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February 6, 1997 - ‘; o

Ronald S. Street, Sr.
President/CEQ

Street Home Medical, Inc. .
1538 Watson Blvd. '
Warner Robins, Georgia 31093

Dear Mr. Street: ' . -

An inspection of your medical oxygen transfilling facility was conducted on January 16, 1997,

by Investigator Jackie M. Douglas. Investigator Douglas documcntcd scveral s1gmﬁcant
deviations from the Current Good Manufacturing Practice Re ulauons ( as set forth in
Title 21 of the QQd;_Qf_EQd_QmLRquhugm (21 CFR), Part 2 %egﬁ § tduse your
transfilled drug product, Oxy en USP to é)e adulterate thhin of Section
501(a)(2)(B) of the Federal Fck Drug and Cosmetic Act (the Act).

You have failed to assure that all compressed medical oxygen transfi nec{ anw Qﬁttmtyed by your
facility conforms to appropriate fifia spectfications, 16 Iiclude ic prior to
release. You have failed to test a cylinder from each manifold fillit B s for {dentity and
purity as required. No differentiation is made between filling scquen" es :Ees ihg purposes.
Lot designations are related to changes in supply slde H cylinders, as oppo fmanifold filling
sequences. For example, a review of your recent batch productUl chmi vealed that
manifold filling sequences were not tested on December 19, Decenibe ecember 6,
1696.

You failed to properly calibrate the\qiiig@®analyzer utilized for pu %analysxs on “transfilled

.”«

cylinders. You could provide no as:mkz‘f;\'1 cé that the ca.hbration sté.hd iﬁ appro-
priate suitability, quality, and purity. The calibration gas in %g roduct.
The suitability of this gas cou}d not be deterimined due to ettificate of
Analysis” issued by your supp ler. Our investigator also noted yom' fax to verj y the identity
of the incoming bulk liquid oxygen received under certificate of anaiysirfroli dr supplier.



R
You have failed to establish formalized wri oceg procedures which accuratcly reflect all of the
current operations at your facility. The procedures on file were provided by your transfilling
equipment manufacturer and are not always indicative, ‘of the procediires actually in use. No
procedures are included which address the transfilling of hquxd oxygen. The procedﬁres also /m’
do not address the Iabclmg of transfilled product, labclmg controls, recalls, oriémployec B 7*”
training. &

Our investigator also noted the failure to properly conduct prefill inspections on cylinders.
Product labeling and lot numbers from previous manufacturers/transfillers were obseryed on
several cylinders recently filled at your firm. Some cylinders were noted to bear labchng from
both Street and other manufacturers. Other cylinders bore ho Street 1abéﬁhg at alll The
investigator also observed an E cylinder with an expired hydrostauc tcst daie. In addition, you
have failed to monitor cylinder temperatures dunng filling. This requu'ement is included in the
filling procedures on file.

At the conclusion of the inspection, Investigator Douglas issued his Inspectional Observations
(EDA 483) to and discussed his findings with you. Neither the above disciisston of deficiencies,
nor the FDA 483, should be construed as an all inclusive list of violations that may be in
existence at your firm. 1t is your responsibility to ensure that alf rediiitehients of the Act are
being met at this facility.

You should take immediate action to correct thcsc violations. Faj ure p 0 nptly correct these
deviations may result in leg sancpons provi:‘ed by the pw s c cf izure and/or
mjunctxon without further ot;cc o you. Pedetd! dpeticl g{ g ce of all
warning letters involving gs so that they may &k& this iﬁ ‘ ) 4eebiint when

considering the award of contracts.

We acknowledge that you voluntatily ccased fillin mﬁons tﬂ} . k
appropriate product testinig. b cu ar co cer1, owever Q tﬂ A

| d institute
at fallure to

appropriately test your tumqﬂll ﬂo (uq oxygen) J/ tion
which resulted in the {ssudfice 0 v of s d , o no fy this
office within fifteen (15) days o bt of this tter of 1ste? aye ceh or intend to-
take, to correct these violations. Your tesponse should address ¢ set ‘cﬂons regarding
the oxygen products currently in distribution which have not bedf Bropetly tested. Your
response should be addressed to Philip S. Campbell, Compliance Offict L, it tie address noted

in the letterhead. -
Sincerelj' yours, -
B twgm Diractor
a.l istrict



