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Device Name

Trade Name: BioniarO Fiducial Marker

Common Name: Fiducial Marker

Classification Name: Accelerator, Linear. Medical (21 CFR 892.5050. lYE)

Predicate Device

BiomarC Fidc[ial Marker (Kl 10772)
BiomarC Gold Fidu[cial Marker (K 130678)

Indication for Use

The BiomarC FiduIcial Markers are intended to be implanted into the body to accurately visualize
and constitute the reference framne lbr stereOtactic radiosurgery and radliotherapy target
localization.

Device Description

The BiomarC Fiducial Marker is a sterile. pyrog-en free, single patient use, carbon/metallic
composite discrete marker that is visible on standard radiographs and Magnetic Resonance
Imag-ing (MRI). The m~arker can be delivered with the preloaded delivery, device systemn or
through commercially available, compatible needles chosen by the user.

Technological Characteristics and Performance

The technological characteristics are equivalent to the predicate devices. A Failure Modes and
Effects Analysis (FMEA) was performed in order to assess the risks associated with the
modifications introduced. A biocompatibility. MR safety / compatibility and sterilization and
packaging / shelf lile adoption evaluation confirmed that the modified device. BiomarC FiduIcial
Marker. was substantially equivalent to the predicate devices.
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Dear Mr. Adams:

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

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (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 Reaister.

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
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.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact 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
htti):H/www.fda.gov/MedicalDevices/Resourcesf'orYoti/Industrv ,/default him. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CER Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://),ww.fda.gov/MedicalDevices/Safctv /ReportaProblem/defatilt.htm for the CDRH's Office
of Surveillance and B iometrics/Di vision 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 (301) 796-7100 or at its Internet address
httD)://www.t'da.ilov/MedicalDevices/ResotircestborYou/industrv/(ielhiult.litin.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



5 1 0(k) Number (if known)
K 132064

Device Name
BiomaiC Fiducial Marker

Indications for Use (Descflbo)

The BiomarC Fiducial Markers are intended to be implanted into the body to accurately visualize and constitute the reference frame

for stereotactic radiosurgery and radiotherapy target localization.

Type of Use (Select one or both, as applicable)

ED Prescription Use (Part 21 CER 801 Subpart 0) ElOver-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS UNE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)
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This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to avemage 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhagov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number'
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