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Background

Some gas regulators, valve integrated pressure regulators (VIPRs), and flowmeters used in medical service
contain elastomers and plastics that can degrade over time with use. Mechanical components inside these de-
vices can also be affected. To ensure this degradation does not affect safety, these devices should be cared
for, inspected, and maintained according to the manufacturer’s instructions. See CGA E-7, Standard for Medi-
cal Gas Pressure Regulators, Flowmeters, and Orifice Flow Selectors and CGA E-18, Standard for Medical
Gas Valve Integrated Pressure Regulators [1, 2].

Question

Do gas regulators, VIPRs, and flowmeters used in medical service require periodic inspection and servicing
activities during their product life cycle?

Answer

Yes. To ensure these medical devices perform as intended under normal conditions of use, medical gas regu-
lators, VIPRs, and flowmeters require periodic inspection, and if required, servicing, see CGA E-7 and
CGA E-18 [1, 2]. The product’s life cycle and maintenance requirements are established by the manufacturer or
specification developer based on input such as design, accelerated aging, endurance testing, user feedback,
product history, and gas compatibility (e.g., nitrous oxide and polymers/elastomers).

Inspection—Inspections shall include an evaluation of damage, material degradation due to aging, contamina-
tion, wear, performance, calibrations, etc., and should be done in accordance with the manufacturer’s instruc-
tions, by the manufacturer of the device, or by their authorized agent. See CGA E-7 and CGA E-18 [1, 2].

Servicing—When medical equipment fails a periodic inspection for specifications that affect safety and effec-
tiveness, it should be removed from service and should be made unusable prior to being scrapped, or returned
to the manufacturer or their authorized representative to be repaired and requalified. Records of these servicing
activities shall be maintained in accordance with current good manufacturing practice (CGMP) requirements [3,
4].
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PLEASE NOTE:

The information contained in this document was obtained from sources believed to be reliable and is based on tech-
nical 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 require-
ments or additional procedure.

This document is subject to periodic review, and users are cautioned to obtain the latest edition. The Association in-
vites comments and suggestions for consideration. In connection with such review, any such comments or sugges-
tions 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; insur-
ance 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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changes.

REAFFIRMED: 2020
FIRST EDITION: 2015
© 2015 The Compressed Gas Association, Inc. All rights reserved.

All materials contained in this work are protected by United States and international copyright laws. No part of this work may be
reproduced or transmitted in any form or by any means, electronic or mechanical including photocopying, recording, or any infor-
mation storage and retrieval system without permission in writing from The Compressed Gas Association, Inc. All requests for
permission to reproduce material from this work should be directed to The Compressed Gas Association, Inc., 8484 Westpark Drive,
Suite 220, McLean VA 22102. You may not alter or remove any trademark, copyright or other notice from this work. DOC um entS

Document Sharing Hub

This document licensed for the sole use of the purchaser. It may not be shared with any other person or used after the expiration date
without the e>§>é|;gss written 1oermission of the CGA. Any unauthorized use, reproduction, distribution, or modification of this printed page will
Full documggi i 4565, 000 iuidated'danmages fee plus loss of access to CGA publications for one year for your company.


http://www.avadocuments.com/doc/cga-ps-39-2015-2020
http://www.avadocuments.com/doc/cga-ps-39-2015-2020

