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.Cook Ob/Gyn
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[.: .... Spencer Indiana 47460
August26,2009

Device:
Trade Name: Cook® Fetal Membrrane-Manipulator

Proposed Classification:Name: Instrument, Manual Specialized, Obstetric-Gynecologic
21 CFR Part 884.4530
Class:11, KNA

PredicateDevices::

The Cook® Fetal Membrane manipulator is intended to be used as an adjunct to a cerclage needle for
replacement of fetal membranes and temrporary occlusion of the internal cervical os during cervical
cerclage. The device is used as an adjunct toa surgical needle such as the:Deklene® Needle/Suture
combination manufactured by Teleflex medical (needleis exempt, cervical needles are listed'with FDA).
The device:is also equivalent to the ZUM'IIMZinnanti Uterine manipulatormanufactured by CooperSurgical
(K941458).

Device Description:

The Cook® Fetal Membrane Manipulatoris used to atraumatically push and-position emerging fetal

membranes back through thecervical canal and into the Uterus to facilitate a successful Cervical cerclage
p .rocedure in orderjto prolon .pregnancyto a successful delivery. The Cook®:Fetal Membrane Manipulator
is intended to be used,:as' an adjunct to a cervical cerclage needle for replacement 'offetal membranesand
.temporary occlusion of the internal cervical os during cervical cerclage. The Cook® Fetal Membrane
Manipulator is a 12 French, 20-25 centimeter polycarbonate dual lumen catheterwith a silicone balloon.
The: balloon'cathetet'assembly includes a Check-Flo6adapter. The device is provided sterile~and intended
for one-time use.

Substantial Equivalence:

The Cook®:CerviCal Ripening Balloon'is comparable as an adjunct, with respectto intended use, to:the

Vpublished predicate device description and meets the requirementsfor 5.0(k) Substantial equivalence.

Test Data:

* B~~~~ocomnpaUbility, sterilitY ad performance testing:w~ereprformned i"n:a'ccOrda~nce !to' Food and'Drug
:ministrati:n:g uida'nce's !and rcognized' ntem-ationa :s tandatds. Testlng ireslts were well "Vitin the
acceptance criteria. Test ing: data and information is included in this submission.



4 ~--~ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room - W066-G609
Silver Spring, MD 20993-0002
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Re: K082939
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Regulation Number: 21 CFR §884.4530
Regulation Name: Instrument, Manual, Specialized Ob-Gyn
Regulatory Class: II
Product Code: KNA
Dated: August 24, 2009
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Dear Ms. Foote:

We have reviewed your Section 510(k) premarket notification 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 controls provisions of the Actinclude 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 (PMA),
it may be subject to 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 concerning your device in the Federal Register.

Please be advised that FDA's' issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any 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 Part 801); medical device reporting (reporting of medical
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device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda. gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucml 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to http://www.fda.gov/cdrh/mdr/ for the CDRH's Office of
Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under. the Act: from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda. gov/cdrh/industry/support/index.html.

Sin erely yours,

J M. Moms
t ng Director, Division of Reproductive,

dominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): K 08 2.9 39

Device Name: Cook® Fetal Membrane Manipulator

Indications for Use: The Cook® Fetal Membrane Manipulator is indicated as an adjunct to
a cerclage needle for replacement of fetal membranes and temporary
occlusion of the internal cervical os during cervical cerclage.

Prescription Use?__X_ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Oft)
Division of Reproductive, Abdominal,
and Radiological Device,/0

510(k) Number PV6 -


