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21 C.F.R. 878.4300

i1
NEU

No performance standards have been
established under Section 514 of the Food, Drug
and Cosmetic Act for Tissue Site Marking
Systems.
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Legally marketed (unmodified) device:

The predicate device is the TUMARK® Professional Tissue Site Marking System,
[K073095, March 19, 2008] and the TUMARK® Professional / MRI TUMARK®
Professional Tissue Site Marking System, [K093064, February 17, 2010}

Device Description (new devices):

The TUMARK® Flex is a sterile, single use, preloaded tissue site marking system
consisting of a non—absorbable Nitinol clip-marker, a guide wire or tube and a handle
with ejection mechanism. The guide wire is composed of a flexible tube, a distal ramp
made of surgical high-grade steel with an opening for releasing the clip marker and a
depth stopper with snap-in tip. The guide tube is composed of a tube section, a distal
ramp made of surgical steel with an opening for releasing the clip marker, and a marking
line, which shows the orientation of the ejection port for the clip marker. The handle is
provided with a slider by means of which the clip can be released. The clip marker is
situated in the distal ramp. TUMARK® Flex can be used together with, e.g. ultrasound
and stereotactic X-ray imaging procedures.

The TUMARK® Flex is not indicated to be used in Magnetic Resonance Tomography
(MRT). However, the clip marker placed in the patient can be exposed to a magnetic field
of up to 3.0 Tesla, for instance in follow-up examinations.

Indications for Use:

The TUMARK® Flex is intended for radiographically and radiologically percutaneous
marking of soft tissue, especially breast tissue, via a clip marker.

The TUMARK® Flex is not indicated to be used with magnetic resonance imaging
(MRI) techniques. '
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Comparison to cleared devices (Substantial Equivalehce):

The TUMARK® Flex is substantial equivalent to the TUMARK® Professional and MRI
TUMARK® Professional, also manufactured by Somatex® Medical Technologies GmbH
that have been cleared by FDA (K093064 and K073095). The TUMARK® Flex and
TUMARK® Professional and MRI TUMARK® Professional are intended to attach a
marker to soft tissue at the surgical site during a percutaneous procedure. All devices are
indicated for use to radiographically and radiologically mark the surgical location in
breasts following a 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 and/or standard
materials for invasive medical techniques. The minor technological differences between
the proposed device and the predicate devices raise no new questions of safety and
effectiveness.
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Dear Mr. Jung:

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 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
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (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 equivalerice determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
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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
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 hitp://www.fda.gov/AbouwtFDA/CentersOQffices/ CDRH/CDRHOf ices/uem | 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

hitp://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibi!ities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

htip://www. fda.gov/Medica[Devices/ResourcesforYou/lndustry/d'efault.htm.

Sincerely you
.
V) Jrzen
Mark N. Melkerson 0'/"
Director
Division of Surgical, Orthopedic
and Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications fdr Use

510(k) Number (if known):

Device Name;: TUMARK® Flex

Indications for Use:

The TUMARK® Flex is intended for radiographically and radiologically percutaneous marking
of soft tissue, especially breast tissue, via a clip marker.

The TUMARK® Flex is not indicated to be used with magnetic resonance imaging (MRI}
techniques. -

Over-The-Counter Use NO
(21 CFR 801 Subpart C)

Prescription Use YES

(Part 21 CFR 801 Subpart D) AND/OR

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
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ivision Sign-Oh)
Division of Surgical, Ort opedic, '
and Restorative Devices
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