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for Medical Gases; Availability k
AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

, SUMMARY: The Food and Drug Administration (FDA) is annoﬁncing the
availability of a draft guidance for kindustry‘entitle}d “Current Good
Manufacturing Practice for Medical Gases.” This draft gu1dance dlscusses how
the requirements in Title 21, Code of Federal Regulatlons parts 210 and 211

* current good manufacturing practlce (CGMP] regui]atlons apply to medical

- gases. Medical gases are subject to these reghlatioﬁs because theyére o
considered prescription drugs.

DATES: Submit written or electronic comments onzthe draft g"uidanc'e by [insert
date 120 days after date of publication in the Fed@ral Re‘giste‘rj; General
comments on agency guidance documents are welcome at any time.
ADDRESSES: Submit written requests for single copies of the draft guidance for
industry to the Office of Drug Information (HFD-240), Center for Drug
Evaluation and Research, Food and Drug Admihiétratién 560‘0 Fishers Lane,
Rockville, MD 20857. Send one self-addressed label to assist that office i in
processing your requests. Submit written comments on the draft guidance to
the Dockets Management Branch (HFA-305), Food and Drug Admuustratmn,
5630 Fishers Lane’, rm. 1061, Rockville, MD 20852. Submit electronic
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comments to http://www.fda.gov/dockets/ ecomm;ents. See the SUPPLEMENTARY

INFORMATION section for electronic access to the draft guidance document.

FOR FURTHER INFORMATION CONTACT: Duane S. Sylv1a Center for Drug
Evaluation and Research (HFD-325), Food and Drug Admlmstratlon 7520

~ Standish P1., suite 272, Rockville, MD 20855, 301-594-0095 x 8,

Sylviad@cder.fda.gov.

SUPPLEMENTARY INFORMATION:
I. Background

This guidance is intended to provide recommﬁendation's on how to comply
with CGMPs for manufacturing, filling, transfilliné, Cas‘ced‘in’g‘\, and transferring
compressed and cryogenic medicel gases. The guiidaneeweho}lﬂl’d help .
manufacturers and distributors comply with the C;GMPrequirements to ensure
the identity, strength, quality, and purity of medical gases. |

- FDA'’s first guidance on compressed medical gases was issued in June of
1981 and revised in 1983. In Febiru'ary of 1989, FD%A issﬁed a revised" guidahce
to address issues related to the home care area, including the delivery of
oxygen to patients at home. Once finalized, this guldance wﬂl supersede those
earlier versions. The guldance has been updated to reflect CGMPs in FDA’ s
regulations, 21 CFR parts 210 and 211.

This level 1 draft guidance is being issued coe,sisfent With FDA’s good“‘
guidance practice regulations (21 CFR 10.115). The draft guidance, when
finalized, will represent the agency’s Cufrent thmkmg on CGMPs for medmi(':‘al
gases. It does not create or confer any rights for or Eon any person and does

not operate to bind FDA or the public. An alternative, a’ptproach‘ may be used
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if such approach satisfies the reciuirements of the epplicab]e statutes and

regulations.

II. Comments

Interested persons may submit to the Dockets Management Branch (see
ADDRESSES) written or electronio‘ comments ’regarding thie document. Submit
a single copy of electronic Com'ments to http:/ /WWE'W fda. goV/ do‘ckets/
ecommients or two paper copies of any written Comments except that
“individuals may submit one paper Copy Comments are to be 1dent1fled w1th
the docket number found in brackets in the headmg of thls document Recelved |
Comments may be seen in the Dockets Management Branch between 9 a.m.

and 4 p.m., Monday through Frlday

| IIL Electronic Access

Persons with access to the Internet may obtam the document at http /!
www.fda.gov/cder/ guldance/ 1ndex htm, http:/ /www fda gov/ohrms/ dockets/

~default.htm, and http /Iwww.fda. gov/ cder/ dmpq/ gases. htm.




Dated: L//M/ 63

April 29, 2003

Jeffrey gHfén,
Assistant/ ommissioner for Pollcy

BILLING CODE 4160-01-S

CERTIFIEDTOBEATHUE

opzo F THE ORIGINAL "

cd0081



