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STRATEGIC PLAN ON FOOD GAS MONOGRAPHS

Background

Gases used in foods and in the production of foods are themselves defined as food by the Federal Food, Drug,
and Cosmetic Act, and their production is monitored by the U.S. Food and Drug Administration (FDA) [1].

The FDA regards the specifications in the Food Chemicals Codex (FCC) as defining an appropriate food grade
within the meaning of Title 21 of the U.S. Code of Federal Regulations (21 CFR) [2, 3].' The FCC is a compendium
of internationally recognized standards for the purity and identity of food ingredients. Monographs have been
included in the FCC for many gases used as ingredients and for other applications in the food industry; however,
not all gases used in food applications have been included. Commonly used food gases that have an FCC mon-
ograph include but are not limited to carbon dioxide, nitrogen, nitrous oxide, helium, nitrogen enriched air and

oxygen.

As a result of the Food Safety Modernization Act (FSMA) and its implementing regulations, food manufacturers
are more closely analyzing all inputs to their processes to understand and further mitigate food safety risks [4].
Therefore, customers are increasingly requesting an industry specification that is appropriate for food use. CGA
member companies have historically provided commercial specifications to food manufacturers. Those specifi-
cations have a history of safe use.

CGA is proposing monographs for some food gases that do not currently have monographs. In the absence of a
current monograph, this position statement recommends the information that should be provided to food manu-
facturers seeking to understand suitability of these gases used for food applications.

Question 1

How is CGA providing assistance to the food industry with regard to FCC monographs?

Answer 1

CGA is working with FCC to develop new monographs for the following gases currently not listed in the compen-
dium:

e argon;
e hydrogen; and
e carbon monoxide.

CGA proposed an oxygen food monograph that was published in the FCC, 11th edition (3rd supplement) [2].

Gases used in food applications that are not listed in this position statement may be evaluated and addressed
by CGA at a later date.

' The first edition of the FCC, which was published in 1966 by the Institutes of Medicine, was given quasi-legal recognition in
July 1966 by means of a letter of endorsement from FDA Commissioner James L. Goddard, which was reprinted in the book.
The letter stated that "the FDA will regard the specifications in the FCC as defining an 'appropriate food grade'.”
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Question 2

How should CGA member companies respond to customer requests for statements of food gas compliance
where an FCC monograph does not exist?

Answer 2

Until such time as the new monographs are approved, CGA member companies should utilize the commodity
specifications published by CGA and meet the current commercially available quality verification levels (QVL) in
those specifications to meet agreed customer requirements, along with assuring the gases are produced in
accordance with current FDA food regulations. CGA member companies should also inform customers that CGA
is continuing to work with FCC to review current FCC monographs for potential revisions.

Some gases that do not currently have FCC monographs are generally recognized as safe (GRAS) for specific
applications under the FDA GRAS notification program.
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PLEASE NOTE:

The information contained in this document was obtained from sources believed to be reliable and is based on technical
information and experience currently available from members of the Compressed Gas Association, Inc. and others. However,
the Association or its members, jointly or severally, make no guarantee of the results and assume no liability or responsibility
in connection with the information or suggestions herein contained. Moreover, it should not be assumed that every acceptable
commodity grade, test or safety procedure or method, precaution, equipment or device is contained within, or that abnormal
or unusual circumstances may not warrant or suggest further requirements or additional procedure.

This document is subject to periodic review, and users are cautioned to obtain the latest edition. The Association invites
comments and suggestions for consideration. In connection with such review, any such comments or suggestions will be fully
reviewed by the Association after giving the party, upon request, a reasonable opportunity to be heard. Proposed changes
may be submitted via the Internet at our web site, www.cganet.com.

This document should not be confused with federal, state, provincial, or municipal specifications or regulations; insurance
requirements; or national safety codes. While the Association recommends reference to or use of this document by govern-
ment agencies and others, this document is purely voluntary and not binding unless adopted by reference in regulations.

A listing of all publications, audiovisual programs, safety and technical bulletins, and safety posters is available via the Internet
at our website at www.cganet.com. For more information contact CGA at Phone: 703-788-2700, ext. 799. E-mail: customer-
service@cganet.com.
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