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Andrew J. Fleming. President November 21, 1996
tithony Home Health Care, Inc,
2373 HcmpsteadTurnpike
East Meadow, NY 11554 Ref 19-NYK-97

War Mr. Fleming.

During an inspectionof your homerespiratorycare facility conduotedon October 22,23
and29, 1996, our investigatordocumenteddeviationsfrom the Current Good Manufacturing
PracticeRegulations(Title 21, ~

.
Parts210 and 211) with respectto

your tWg of liquid oxyg~ LJSPinto cryogenic home units. These deviationscauseyour drug

o

product to be adulteratedwithinthe meaningof Section 501(a)(2)(B) of the FederalFood, Dm&
and CosmeticAct (“the Act”). Ike deviations include,but are not Iirnited to, the following:

1, Failure to establishthat the test procdure usedto determinethe strengthand
identity of liquid oxygm USF’will provide test resultsthat are equivalentor superiorto
the official test procedure. Your firm does not Ways receivevafid cenifkates of analysis
from your oxygen suppliers.~ oxygenanalyzer that you usefor the
assayof incomingliquid oxygm USP is a non-official test procedure. You have not
documentedits accuracy,Sensitivity,spedcity, and reproducibilitycomparedto those
obtainedusingthe official test procedure.

2. Failure to documentthe assayof eachcylind~ of incomingbulk liquid oxygq
USP to determineconforrnam with appropriatespedfxatiotts for strengthand identity
prior to releaseandfillingof the liquid ovgen home units.

3. Failure to documenton the driver’s manifm the performanceof adequate
prcfill inspectionson eachliquid oxygen home unit prior to filling suchasvalves, fittings,
labeh~ etc.

4, Failure to haveadequatewritten specificationsand proceduresfor the
acceptanceof incomingbulk liquid oxygcm USP and for its quarantineprior to release.
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5, Failureto properly calibratethe~ oxygen mmlyzm(mcd for
the assay of liquidoxygen,LJSPin that the “standard” oxygencyIinderrcquircd ~v
ciilibratethe analyzerwrisunlabeledand lacked a certificate of analysisfrom the supplier.

6, Failure to followestablishedwritten procedures for receivingand imdlin~; any
complaints. For example,your firmfailed to file the form referenced in its written
complaint procedure in respcmseto complaintsdatedMay 8, April 28, and March 23,
1996,

7. Failure to havewritten procedures for and documentation of the maintenance
and calibratirmof head pressure and flowgauges used in the fillingof liquidoxygenhome
units.

Neither this fetter nor the list of observations(Form FDA483) that was presented to you
at the conclusionof the inspectionare meantto be an all-inciusivelist of deficienciesat your [i~m.
It is your responsibilityto ensure adherencewith each requirementof the Act and its regulations,
Federal agenciesare advisedof the issuanceof all warningletters about drugs so that they may
take this informationinto account whenccmsidetingthe award of contracts,

You should take prompt action to correct these vio~ations.Failure to promptly correct
these violationsmay result in regulatoryaction without firther notice. Possible actions include
seizure and/or injunction.

e You should notifi this oflice in witing, within 15working days of receipt of this letter, of
the specificsteps you have taken to correct the noted violations, inciudingan explanationof each
stepbeingtaken to preventthe recurrenceof similarviolations. If corrective actioncannotbe
completedwithin 15 workingdays, state the reasonfor the delay andthe time within which the
correctionswill be completed.

Your reply shouldbe sent to the Food and Drug Adrninistratiou 850 Third Avenue,
Brookfyn,NY 11232, Attention:13mceA. GoJdwi~ ComplianceOfficer.

Sincerely,

=“”’
ActingDistrict Director

Attachment:FDA 483 dated October 29, 1996


