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510(k) Summary

Company Name: SeaSpine, Inc.
2302 La Mirada Drive
Vista, CA 92081

Contact person: Dan Miller
e-mail: dmiller@seaspine.com
Phone: (760) 727-8399 Ext: 239, Fax: (760) 727-8809

Date prepared: June 13, 2011

Trade name: SeaSpine Moriopolar Probe System
(Trade name has not been finalized at this time)

Common name: Nerve Stimulator

Classification: Surgical Nerve Stimulator/locator
21 CFR 874.1820
Class 11

Product Code: ETN

2,,'CFfR807.92frft).(
Predicate Device: Manufacturer: Medtronic Xomed

Trade Name: Stimulus Dissection Instruments
Product Code: ETN
510(k): K014165

Manufacturer: Nuvasive
Trade Name: Nuvasive Neurovision JiB System
Product Code: ETN, GWF
510(k): K051718

2ThH ?O/, 92(aflo):
Device Description: The SeaSpine Monopolar Probes conduct electrical stimulation to nervous

tissue that may be present in close proximity of the surgical corridor to the
spine. This system is not comprised of a nerve stimulator or recorder; instead
it will use conventional stimulators found in the market. The SeaSpine
Monopolar Probes are insulated by a biocompatible PEEK
(polyetheretherketone) layer all around one or more conductive stainless
steel wire(s) with the exception of the distal and proximal ends. The distal
end contacts the target tissue and the prrndrnaln oncst sad4
intraoperativ -e ' euromonhtoringmonopoarstimulator) that offers triggered

electromyography (EMG) capability. Triggered EMG is a standard

intraoperative practice where motor nerves are stimulated and their
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SeaSpine Monopolar Probe System 510(k)

corresponding muscle group response is recorded, allowing for avoidance of
nervous tissue during surgical approach. The proximal connector design
meets the requirements of IEC 60601-1:1988 /A1:1991 /A2:1995 Clause
56.3(c) per 21 CFR 898.12.

intended use: The SeaSpine Monopolar Probe System is indicated for tissue dilation and

nervous tissue stimulation by means of electrical current to assess location

and identification of motor nerves (including spinal nerve roots) for nervous

tissue avoidance during a routine surgical approach to the spine.

2.?CFR8U72(c4(6):

Substantial Equivalence: The SeaSpine Monopolar Probe System has indications for use which are

substantially equivalent to those of the predicate devices and other legally
marketed devices. The SeaSpine Monopolar Probe system is manufactured

from similar or identical materals as the predicate devices. The design

features and function of the SeaSpine Monopolar Probe System are

substantially equivalent or the same to predicate devices and other legally
marketed devices, and the SeaSpine Monopolar Probe System does not raise

any new safety or effectiveness issues.
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SeaSpine Monopolar Probe System 510(k)K.ALL.

El... ectrical Conduit Electrical Conduit Electrical Conduit
inulte al insulated all i nsu lated all

around with around with around with
~Osjnexception to exception to exception to

distal tip and distal tip and distal tip and
proximal proximal proximal

connector connector connector

Stainless Steel0t0i4Mi di> Stainless Steel Stainless Steel
Mate 11,, -or Aluminum

Stainless Steel Stainless Steel StilsSel
. or Aluminum

U--

~< iaiq-~Yes Yes Yes

Yes Yes Yes

*also cleared for disposable probes.

21scrsn372)((: The biocompatibility of the subject device was assessed per ISO 10993. The

biocompatibility of the adhesive used internally was assessed per USP Class
VI testing. The probes are manufactured from stainless steel and PECK with a
long track record of use in the medical device industry and in instruments
that directly contact tissue. The tissue contact duration of the SeaSpine
Monopolar Probe System is brief (<I hour), and this level of testing far
exceeds the requirements for similar instruments and contact duration per
1S0 10993-1. Electrical Safety of the SeaSpine Monopolar Probe System
conforms to IEC 60601-1:1988 /A1:1991 /A2:1995 Clause 56.3(c) per 21 CFR
898.12.

211 CFi9S7.92(bft 3): Egneigaayiseiiainadlbln aeetbihdta h
Conclusions: Egneigaayiseiiainadlbln aeetbihdta h

SeaSpine Monopolar Probe System is similar or identical to legally marketed
predicates in terms of indications for use, materials, design, and
functionality. Therefore, we have demonstrated that the device is as safe, as
effective, and performs as well as or better than the legally marketed
predicate devices.
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9 DEPARTMENT OF HEALTH & HUMAN S ERVICES

Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - W066-G609
Silver Spring, MD 20993-0002

SeaSpine, Inc.
% Mr. Dan Miller DEC 28 2011
2302 La Mirada Dr
Vista, CA 9208 1-7862

Re: K1 11671I
Trade Name: SeaSpine Monopolar Probe System
Regulation Number: 21 CFR 874.1820
Regulation Name: Surgical nerve stimulator/locator
Regulatory Class: Class II
Product Code: BiN
Dated: November 28, 2011
Received: November 30, 2011

Dear Mr. Miller:

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 11 (Special Controls) or class III (PMIA), 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

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 53 1-542 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

go to htt://www.fda.gov/AboutFDA/CetersOffices/CDRH/CDRHOfices/ucm 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" (2 1 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/MedicalDevices/Safet/ReportaProblem/default.htm for the CDRH's Office

of Surveillance and Biomnetrics/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 (301) 796-7100 or at its Internet address
http://www.fda.ov/MedicalDevices/ResourcesforYouIdutry/default.htm.

Sne ous

I alvina . E.ydelman, D
Director
Division of Ophthalmic, Neurological,

and Ear, Nose, Throat Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): KI M67 I

Device Name: SeaSpine Monopolar Probe System

indications for Use:

The SeaSpine Monopolar Probe System is indicated for tissue dilation and nervous tissue

stimulation by means of electrical current to assess location and identification of motor nerves

(including spinal nerve roots) for nervous tissue avoidance during a routine surgical approach to

the spine.

Prescription Use x AN/ROver-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)

---,--,------_--------,,-----,------,, ---,I,--- ,

Concurrence of CORHl, Office of Device Evaluation (ODE)

Division of thalmic, NeuroloilCd and Ear,

,Now and Throat Devices
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