use
of the additive is safe, that the additive will achieve its intended
technical effect, and therefore, that the regulation in part 173
shoul d
be anended as set forth bel ow

I n accordance with Sec. 171.1(h) (21 CFR 171.1(h)), the petition
and the docunents that FDA considered and relied upon in reaching its
deci sion to approve the petition are available for inspection at the
Center for Food Safety and Applied Nutrition by appointnment with the
I nformati on contact person |isted above. As provided in Sec. 171.1(h),
the agency wll delete fromthe docunents any nmaterials that are not
avai l abl e for public disclosure before making the docunents avail abl e
for inspection.

The agency has carefully considered the potential environnental
effects of this rule as announced in the notice of filing for FAP
0A4721. No new i nformati on or comments have been received that woul d
af fect the agency's previous determnation that there is no
signi fi cant
I npact on the human environnent and that an environnental inpact
statenent is not required.

This final rule contains no collection of information. Therefore,
cl earance by the O fice of Managenent and Budget under the Paperwork
Reduction Act of 1995 is not required.

Any person who will be adversely affected by this regul ati on nmay
at
any tinme file with the Dockets Managenent Branch (address above)
written objections by July 26, 2001. Each objection shall be
separately
nunber ed, and each nunbered objection shall specify with particularity
the provisions of the regulation to which objection is nmade and the
grounds for the objection. Each nunbered objection on which a hearing
I's requested shall specifically so state. Failure to request a hearing
for any particul ar objection shall constitute a waiver of the right to
a hearing on that objection. Each nunbered objection for which a
hearing is requested shall include a detailed description and anal ysis
of the specific factual information intended to be presented in
support
of the objection in the event that a hearing is held. Failure to
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I ncl ude such a description and analysis for any particul ar objection
shall constitute a waiver of the right to a hearing on the objection.
Three copies of all docunents are to be submtted and are to be
identified with the docket nunber found in brackets in the heading of
this docunent. Any objections received in response to the regul ation
may be seen in the Dockets Managenent Branch between 9 a.m and 4 p.
m,

Monday t hrough Fri day.

Li st of Subjects in 21 CFR Part 173
Food additives, Incorporation by reference.

Theref ore, under the Federal Food, Drug, and Cosnetic Act and
under
authority del egated to the Comm ssi oner of Food and Drugs and
redel egated to the Director, Center for Food Safety and Applied
Nutrition, 21 CFR part 173 is anmended as foll ows:

PART 173-- SECONDARY DI RECT FOOD ADDI TI VES PERM TTED | N FOOD FOR
HUMAN CONSUMPTI ON

1. The authority citation for 21 CFR part 173 continues to read as
fol |l ows:

Authority: 21 U S.C. 321, 342, 348.

2. Section 173.368 is added to subpart Dto read as foll ows:

Sec. 173.368 (Ozone.

Ozone (CAS Reg. No. 10028-15-6) may be safely used in the
treatnent, storage, and processing of foods, including neat and
poul try
(unl ess such use is precluded by standards of identity in 9 CFR part
319), in accordance with the follow ng prescribed conditions:

(a) The additive is an unstable, colorless gas with a pungent,
characteristic odor, which occurs freely in nature. It is produced
comercially by passing electrical discharges or ionizing radiation
t hrough air or oxygen.

(b) The additive is used as an antim crobial agent as defined in
Sec. 170.3(0)(2) of this chapter.
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(c) The additive neets the specifications for ozone in the Food
Chem cal s Codex, 4th ed. (1996), p. 277, which is incorporated by
reference. The Director of the Ofice of the Federal Regi ster approves
this incorporation by reference in accordance with 5 U. S.C. 552(a) and
1 CFR part 51. Copies are available fromthe National Acadeny Press,
2101 Constitution Ave. NW, Washington, DC 20055, or may be exam ned
at
the Ofice of Prenmarket Approval (HFS-200), Center for Food Safety and
Applied Nutrition, Food and Drug Adm nistration, 200 C St. SW,

Washi ngton, DC, and the Ofice of the Federal Register, 800 North
Capitol St. NW, suite 700, Washi ngton, DC.

(d) The additive is used in contact with food, including neat and
poultry (unless such use is precluded by standards of identity in 9
CFR
part 319), in the gaseous or aqueous phase in accordance with current
I ndustry 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
Cosnetic Act (the act) and not applied for use under section

201(q) (1) (B) (i) (1), () (1)(B(i)(Ir), or (a)(1)(B)(i)(II1) of the act.

Dat ed: June 15, 2001.
L. Robert Lake,
Director of Regulations and Policy, Center for Food Safety and Applied
Nutrition.
[ FR Doc. 01-15963 Filed 6-25-01; 8:45 anj
Bl LLI NG CODE 4160-01-S
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