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510(k) SUMMARY
FMwand Ferromagnetic Surgical System

Date of Summary: March 6, 2013

General Provisions
510(k) Owner's Name: Domain Surgical, Inc.
Address: 1370 South 2100 East

Salt Lake City, Utah 84108
Contact Person: Curtis Jensen, Vice President of Quality and Regulatory Affairs
Phone Number: (801) 924-4958
Fax Number: (801) 924-4951
Classification Name: Electrosurgical cutting and coagulation device and accessories (21 CFR

§878.4400, Product Code GEl, HG!)
Proprietary Name: FMwand Ferromagnetic Surgical System
Common Name: Electrosurgical cutting and coagulation device and accessories

Name of Predicate Device(s)
* Domain Surgical System, (Product Code GEl, HGI) 510(k) #K1 21881

Device Description
The FMwand Ferromagnetic Surgical System is a soft tissue cutting and coagulation device that
consists of the FMwand Generator that is electrically connected to the sterile, single-use FMwand
Handpiece by the FMwand Power Module (a resterilizable, reusable accessory cable) and a
single-use, sterile air line. Like the predicate device, the handpiece includes actuation buttons
that can be used to activate the handpiece tip. Also like the predicate device, an optional
footpedal can be used to activate the handpiece. The connectors at both ends of the FMwand
Power Module are designed to fit only the FMwand Generator and FMwand sterile, disposable
accessories. The FMwand Power Module is provided non-sterile. It is intended to be cleaned and
sterilized prior to the initial use and before each subsequent reuse.

Technological Comparison
Both the FMwand Ferromagnetic Surgical System and the Domain Surgical System employ
ferromagnetic induction to generate heat in the handpiece tip for the purpose of cutting and
coagulation of soft tissue. Both devices offer active cooling of the handpiece by circulating air
through the handpiece and air line.
The FMwand Ferromagnetic Surgical System handpiece consists of a disposable, single-patient
use portion (the FMwand Handpiece) and a reusable, user-resterilizable connection cable
(FMwand Power Module), whereas the Domain Surgical System Handpiece is a one piece
disposable accessory.
The FMwand Ferromagnetic Surgical System differs from the predicate device in that it offers a
second button on the handpiece as well as a second footpedal to allow the ability to quickly
switch two user-selected power levels when desired.
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Safety and Biocompatibility Summary g4o4
The patient contacting materials used in the FMwand Reusable Power Module were chosen for
their biocompatibility, function and suitability for the intended use of this device. All necessary
biocompatibility testing of applicable parts of the system was successfully completed by
accredited independent testing laboratories according to ISO 10993-1 and 51 0(k) Memorandum
G95-1.
It was also tested by an accredited independent testing laboratory to assure that it complies with
the applicable electrical safety standards for medical electrosurgical devices, including the
applicable sections of lEG 60601-1, lEG 60601-1-1, lEG 60601-1-2, and lEG 60601-2-2.

Conclusion
The FMwand Ferromagnetic Surgical System is substantially equivalent to the Domain Surgical
System (51 0(k)# K1 21881). The intended use of the FMwand Ferromagnetic Surgical System is
the same as the predicate device. The FMwand Ferromagnetic Surgical System differs from the
predicate device;- however the differences do not raise different types of questions of safety and
effectiveness. The information presented in this premarket submission, including the bench
testing, demonstrates that the FMwand Ferromagnetic Surgical System is as safe and effective
as the predicate device for its intended use and functions as well as or better than the predicate
device.
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*DEPARTMENT OF HEALTH & HUMAN SERVICES Public HW'lt Seiice

SI1 4 Food and Drug Admijion

January 3, 2014

DQMAIN~h Surgical
Curtis Jensen
Vice President of Quality and Regulatory Affairs
1370 South 2100 East
Salt Lake City, UT 84108

Re: K130606
Trade/Device Name: FMwand Ferromagnetic Surgical System
Regulation Number: 21 CFR§ 884.4120
Regulation Name: Gynecologic electmocautery and accessories
Regulatory Class: 11
Product Code: HGI
Dated: December 3, 2013
Received: December 4, 2013

Dear Curtis Jensen,

We have reviewed your Section 5 10(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 Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

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 2 1, Parts 800 to 898. In addition, FDA may

-publish fuirther 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.
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You must comply with all the Act's requirements, including, but not limited to: registration and
listing (21 CFR Part 807); labeling (21 CER Part 801); medical device reporting (reporting of
medical device-related adverse events) (21 CER 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/CDRHCDRH-Offices/ucm Ii 5809.btm far
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" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
htto)://www.fda.gov[MedicalDevices/Safetv/ReportaProblem/default.htm 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) 63 8-2041 or (301) 796-7100 or at its Internet address
htn://www.fda.gov/MedircalDevices/ResourcesforYou/industv/default.htm.

Sincerely yours.

Benjav~~r-

Benjamin R. Fisher, Ph.D.
Director
Division of Reproductive, Gastro-Renal,
and Urolagical Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



Indications for Use

51 0(k) Number (if known): K 130606

Device Name: FMwand Ferromagnetic Surgical System

Indications for Use: The FIVwand Ferromagnetic Surgical System is indicated for cuffing and coagulation
of soft tissue during surgical procedures, including Gynecologic procedures (open, transabdominal only).

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)

BenjaminR; Fishe-r-S
2014.01.03-13119:31 -05'00'
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