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Trade Name: Tumnark® Professional / MRI Tumark® Professional

Common Name: Tissue Site Marking System

Classification Name: Radiographic Implantable Marker, 21 C.F.R. 878.4300

Regulatory Class: it

Product Code: NEU

Device Description: The Tumnark® Professional and MRI Tumark® Professional are

sterile, single use, preloaded tissue site marking systems

consisting of a non-absorbable nickel-titanium marker, an

introducer cannula and a plastic handheld applier with

deployment mechanism. The Tumark® Professional is not
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indicated to be used in Magnetic Resonance Imaging (MRI)

procedures. The MRI Tumark® Professional is MR1 Safe and

indicated to be used during MR] procedures. The introducer

eannula which will be available in stainless steel (Turnark®

Professional) or cobalt-chrome alloy (MRI Tumark®D

Professional) for use with magnetic resonance imaging

techniques is designed with 1 cm depth marks, a beveled tip

and an ultrasound enhancement on the distal end. The

cannulas will be available in different lengths. The handle is

equipped with a slide-button which allows for a one handed

placement. A safety catch system prevents the slide-button

from inadvertently moving forward and therefore prevents a

premature deployment of the marker. The Tumark®

Professional will be available with a U-shaped or X-shaped

marker. The N4RI Tumark® Professional will only be available

with a U-shaped marker.

Intended Use: The Tumark® Professional and MR1 Tumark® Professional

are intended to attach a marker to soft tissue at the surgical site

during an open or a percutaneous procedure.

The devices are indicated for use to radiographically and

radiologically mark the surgical location in breasts following

an open or percutaneous procedure. Only the MRI Tumark®

Professional is indicated to be used in Magnetic Resonance

Imaging (MMf) procedures.
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Substantial The Tumark®D Professional and MRI Tumark® Professional are

Equivalence: substantial equivalent to the Tumark® Professional, also

manufactured by Somatex Medical Technologies GmnbH-, that

has been cleared by FDA on March 19, 2008 (K073095), the

ClipLoc Soft Tissue marker, manufactured by MRJ Devices

Corporation (K033447) and the UltraClip Tissue Marker,

manufactured by Inrad Inc. The Tumark® Professional and

MRI Tumark® Professional and each of their predicate devices

are intended to attach a marker to soft tissue at the surgical site

during an open or a percutaneous procedure. All devices are

indicated for use to radiographically and radiologically mark

the surgical location in breasts following an open or

percutaneous procedure.

In addition, both the proposed devices and the predicate

devices are identical or similar in technology, design and

material. In particular, the proposed devices and the predicate

devices consist of the same primary components and the

component materials of the proposed devices and the predicate

devices are substantially equivalent. Furthermore,

biocompatibility, sterility and packaging testing of the

proposed devices demonstrate the safety and effectiveness of

the system.
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Based on the same intended use and the similiarities in

technology, design and materials the Tumark(~ Professional

and MRI Tumark6 Professional are substantially equivalent to

their predicate devices. The minor technological differences

between the proposed devices and the predicate devices do not

raise new questions of safety and effectiveness.

Date Prepared: January 18, 2010
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug.Administration
10903 New Hampshire Avenue
Document Control Room -W066-G609

FEB 1 ' 2010 Silver Spring, MD 20993-0002

Somatex Medical Technologies, GmbH
% Ms. Susanne Raab
1480 Cambridge Street
Cambridge Massachusetts 02139

Re: K093064
Trade/Device Name: Tumnarke Professional/MMI Tumark® Professional
Regulation Number: 21 CFR 878.4300
Regulation Name: Implantable clip
Regulatory Class: 1I
Product Code: NEU
Dated: January 20, 201 0
Received: January 25, 201 0

Dear Ms. Raab:

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: CDRH? does not evaluate information related to contract liability
warrant ie s.-We-rerni n-d y-u,-however, -ta-deicI41igjtste ad -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 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
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set



Page 2 - Ms. Susanne Raab

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 2 1 CER 1000-1050.
If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to htP/wv~,IotD/eiesffcsCR/D~~iie/i II 15809.hutm for
the Center for Devices and Radiological Health's (CDRI-1's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to prernarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (2 1
CFR Part 803), please go to
http://wwvw.fdaugov/MediealDevices/SafeIt/Repor-taPr-oblem/del,,ult~htmi for the CDRH's Office
of Surveillance and Biomietrics/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-firee number
(800) 638-2041 or (301) 796-71 00 or at its Internet address
http://w w.fda.g ov/MedicalDexvices,/Resoiurcesforyou/Industry/default~htm

Sincerel y

MarkN Melkerson

Director
Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indication for Use

5 10(k) Number (if known): _____

Device Name: TwUnark®k Professional / MRI Tumark® Proftssional

Indications for Use:

The Tumark®D Professional and MRI Turnark®D Professional are intended to attach

a marker to soft tissue at the surgical site during an open or a percutaneous

procedure.

The devices are indicated for usc to radiographically and radtiologically mark the

surgical location in breasts following an open or percutaneouIs procedure. Only the

MRI Tumark® Professional is indicated to be used in Magnetic Resonance

Imaging (MRI) procedures.

Prescription Use __X__ AN/R Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

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

Concurrence of CDR-H, Office of Device Evaluation (ODE)

bC2 Ko &
(Division Sign-Oft)
Division of Surgical, Orthpedic,
and Restorative Devices
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