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60 8th Street,N.E.
Atlanta, Georgia 30309

April 14, 1997

Mr. StevenP. &iggs, president
Rotcch,Incorporated
4506L,R. Mchod Road
suite F
Orlando,Pl 32811

DearMr. Qriggs:

An hspection of your medicaloxygentmnsfWngfacility,locatedon 631 NorthCobbStreet,
Milledgeville,kxgia, was conductedFebruary28 throughMarch5, 1997. Our investiga-
tor documcatedseveralsignificantdeviationsfromthe CurrcatOoodManufacturingPractice
Reguladons(C(3MPS)as set forthin Title 21 of the~(cw, pm
211. ‘Ilwe deviationscauseyour tmnsfilledOxygenUSP, to be adulteratedwithinthe
meaningof Section501(a)(2)(B)of the FederalFood,Drug, and CosmeticAct (theAct).

Youhavefded to assure that all compressedmodicdoxygentransffled and distributedby
your facilityconformsto appropriatefinal specifications,to includeidentityand strength.
Also, you havefailedto maintain~ recordsfor the transfillingof compressedmedical
oxygen. Therewas no indicationthatany of the reguladons(CGMP)for drugproducts(21
CFRParts210 and 211)are beingadheredto.

Our investigatordid obsem that your firm does havea
7=&::dy*r”However,no recordsare maintainedon the calibrationof the

Youhavefailedto ensurethat eachpersonengagedin the manufacture,processingand
transfillingof this drug product,and eachpersonresponsiblefor supervisingtheseactivities,
has the education,training,and experkmceto enablethatpersonto performtheirassigned
fhctions in sucha manneras to provideassurancethat yourdrug producthas the qualityand
purity that it puqmti or is repmsded to possess. This trainingmustbc in the particular
opcradonsthat the cmployeoperformsand includecurrentgood manufacturingpracticeas it
relatesto the employee’sfunctions.



)

The article, Oxygen USP, is misbranded in that it was manufactured in an establishment not
duly registered under Section 510 of the Act and the article has not been listed as required by
Section 510(j).

During the inspection, management stated that the firm was only a distributor of compressed
medical oxygen. However, by the conclusion of this inspection it was determined that this
firm was transfilling medical oxygen for distribution, and your firm admitted to this in an
affidavit.

Please be aware that you are subject to provisions of Title 18, Section 1001 of the United
States Code (LJ.S.C.). This statutory provision makes it a criminal offase to knowingly and
willfully make a fidse or fraudulent statement in any matter within the jurisdiction of a
department or agency of the U.S.

At the conclusion the inspedion, Investigator Neligan issued his Inspectional Observations
(FDA 483) to and discussed his findings with Mr. Richard C. Whirley, Area Manager.
Neither the above discussion of deficiencies, nor the FDA 483, should be aWrued as an all
inclusive list of violations that may be in existence at your firm. It is your responsibility to
ensure that all requirements of the Act are beiig met at this I%cilityand any other similar
operation under your authority.

You should take immediate action to correct these violations. Failure to promptly correct
these deviations may result in legal sanctions provided by the law such u product seizure
and/or injunction, without fkther notice to you. Federal agencies are advised of the issuance
of all warning letters involving drugs so that they may take this information into account
when considering the award of contracts

You are requested to notify this office within fifteen (15) days of receipt of this letter of all
steps you have taken, or intend to take, to correct these violations. Your response should be
addressed to Barbara A. Wood, Compliance Officer, at the address noted in the letterhead.

cc: Mr. Richard C, Whirley
Area Manager
Respiratory HomeCare, Inc.
631 North Cobb Street
Milledgeville, Georgia 31061
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