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Food and Drug AdmmJstralion
1141 Central Parkway tiK/fJ

Cincinnati. OH 45202

CN)7713

\VARNING LETTER

CIX-JVL-97-211
CERTIFIED MAIL
RETURN RECEIPT REQUESTED

[)c:lr Mr. Scibcr:

.

[)uriny :1 Januao 13-17. 199$ inspcc[ion of )our medical oxygen transfii]ing
!lwili[). Carclifc I{omc Medical Scn’ices. located at 1014 Bellefontaine Ave.,
I.ima. 011 45804. our invcs[igator documented serious deviations from the
Curwnt Good Manufacturing Practices Regulations (Title 21 Code of Federal
[<cuulutions. Pm-t 211 J Thcs; deviations cake your drug product, oxygen us~

[(l bc adui[cratcd ~~.ithin the meaning of section 501(a)(2)(B) of the Federal

l;~lt)(!. Drug and Cosmetic Act.

Spwitic ohwna[ions made during the Inspection include:

(2) Foilurc 10 wurc that the ox!.gcn anal)’zcr used for conducting identity
lcsting is culibr:llcd prior to use.

(~) l:ui lure [o main[ain adequate \\rittcn procuiurcs in [hat procedures do not
spwil~ :Icccptuncc cri[crii~ (spucillcations) for incoming LOX nor do they
includu rcquircmcn[s for puri(dic audit of supplier’s certificates of

:lll:ll\ Scs.
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“[’he ubot’c cltxritxd violations arc not intended to bc an all-inclusive list of
dcflcicncics at your f;lcilities, It is your responsibility (o assure that you adhere
10 uI1 current regulations applicoblc (o your opcra[ions. Federal agencies arc
ad~’iswl o!’ (hc issut]ncc Of 011lj’arning lc[tcrs about drugs so that they may take
this in form:~tion into account when considering the awwci of contracts. By copy
of this Ic[tcr, \vc arc advising Health Care Finance Administration (HCFA) that
our inspwtion of your firm revealed significant deviations f’rom the Act. They
may CICC[to defer or discontinue payment for any health care product in violation
0!’ s[atc or fcdcrtil Ia\v.

}’OUshoulcl take promp( action to correct these violations. Failure to achieve
prompl corrtxtion may result in regulatory action \vithout further notice. These
includ~ suizurc and/or injunction,

.

For !our in[tirn~ati(,n. I have cnclosd a copy of the FDA speech “FRESH AIR
“96” - A LOOK A’1” FDA’S MEDICAL GAS REQUIREMENTS”, which
dcscr-ibcs current FDA requirements and policy on medical gases.

]’lease :Klviw us in ~vriting within liftccn ( 15) working days of receipt of this
Icttcr o!’ the spcciiic actions you are taking to correct these violations. Your
response should explain ewh step you have taken to correct the noted violations,
including steps taken to prevent recurrence of similar violations. Include any
ci~)ctlt~~ct~t;][i~)t~sho~ving these corrections. 1f corrective action cannot bc
complctud \vi[}~il\ 15 \vorking days, state [he reason for the delay and the time
t~+i(}linffhicl~ [Ilc corrections ‘}vil]bc Complc(cd.

Your rupl!’ should bc sent to the LJ.S. Food and Drug Administration, 114 I
~.’cntral l’ark~v;ly. Cincinnati. Ohio 45202-1097, to the attention of Charles S.
Price. Ct)nlpli[lncc O[liccr. An>’ questions regarding this letter may be dircctcd
to Mr. I)ricc al tul~phonc (513) 684-3501.

Sincerely,

,,!.//.,,{l’%f’yi~~~
john R, Mt]rzilli

,
District Director/.,
Cincinnati District
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Du\’id Wood. 13ranch Manager
Curelifc Home Medical Services
1014 [3cllcfontt~ine Ave.
lima. 01145804
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