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. é DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
9200 Corporate Blvd.
Rockwville MD 20850

Mr, Wm. Dean Wallace SEP 2 0 2007
Sr. VP of Research & Development ‘
Clinical Innovations, LLC

747 West 4170 South

MURRAY UT 84123

Re: K061539
Trade Name: AccuCirc Circumcision clamp/cutter
Regulation Number: 21 CFR §884.4530
Regulation Name: Obstetric-gynecologie specialized manual instrument
Regulatory Class: 11
Product Code: HFX
Dated: August 30, 2007
Received: September 4, 2007

Dear Mr. Wallace:

We have reviewed your Section 510(k) premarket noiification of intent to market the device
referenced 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 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) that do not require approval of a premarket approval application (PMA). You may,
therefore, market the device, subject to the general controls provisions of the Act. The general
contrals provisions of the Act include requirements for annual registration, listing of devices, good
manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

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 898. In addition, FDA
may publish further announcements conceming your device in the Federal Register.
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Please be adwsed that FDA's issuance 0[ a substantial cquwalence de(ermination does not mean
‘{that FDA has made a determination that your device complies with other rcqmrements of (hc Act
~ orany Federal statutes-and. regulations’ administered by other Federal agencies. You. must -

comply with all the Act’s requirements, including, but not limited to: registration and listing (21
'CFR Part 807); labeling (21 CFR Parl 801); good manufacturing practice requirements as set
Aorth in the quality systems (QS) regulation (21 CFR Part §20); and if applicable, the clcctromc

product radiation conf_rol provlsmns (Sccltons 531-542 of the Act); 21 CFR 1000-1.050. ‘

“This letter will allow you la begm marketing your device as descnibed i in your Section 510(k) |
'premarket notification. The FDA finding of substantial equivalence of your device to a legally
- marketed: predlcate device results ina classification for your device and thus pernuts your dcwcc

to procced to the ma.rkcl . ' ' /

I you desnrc spcc:f' c advlce for your dcvlce on our labeling regulation (21 CFR Part 801), please
contact the Office of Compllance at one of the follawing numbers, based on the tegulation

number at the top of this letter:

%

21 CFR 8§76.x%%  {Gastroenterology/Renal/Urology ~ 240-276-01 li'S

21 CFR..'884.xxx . (Obstclncs/Gyncculogy) : 240-276-0115
21 CFR 894.xxx (Radlolom') o - 240-276-0120°
Other a g S : 2;40927'6-0‘100.

Also, please note the rcgulatlon entitled, "Mlsbrandmg by reférence to premarket notlﬁcatum
(21CFR Pait 807.97). You may obtain other general information on your responsibilities under
the Act from the Division-of Small Manufacturers Intemnational and Consumer Assistance at-its -

' 'toII free number (800) 618-2041 or-(240) 276-3150
- orat its Intemcl address http Jiwwwfda, szov/cdrh/mduslrv/suuporljmdct Iitml.

'Smcerely yours-

; Nanc:y C. Brogdon
Director, Division.of Reprod'u‘ctive,
Abdominal, and Radiological Devices

. O[ﬁce of Device Evaluation’
" Center for Devices and Radtologlcal Hcalth o

Enclosure



Indications for Use

510(k) Number (if known): K061539

Device Name: AccuCirc Circumeision clamp/cutter

Indications for Use:

This device is used to grasp, crush and cut the penile foreskin on full term, newborn (up
to 10 days) male infants.

Qver-The-Counter Use

Prescription Use \/
AND/OR 51 CFR 801 Subpart C)

(Part 21 CFR 801 Subpart D)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(D!ViSllﬁ Sign-0fs)

Division of Reproducti
tive, ;
Radiological Dayjpeg &, Abdominal ang

5.1000 Number K o~ (/4 39

Page 1 of 1



