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REGISTRATION OF FACILITIES FILLING OPEN TOPPED MEDICAL LIQUID
NITROGEN DEWARS FOR DEVICE USE IN THE UNITED STATES

Question

Do facilities filling open topped medical liquid nitrogen dewars need to register with the U.S. Food and Drug
Administration (FDA) as a device manufacturing facility?

Answer

No. Per a letter from Dr. Larry Spears, Center for Devices and Radiological Health (CDRH), received July 30,
2007, “Firms filling small dewars from large cryogenic containers are not required to register as device
establishments, list their devices and comply with the Quality System regulation (21 CFR Part 820), if they utilize
and document the use of the large cryogenic containers. The large containers must be filled and labeled
according to relevant drug regulations [1].”

NOTE—At this time, FDA Center for Drug Evaluation and Research (CDER) has not responded to CGA'’s input regarding the
filling of open topped medical liquid nitrogen dewars. For that reason, this position statement does not address facility drug
registration and licensure requirements.

Question
Are there other procedures that a filler of open topped medical liquid nitrogen dewars should follow?
Answer

1. The firm shall have a detailed written standard operating procedure (SOP) and associated documentation
for the personnel training, receipt of the supply, and filling these vessels;

2. The firm shall ensure that open topped medical liquid nitrogen dewars are filled with nitrogen NF source
product;

3. The firm shall ensure that each dewar has been inspected in accordance with the firm’s SOP prior to fill;

4. Persons handling and filling open topped medical liquid nitrogen dewars shall have documented training on
the firm’s SOP; and

5. Open topped medical liquid nitrogen dewars do not require medical labels or lot numbers but shall have a
product identification label. Traceability of the liquid nitrogen NF filled in to the vessel may be maintained by
means other than by lot number.

References

Unless otherwise specified, the latest edition shall apply.

[1] Code of Federal Regulations, Title 21 (Food and Drugs), U.S. Government Printing Office. www.gpo.gov
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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 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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