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DearMr. Batailhx

During our September16-20, 1996, inspectionof yourCedex, France facility,our
investigatordeterminedthat your fm manufacturessterileelectrolysisneedles. This
product is definedas a deviceby section201(h)of the FederalFood, Drug, and Cosmetic
Act (the Act).

The above stated inspectionrevealedthat this device is adulteratedwithinthe meaningof
section 501(h) of the Act, in thatthe methodsused in, or tbe facilitiesor controlsused for
manufacturing,packing,storage, or installationare not in confmnance withthe Good
ManufacturingPractice(GMP)regulationfor medicaldevices,as specifiedin Title 21,
~ (CFR), Part 820. GtJrinvestigatorissueda formFDA483 to
you at the conclusionof the abovereferencedinspection,whichcites the foUowing
observations:

1. Failure to establishand impIententspecificationcontrol measuresto assure
that the designbasis for the deviceand packagingis correctlytranslated into
approvedspecifications,as requiredby 21 CFR 820.NO(a)(l). For
example,MicroMega, S.A. has not vaIidatedthe epiIationneedIe
packagingoperation.

2. Failure to establishand implementspecificationcontrolmeasuresto assure
that the design basis for packagingis eorrectiytrandated intoapproved
specifntions, as requiredby 21 CFR 820.130. l% example,the seals of
the electrolysisneedlebhers are not inspectedfor sd integrity,either
physicallyor vhudly, folJowingET(I sterilization.

This letter is not intendedto be an all-irwiusivelist of deficienciesat your facility. It is
your responsibilityto ensureadherenceto each requirementof the Act and regulations,
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The specificviolationsnotedin this letter andin the form FDA483 issuedat the closeout
of the inspectionmay be symptomaticof seriousunderlyingproblemsin your firm’s
manufacturingand qualityassurancesystems. Youare responsiblefor investigationand
determiningthe causesof the violationsidentifiedby the Food and Drug Administration.
If the causes are detertninedto be systemsproblems,you mustpromptlyinitiatepermanent
corrective actions.

Therefore, Federal agenciesare advisedof the issuanceof all WarningLetters about
devices so that they maytake this informationin to accountwhenconsideringthe award of
contracts. Additionally,no prmarkct submissionsfor devicesto whichthe (IMP
deficienciesare reasonablyrelatedwillbe cleareduntil the violationshave been corrected,

Pleasenotify this office in writingwithin15days of re~eiptof this letter, of the specific
steps you have takento correct the notedviolations,includingan explanationof each step
being taken to identifyand makecorrectionsto any underlyingsystemsnecessaryto assure
that similarviolationswill not recur. Anyand all documentationshowingplans for
correction, shouldbe includedwithyour responseto this Mter. If documentationis not in
English, please providean Englishtranslationto facilitateour review.

Your responseshouldbe sent to the attentionof Mr. SterlingD. Gary, Dental, ENT and
OphthalmicDevicesBranch,at the aboveGahherRoadaddress,

Sincerely,

Ij Director “
Officeof Compliance
Center for Devicesand

RadiologicalHealth
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