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Dear Mr. Francisco:

Durine an lnenpctlnn of vour firm ]nr‘afprl at the Ql‘\nvp nr‘lr‘rf-see on Annnet 11-1 Q 1997 our
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Investmator ‘determined that your firm manufactures Precision Electrometer/Dosemeters . They
are devices as defined by Section 201(h) of the Federal Food, Drug and Cosmetic Act (the Act).
The Inspection revealed that your devices are adulterated in that the methods used in, or the
taculues or controls used for manufacturing, packaging, storage, or installation are not in
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specified in Title 21, Code of Federal Reg J_la__mng
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I ing system. Althoughthe
ed by your firm aliows mput trom 1 depart ments, there is no
ce service records are reviewed and evaluated for pmentiai
inclusion 1n tbe com lmnf hanr" ing system.
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For example, on April 1996 an internal “Victoreen, Inc. Complaint Report” was
logged into your complaint system to describe a hlgh rate of devices that were
returned for serv1ce and found by your firm to exhibit cracked resistor networks.
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Precision Electormeter\Dosemeters to display incorrect readings when exposed to
radiation. There is no documentation that each of these returned devices was
investigated as a complaint.
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resistor network in E r\Dosemeters, devices returned to your firm
for corrective action -ut of ad the resistor network replaced with a more

durable component, but there was no examination of the replaced resistor networks to
determine if they were cracked.

int which onened aon ODetaher 20 1904 cancarned a hich percentage nf LV |
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rometer/Dosemeters returned for service because of front end “blnw outs”.

—of @repairs done between i to QP were to replace the FET and FET
protector | because of front end blow out. There is no documentation that any of the
individual service repair incidents were investigated as complaints.
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were no records of failure investigations for the Model 530
ectrometer/Dosemeters that were returned for service because
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Failure to validate quality assurance tests.

A1 AN Mt Qal
OUCL OOV L dllDIdLUOUIl DCi
1 530 and Model 5

a
VYV AIV ML VAIGROS VA iVAUNAVL UV Gaa

At

3
3
-3
]
A
J
2
>
=%
)

A C

to customers Aodel 530SI Precision
Electrometer/Dosemeters as part of the corrective action the customers could take to
determine whether the resistor network is cracked in their Electrometer/Dosemeter. This

test procedure was never validated.
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r under Section 519 and the Medical Device eporting ZM R) Re g ul: tlon 21 CFR

Failure to report within 30 days of becoming aware of information that reasonably
suggests that your dev1ce malfunctloned and would be likely to cause or

contribute to a death or serious in Ul'y if the malfunction were to recur, as

required by 21 CFR § 803.50(a)(2). For example, a reportable malfuncti

your firm bec ame aware of in Apnl
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Failure to establish and maintain MDR event files which include all

documentation of the deliberations and decision- makmg rocesses used to
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aetermine if a aevice-reiated aeatn, serious in ul{ Of maiiunction was or was not
reportable. as requi ired bv 21 CFR 8 f03.18(hY(1 fl\ For examnle. there is no
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documentation of the deliberation conducted in Aprll 1996, to determine whether
the failure of the resistor network that could allow the Model 530 to display
incorrect readings represented an event which must be reported to the FDA.
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lity to assure 2 ch r and regulations.
violations noted in this letter and in he FDA 483 1ssued at the closeout ofthe FDA 1nspect10n
may be symptomatic of serious. underlymg problems in your firm's manufacturing and quality
assurance systems. You are responsibie for investigating and determlnmg the causes of the
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violations identified by the FDA. If the causes are determined to be systems problems you must
promptly initiate permanent corrective actions.

Federal agencies are advised of the issuance of all warning letters about devices so that they may

take this mtormatlon 1% 0 account when considering th’?‘ ard of contracts. Additionally, no
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premarket SuoinissSions 101 Gev h the GMP deficiencies are reaso nably related will
cleared until the violations hav r
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ed until the v ions have been corrected. Also

ave bee ected. Also, no requests fo
For Export will be approved until the violations related to
corrected.
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You should take prompt a ction to correct these deviations. Failure to promptly correct these
deviations may result in regulatory action being initiated by The Food and Drug Administration

without further notice. Pos51ble actions include, but are not limited to, seizure, injunction, and/or
civil penalties.
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We a{\]{nn\xﬂpdgp that youl have submitted to this
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observations noted on the form FDA 483. We have reviewed your firm’s letter of response to
the investigator’s observations and have concluded that it is inadequate. Detailed comments on
your response are in an FDA letter to Ms. Linda S. Nash, Director, Regulatory Affairs & Q.A

A" 1CIOI‘CCH Inc.. A copy of our letter to Ms. Nash is enclosed.

ase notifv this office in wrlhno within fifteen (l ﬁ\ working davs of receint of this letter. of the
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specific steps you have taken to correct the noted v1olat10ns including an explanation of each
step being taken to prevent the recurrence of similar violations. If corrective action cannot be
completed within fifteen (15) workmg days state the reason for the delay and the time within
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Your response should be sent to Evelyn D. Forney, Compliance Officer, Food and D
Administration, 1141 Central Parkway, Cincinnati, Ohio 45202.

Enclosure




