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Dadow T. Madge
Owmcr
Allied Medical Assoaatcs
2338 Commerce Boulevard
Mound, Mimesota 55364

Dear Mr. Madge:

During an inspection of your firm located in Moun&

Iicfcrto MIN97-21

MN, on December 12,
1996, our investigator determined that your fixm is an own-labeldistributor of a
sterile disposable plastic drape. St@k disposableplastic drapesare medical
devices m-dcfinedby Section 201(h) of the FederalFOOLDrug, and Cosmetic Act
(the

The

Act).

above-stated inspection revealedthat these devices are adulteratedwithin the
meaning of Section 501(h) of the Act in that the me~wis used in, or the faalities
or cont;ols used for manufacturing, packing,storage, or installationarc not in
conformance with Cument Good Manufacturing Practice (CGMP) regulations for
Medical Devices
820, as follows:

speafied in Tkle 21, Q& of Frd~ ‘(CFR), Part

1. Failure to maintain a device master record includhg spe~fi~~ons for the
device, production process, quality assuranceprouca~es, ~d pa&aging and—
labeling- (21 CFR P= 820. 181).
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2.

3.

4.

FaihKc to have a sterilhtion validation rccor& Your contract sterilizer,
,hadnorccords .

demonstrating that stcriliy validation was ever pcrfomwd foryourproduct
[21 CFR Part 820.100 (a)(l)]. Further, your product is misbranded within
the meaning of Section 502(a) of the Act in that it is not acmpt under21
CFR Part801. 1SO(C)because it does not meet the requirements that
sp+ the contents of a written agmmcnt between your &m and the
contract sterilizerthat must be in effect for this aanption to apply. An
uccmption wouldallowyou to manufacture and/orassemble, packageand
fully label a device as sterile at one establishment and then ship the dmicc
to a contract sterilizer for WcriIizatiom

Failure to have a complaint handling system fon written and oral
compkiints relative to the idcnti~, quali~, d~bili~, dabili~, SdW,
effectiveness, or performance of a cW=, review, evaluation, and
investigation into the possible failure of a device to meet its pcrfoxmance
specifications; and the recording of investigations (21 CFR Part 820.198).

Failure to maintain a device histoxy to demonstrate that the devices are
manufacturedin accordance with the device master record (21 CFR Part
820. 184).

Subsequent to the previous inspection of your operation on December 1S, 1994,
you were issued an FDA483 ding the lack of a devicemaster record and the lack
of validation for your stcrilhtion process. The current inspection found that you
have not taken action to comcct these dcfiacnacs.

~s letter is not intended to be an W-indwive list of deficiencies at your faality.
& owner, the most r=ponsible individti at Allied Medical Associates, k is
~timatcly your rcsponsibili~ to ensure that devicesmanufactured for your faality
in Mound, MN, arc in compliance with each requirementof the Act and
regulations.

~c spcafic violations noted in this letter and in the FDA-483 issued at the
closeout of the inspection maybe symptomatic of serious underlying problems in
your firm’s manufacturing and quality assurance systems. You are responsible for
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investigating ar.d determining the causes of the violations idcntifkd by the FDA
If the causes are determinedto be systems problems,you must promptlyinitiate .
permanentcomctive actions.

FederalAgencies arc advisedof the issuance of all Warning Letters about devices
so that they may take this information into account when consideringthe award
of contracw Additionally, no pending applications for prc-market approval
(PMAs) or =pon approval req- will IX approved and no prc-market
notifications [Section 510(k)] will be found to be substantially equivalent for
products manufactured for your facility until the violations have been corrcctecL

You should take prompt action to correct these violations. Failure to correct these
violations may result in regulato~ action being initiated by the Food and Drug
Administration without further notice. These actions include, but arc not limited
to, sazure, injunction and/or avil penalties.

We request that you noti& this office in writing within 15 working* of your
receipt of this letter of the specific steps you have taken to comcct the noted
violations, including an aplanation of each step being taken tQ idcnt@ and make
comections to any underlying~tcm problemsneccssaxyto ensure that similar
violations will not ream If the corrcmions cannot be completed within 15 &ys,
state the reason for the delay and the time Witin whidI the comections will be
completed. ●

Your reply should be directed to COmplianCc Offic= Howard E. Manrcsa at the
address indicated on the ktterhca~ Mr. Manresa maybe reached at (612)334-
4100 ext. 156.

Sincerely yours,

/’John Feldman
Director
Minneap s District

HHvl/ccl

Enclosures: FDA-483


