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K97+4138
510(k) Summary
As Required by 21 section 807.92 (¢)

1-Submitter Name: A & A Medical, Inc.

2-Address: 4100 Nine McFarland Drive, suite B
Alpharetta, GA 30004

3-Phone: (770) 343- 8400

4-Fax: (770) 343- 8985

5-Contact Person: Jihad Mansour

6-Date summary prepared: October 31%, 1997

7-Device Trade or Proprietary Name: Rocket Electrode

8-Device Common or usual name: Electrode (Blade, Ball, Needle, Square and Loop)

9-Device Classification Name:  Gynecologic electrocautery and accessories
10-Substantial Equivalency is claimed against the following devices:

*Electrodes (Blade, Ball, Needle, Square and Loop) from AARON MEDICAL
INDUSTRIES

11-Description of the Device:

This group of electrodes consists basically of a metal shaft partly insulated with two
extensions connected by means of a metal wire (square and loop types). Or in case of the
other types, it may be connected by blade, ball or needle. All the electrodes are supplied
with different sizes

12-Intended use of the device: (ALSO PRINTED SEPARATELY ON FDA FORM)

Each Rocket Electrode is to be used as a gynecologic electrocautery device for tissue

excision.

It is designed to destroy tissue with high temperatures by tissue contact with an electrically
heated probe. This is to excise cervical lesions, perform biopsies, or treat chronic cervititis
under direct visual observation
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13-Safety and Effectiveness of the device: p . (}1 ]

Rocket Electrode is as safe and effective as the other predicate devices cited above.
This is better expressed in the tabulated comparison ( Paragraph 14 below )

14-Summary comparing technological characteristics with other predicate devices:

Please find below a tabulated comparison supporting that Rocket Electrode is substantially
equivalent to other medical devices in commercial distribution. Also, Equivalency
overview chart path is attached

P.S Abbreviations used below: E=Equivalent, S=Similar, D =Different, N/A= Not Applicable,
DES=Description available, N/I=No Information available, 510¢k) Sum—510(k)Summary avai lable,
510¢k) =510(k) available, web=fda web printout enclosed

TECHNOLOGICAL CHARACTERISTICS

c 2]

o 8

= >

© olS

oS Ols
2|8 ol

£lo =4

3|2 ] b

C% EE

8'5$C 2 Llg

Sslelsls > 2| =1 2| , Bl £ 22
o= (= ool g2 - Ea R
a|elol2 ol |E|9|&[%|8|cll|-| e8]
QlEiL5 3 o] hd s8Izl el Sl
I c Slal? w2130 (%] w
2(Eiolel [glel ~EE|8|E SIE1518I8|5l o
u.._._:;_._.c.gh._.em._EC>~gmw.9 =
UNQJU,LOEQ_:EOCUErws_U‘-Em
B E AR EEEEEEEEEE R R ER
B E B HEHE R EEEEEH SR EE
u.<_E+—_o__§_g_lme§_‘o TlualS{=lmluili-lo
X

8lo

c)‘_

Electrodes (Blade, Ball, Needle, Square g_‘g E|EIE|{E|E|EJEIE|S|EJE|E]|E|E]E]E E%

ol

B

|_& Looo) from Aaron Medical Industries

Page 2 of 3



| ‘Blue Book Memo Page 12

FEG74 13
ATTACHMENT 1 P
£y c’] /

510(k) “Substantial Equivalence”
laki rocess (Overview)

NG wnot Substa

Dete

Yes

insufficient No

Renuire Information -
Intarmation

* 810¢%) Submissions Compare New Devices to Markeled Devices. FDA Requesis additional Infor
if the Relationship Between Riarketed and “Predicate” (Pre-Amendments of
Reclassifled Post-Amendments) Device iz Unclear.
°* This Declslon Ts Mormally Based on Desceiptive Information Alone, But Limited Testing nform:
i Somelimes Required. -
cre Data May Be in the S10k), Qther $108e, The Center's Classification Files, or the Literzture.

A more Detailed version is alse available in pdf version or found directly below.

End of Summary
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_‘/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JAN 30 1938

Jihad Mansour Re: K974138

A & A Medical, Inc. Rocket Electrode (Gynecological
4100 Nine McFarland Drive Electrocautery and accessories)
Suite B Dated: October 31, 1997
Alpharetta, GA 30004 Received: November 3, 1997

Regulatory Class: I
21 CFR 884.4120/Procode: 85 HGI

Dear Mr. Mansour;

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we have determined the

device is substantially equivalent (for the indications for use stated in the enclosure) to devices marketed in interstate commerce

prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that have been reclassified in

accordance with the provisions-of-the Federal Food, Drug,-and Cosmetic Act {(Act).” You may; therefore, market the device, subject —
to the general controls provisions of the Act. The general controls provisions of the Act include requirements for annual

registration, listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and adulferation.”

If your device is classified (see above) into either class II (Special Controls) or class III (Premarket Approval), it may be subject to
such additional controls. Existing major regulations affecting your device can be found in the Code of Federal Regulations, Title
21, Parts 800 to 895. A substantially equivalent determination assumes compliance with the Current Good Manufacturing Practice
requirement, as set forth in the Quality System Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and
that, through periodic QS inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to comply
with the GMP regulation may result in regulatory action. In addition, FDA may publish further announcements concerning your

- device in the Federal Register. Please note: this response to your premarket notification submission does not affect any obligation

you might have under sections 531 through 542 of the Act for devices under the Electronic Product Radiation Control provisions, or
other Federal laws or regulations.

This letter wili allow you to begin marketing your device as described in your 510(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 801 and additionally 809.10 for in vitro
diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21 CFR 807.97). Other general information on your responsibilities under
the Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free number (800) 638-2041 or

(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

Lillian Yin, Ph.D.

Director, Division of Reprodluctive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure



o~

1 1
Page of_

510(k) Number (if known}: K118
Rocket Electrode

Device Name:

Indications For Use:

Rocket Electrode is to be used as a gynecologic electrocautery device for tissue excision.

It is designed to destroy tissue with high temperatures by tissue contact with an electrically
heated probe. This is to excise cervical lesions, perform biopsies, or treat chronic cervititis
under direct visual observation

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

QA R ,JULW /
(Division Sign-Off)

Division of Reproductive, Abdommal ENT,
and Radiological Devices

510(k) Number ___|C G4 1387

Prescription Use OR Over-The-Counter Use

(Per 21 CFR 801.108)
(Optional Format 1-2-96)
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