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Cameron J. Ford cc, President
rSurgical Techno o~j~Laboratories, Inc.

1588 E. 40(11Street, Suite lC
Cleveland, ohio 44103

Dear Mr. Forciyce:

During a recent inspection of your firm located at the above address by the Food and
Drug Administration (FDA) our Investigator determined that your firm manufactures
impl:lntable Nasal, Chin, anclMalar Prostheses. These imp!antable protheses are de.+ices
as defined by Section 201(h.)of the Fecleral Food, Drug, and Cosmetic Act (the Act). The
Inspection revealed that your devices are adulterated }vithin the meanin of SecticmF501(h) or the Act in that, the methods used in, or the facilities or contro s used for
manufacturing,

{
ackaging, storage, or installation are not in conformance with the Good

Manufacturing ractice Regulations (GMP) for Medical Devices specified in Title 21,
co~c ofl~ederal Redations (CFR), Part 820, as follows:

Failure to valickte the final cleaning procedure for the following devices: the Surgiform
Nasal Prosthesis, the Sur iform Chm Prosthesis, and the Sur iform Malar Prosthesis.

F iThe instructions for the lnal cleaning of the devices before t ey are sterilized are
contained in the product inserts for the devices.

Failure to validate the sterilization process for the following devices: the Surgiform
Nasal Prosthesis, the Sur~iform Chin Prosthesis , and the Surgiform Malar Prosthesis.
l-he instructions for sterilizing the devices are contained in the product inserts for the
‘1~evices.

‘[”hisIettcr is not intended to bean all-inclusive list of deficiencies at your facility. It is
~our responsibility to assure adherence to each requirement of the Act and regulations,
I-hes ccific violations noted in this letter and in the FDA 483 issued at the closeout of

I?[he F A inspection ma
{

be symptomatic of serious underlying problems in your firm’s
manufactl]rin and qua it

P { b
assurance systems. You arc res onslble for investigating and

dctcrn~il~i~~gt M causes o the violations identified by the F A. If the causes are
c!ctcrmincclto be systems problcnls, you must promptly initiate permanent corrective
actions.
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Federal agencies are advised of the issuance of all Warning Letters about devices so that
they may take this information into account when considering the award of contracts.
Additionally, no premarket submissions for devices to which the GMP deficiencies are
reasonabl related will be cleared until the violations have been corrected. Also, no

/’requests or Certificates for Products for Export will be approved until the violations
related to the subject devices have been corrected.

You should take prompt action to correct these deviations. Failure to prom tly correct
these cleviations may result in regulator

$
faction being initiated by The FOO and Drug

Administration ~vithout further notice. ossible actions include, but are not limited to,
seizure, injunction, and/or civil penalties.

Please noti~ this office in writing within fifteen (15) workin days of rec~ipt of this
iletter, of the s ecific steps you have taken to correct the note wol?tlons, l~cludmg an

esplanatioll 0Feach step being taken to prevent the recurrence of slmllar violations. If
corrective action cannot be completed within fifteen (15) working days, state the reason
for the delay and the time ~vithinwhich the corrections will be completed.

Your res onse to this Warning Letter should be sent to Evelyn D. Forney, Compliance
Fofficer, “oociand Drug Aclministration, 1141 Central Parkway, Cincinnati, Ohio 45202.

Sincerely,

J“‘- District Director
Cincinnati District


