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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 oppor-
tunity to be heard. Proposed changes may be submitted via the Internet at our website, 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

This publication describes a method that can be used to qualify third-party testing laboratories for compliance
with current good manufacturing practices (CGMP/GMP) and good laboratory practice standards.

2 Scope

This publication describes the minimum criteria for qualifying third-party testing laboratories that provide analyti-
cal testing services for medical gases.

3 Definitions

For the purpose of this publication, the following definitions apply.

31 Publication terminology

311 Shall
Indicates that the procedure is mandatory. It is used wherever the criterion for conformance to specific recom-
mendations allows no deviation.

3.1.2 Should
Indicates that a procedure is recommended.

313 May
Indicates that the procedure is optional.

314 Will
Is used only to indicate the future, not a degree of requirement.

3.1.5 Can
Indicates a possibility or ability. [end of PC 35892]

3.2 Technical definitions

3.21 Requester
Medical gas manufacturer or medical gas user.

4 Qualification

4.1 Criteria

Third-party testing laboratories shall demonstrate competencies for gas testing and comply with applicable reg-
ulatory standards including:

e compliance with CGMP/GMP, current good laboratory practices (CGLP), and current good documentation
practices (CGDP);

e registration, permitting, and licensing required by the federal, state, provincial, territorial, and local authorities;

e aquality management system (QMS) that ensures the applicability and validity of test results including man-
agement of change procedures;

o ability to demonstrate that personnel involved in any aspect of medical gas testing have the proper training
and qualifications to consistently perform the tasks assigned to them;

e laboratory equipment that is validated and qualified to perform the testing requested;
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e appropriate document control and security policies and procedures; and
e acceptable quality history.

A requester should evaluate if a third-party testing laboratory:

e meets any insurance requirements specified by the requester;
e has an acceptable safety record; and

e has qualification procedures including but not limited to the qualification of personnel, analytical methods,
and suppliers.

4.2 Procedure

The following steps shall be completed when qualifying a third-party testing laboratory:

a) The third-party testing laboratory submits a completed checklist to the requester for review (see
Appendix A for an example of a laboratory qualification checklist);

b) The requester reviews the checklist to ensure that it is complete and meets all of the requirements;

c) The requester forwards all information along with recommendations regarding the status of the third-party
testing laboratory to the requester’s designated quality control unit (QCU); and

d) The requester's QCU reviews the checklist and determines if the third-party testing laboratory meets the
requirements for qualification or if any additional information is required including a site audit (see Appendix
B for an example of a laboratory gualification audit form)

e If the third-party testing laboratory is not approved, the requester provides feedback on why they were
not approved

e If the third-party testing laboratory is approved, gualification is granted.

All submissions and supporting documentation used to determine third-party qualification shall be maintained by
the requester.

4.3 Maintaining gualification

The requester shall perform periodic recertification of third-party testing laboratories based on the performance
and quality of the third-party testing laboratory’s services and audit results. Recertification should include:

¢ historical performance (periodic evaluation of the third-party testing laboratory’s performance); and
o third-party testing laboratory audit results when required.

Based upon the requalification results, the requester shall:

e maintain the third-party testing laboratory’s gqualification;

e issue a conditional qualification pending resolution of identified corrective actions; or

e discontinue the gualification of the third-party testing laboratory.
5 Third-party testing
5.1 Documentation

The following are examples of qualification documentation that may be requested for review by the requester:

e Proof of test method validations, sample control, preventive maintenance (PM) programs, e-records/e-sig-

natures, etc.; Documents
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