
DEPARTMENT OF HF,ALTH & IiIJMAN SERVICES Public Health Scrviw 

Mr. Thomas J. Zinnanti 
President and CEO 
Thomas Medical, Inc. 
4 100-C Nine McFarland Drive 
ALPHARETTA GA 30004 

Food and Drug Administration 
9200 Corporate 8oulevard 
Rockville MD 2085.0 

Re: KO22593 
Trade/Device Name: Thomas Medical Electrodes 
Regulation Number: 2 1 CFR 884.4 120 
Regulation Name: Gynecologic electrocautery 

Regulatory Class: I1 
1’roduct Code: 85 HGI 

ItecciLed: August 5. 2002 

and accessories 

Dated: Ju ly  30. 2002 

I)car MI-. Zinnanti: 
\Ye have re\! iewed youi- Section 5 1 O(k) preniarket notification of intent to market the device 
refereliced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
conimerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices tha t  Iiave been reclassified in accordance with the provisions of the Federal Food, Ilrug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (Ph4A). 
You may, therefore, market the device, subject to the geiieral controls provisions of the Act. Tlic 
geiieral cont.:oIs provisions of the Act include requirernents for annual registration, listing of 
devices, good iiianufacturirig practice, labeling. and proliibitioris against tiiisliraiiditig and 
:id I I  I t  el-a t io 11. 

If‘youi device is classified (see a b o ~ ~ )  in to  either class 11 (Special Controls) or class 111 (Ph4A), 
i t  may be suliject to additional controls. Existing inajoI regulations affecting your device can be 
found in the Code of Federal Ikgulations, ‘fitle 2 1, Parts 800 to S98. I n  addition, FDA may 
publisli furdicr iiiinoiiiceiiieIits concerning your device i n  the Federal Register. 



This letter will allow you to begin marketing your device as described in your 5 1 O(k) premarket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus, permits your device to 
proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part Sol),  please 
contact the Office of Compliance at one of the following numbers, based on the regulation 
number at the top of this letter: 

8xx. 1 xxx (301) 594-4591 
876.2xxx, 3xxx, ~ X X X ,  Sxxx (30 1) 594-46 16 
884.2xxx, 3xxx, ~ X X X ,  Sxxx, 6xxx (301) 594-4616 
892.2xxx, 3xxx, 4xxx, sxxx (301) 594-4654 
Other (301) 594-4692 

Additionally, for questions on the promotion and advertising of your device, please contact the 
Office of Compliance at (30 1) 594-4639. Also, please note the regulation entitled, "Misbranding 
by reference to premarket notification" (2 1 CFR Part 807.97). Other general information on 
your responsibilities under the Act may be obtained from the Division of Small Manufacturers, 
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 
or at its Internet address http:ll~ww.fda.gov/cdrh/dsnia/dsmamain.litml. 

Sincerely yours, 

Director, Division of Reproductive, 

Office of Device Evaluation 
Center for Devices and Radiological Health 

Abdominal, and Radiological Devices 

Enclosure 



Section #4 lndlcations for use 

51 O( k) Number: Icozz543 (to be assigned) 

Device Name: Thomas Medical Electrodes 

intended Use: To be used for soft tissue cutting of the uterine cervix and 
coagulation, intraepithelial neoplasia, condylomata 
acuminata, and miscellaneous lesions; polyps, molluscum 
contagiosum, nevi, seborrheic keratoais, achricordon, etc. 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription use OR Over-the-counter use 
(Per CFR 801.109) 
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