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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 commaodity grade, test or safety procedure or meth-
od, 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 Associa-
tion 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 op-
portunity 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 government 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: customerservice@cganet.com.

Work Item 12-038
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NOTE—Technical changes from the previous edition are underlined.

NOTE—Appendices A and B (Informative) are for information only.
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1 Introduction

The information in this guide is an aid for complying with the applicable regulations of the U.S. Food and Drug
Administration (FDA) and Health Canada for filling, packaging, testing, labeling, and holding liquid oxygen USP
by home respiratory care (HRC) firms to ensure that product is manufactured and distributed in accordance
with United States and Canadian current good manufacturing practices (CGMP) and meets all United States
Pharmacopoeia (USP) specifications. See the United States Pharmacopoeia and National Formulary (USP-NF) [1].1

This publication describes the processes, procedures, and documentation typically recognized by the HRC in-
dustry as the minimum regulatory requirements needed for compliance.

2 Scope

This publication is intended to address operations typical to an HRC firm and is not all inclusive. It is primarily
intended for firms engaged in the filling (manufacture) and distribution of liquid oxygen USP to patients at their
residences. Portions of this publication may apply to those HRC firms that also distribute other compressed
medical gases (CMG).This publication includes the minimum regulatory requirements that shall be described in
an HRC firm’s written standard operating procedures (SOP) for the firm to receive, fill, test, and distribute liquid
oxygen USP and includes the following:

— establishment and responsibilities of the quality control unit (QCU);

— qualifications of the person(s) performing and supervising the receipt, filling, testing, release, and distribu-
tion of liquid oxygen USP;

— quality records;

— building and facility requirements (including vehicles);

— manufacturing equipment design and maintenance;

— test equipment;

— record and report requirements;

— use of computer and other electronic equipment;

— receipt and testing of vendor-supplied product into the HRC'’s storage tank;

— receipt and testing of vendor-supplied product into vehicle-mounted vessels (VMVs) or other large cryogenic
containers;

— receipt and testing of vendor-supplied product into cryogenic home vessels (CHVSs);
— HRCfilling and testing of VMVs and/or large cryogenic containers from an HRC company’s storage tank;
— HRC filling and testing CHVs; and

— labeling requirements.

This publication is not applicable to the receipt, testing, release, and distribution of high pressure oxygen filled
by HRC firms. Firms engaged in filling high pressure medical gas cylinders (either gas-to-gas or liquid-to-gas)
should refer to CGA M-2, General Guide for the Manufacture of Medical Gases Classified as Drugs [2].

This publication is typically not applicable to non-HRC firms unless those firms are engaged in activities similar
to those of HRC firms. Non-HRC firms engaged in oxygen USP liquid-to-liquid filling for home care use should
also refer to CGA M-2 for additional guidance and potential additional regulatory requirements [2].

! References are shown by bracketed numbers and are listed in order of appearance in the reference section.



