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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.
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1 Introduction

The last major revision to the current good manufacturing practices (CGMP) occurred in 1978. Since then quality
standards, manufacturing techniques, and quality systems have evolved significantly. To encourage the phar-
maceutical industry to use modern manufacturing techniques and quality system methodologies, the U.S. Food
and Drug Administration (FDA) introduced its Pharmaceutical CGMPs for the 21st Century Initiative in August
2002.

The quality systems guidance is intended to help manufacturers implement modern quality systems and risk
management processes and to incorporate quality by design principles that meet the CGMP requirements in
Title 21 of the U.S. Code of Federal Regulations (21 CFR) Parts 210 and 211 [1].! An effective quality system
will reduce the risk of manufacturing problems resulting in inspections that are shorter and less frequent.

The guidance does not contain regulatory requirements. It represents the FDA's latest thinking on quality sys-
tems and provides recommendations for compliance with the CGMP regulations. The guidance is not meant to
replace the CGMP requirements. Companies shall refer to 21 CFR to ensure they are in full compliance with
the regulations [1].

The guidance is harmonized with the medical devices quality system’s regulations (21 CFR Part 820) as well
as other quality standards such as 1SO 9001:2008, Quality management systems—Requirements [2]. The guid-
ance mirrors the ISO 9001:2008 standard. If a medical gas manufacturer is currently ISO 9001:2008 registered,
that manufacturer most likely satisfies the quality systems approach of the guidance.

The quality system model of the guidance is organized into four sections that are similar to the 1ISO 9001:2008
sections. Table 1 contains a listing of the four sections of the model and the corresponding ISO 9001:2008 sec-
tions.

Table 1—Quality system’s model related to ISO 9001:2008 sections

Sections of the quality system model ISO 9001:2008 section

Management responsibilities Section 5 — Management responsibility

Resources Section 6 — Resource management

Manufacturing operations Section 7 — Product realization

Evaluation activities Section 8 — Measurement, analysis, and improvement
2 Scope

This publication provides guidance on how a medical gas manufacturer can implement the quality systems ap-
proach to meet requirements of 21 CFR Parts 210 and 211 [1]. It is based on a review of the FDA’s September
2006 Guidance for Industry Quality Systems Approach to Pharmaceutical CGMP Regulations [3].

3 Definitions
For the purpose of this publication, the following definitions apply.
3.1 Publication terminology

3.11 Shall
Indicates that the procedure is mandatory. Shall is used wherever the criterion for conformance to specific rec-
ommendations allows no deviation.

3.1.2 Should
Indicates that a procedure is recommended.

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



