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James L. Hig=~, Owner
Home lkakh Care Plus
316 Neosho Street
Burlington, KS 66839

Ref.# - KAN-98-010

Dear Mr. Hig=@ns:

During an inspection of your compressed medical oxygen transfiu@ opedon kxaM at the
~OVCad&~s, cond~ 0~ J!- 23, 1998, F- and Drug A~on ~v~~o~
horn this office d-enti (kWom &om &Cc- ~
Regukttiom (Tide 21, ~tie of Fed- ~ -Ce (CWP)Reg@@o~ Part 211) which cause your fiml’s m~d
o~gen to be adtdterated within the meaning of Section SKI@) of the Federd Food, Drug,
and Cosmetic Act (Act).

Signifi~t deviatiom inchxde,but are not Iixnitedto the follo~g:

fiiikm to embkh and document a Quaiiq Con&olUnit [21 CFR 21LZ2(a)];
. .

●

....’

failureto document the training of eqioy- in CGMP’Sand the trans~g of
compr=ti medical oxygen PI CRl 21L2S(a)J;

fhikre to estabIkh the reliabfi~ of the supplier’s certifi~~ of anaIysis ~OU@
approptiaw validation of the suppiier’s test resuIts, by conctuctig an audit of the
suppfier at Ieast annuaIIy [21 CFR 21L84@)(3)];

fhilure to establkh written pmti~ designti to -e that the compr~d
medical gas has the identity and streng@k purports or is represent to possess
[21 CFR 21L 100]; exampl~ inchxde1) cornp~; 2) caiiiratiow 3)
accepmcefrcj~on of ~~ q~d~; 4) Iabelhg; ~ W~eho~~#-&c; 6)
training;
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Wure to cdiirate the Smomex fiOA oxygen analyzerper the op~r’s -,
and the gauges USedin tic=- pmcCSS[21 ~ 211.160(?$(4)and 21 ~
211. 194(d)];

fhihre to conduct reiease testing, i.e., idati~ and potency,on fiki cylinders [21
CFR 211.165(a)];.

failure to estabIish adqpate b- production and control records of each batch of
compressed medicai oxygenproduced, inchxiing documentationthat each
significant stq ~ the -~, pmcedng, pdci.ng, or hokiing of the batch
was accompikhed [21 CFR 214.W(b).

This Ietter is not intended to bean aII-inchsive Iist of deficienciesat your ficilily. It is your
responsibili~ to ensure adherence to each requirement of the Act and regukiom.
We receivd and reviewed your Ietterdatedhnuary 23, 1998, concetig the ForuI FDA 483
observation, prior to the issuance of this Ietter. We wiII provide our response by scpm
Ietter.

FederaI agencies are advised of the iSSUUXof aII Warning Letters about drugs so that they may
take this information into account when consider%g the award of contracts. You shotid take
prompt action to correct these deviations. Failure to promptly correct these devitiom may
resuk in regdatory action without fhrthernotice. Such actions may include seizure and/or
injunction.

By copy of this Ietter, we are advising the HeaIth Care F&nce Administration (HCFA) that our
inspection of your b rmakd significant deviations from the Act. .’Theymay ekct to defer or

● discontinue payment for any “heaith~ product in vioiation of state or ftieral Iaw.

YOU shouId noti~ this office in writing within fifkn (15) working days of receipt of this Ietter
of the specific steps, in addition to those covered in the Ietter, that are being taken to correct the
noted vioIatiou and to prevent their recurrence. If you fed the December 18 Ietter ade~tely
addressesyour corrections we wiIIaccept it as your response to this letter.

Your repIy shouId be sent to CIarenceR. Pendleton, ComplianceOfficer, at the above addrcss.

Sincerely,

Kansas Ci~ District


