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Stryker Spine ES2® Spinal System Neuremonitoring Accessory [nstruments

Section 008: S10(k) Summary

Proprictary Name;

ES2* Neuromonitoring Accessory Instruments

Common Name:

Surgical Nerve Stimulator/Locator

Classification Name and Reference:

21 CFR §874.1820: Surgical Nerve Stimulator/Locator

Device Product Code: ETN
Proposed Regulatory Class: Class 11
For Information contact: Soraya King

Regulatory Affairs Specialist

2 Pearl Court

Allendale, NJ 07401

Telephone: (201) 760-8296

Fax: (201) 962-4296

Email: Soraya.King@Stryker.com

Date Summary Prepared:

June 17, 2014

Predicate Devices

*  NuVasive® NVMS3 System — K112718
*  NuVasive® NVMS5 System - K123307
= Stryker Spine ES2® Spinal System — K 122845

Device Description

The ES2® Neuromonitoring instruments (Awl, Taps, and
Screwdriver) are accessory devices to be used with FDA -
cleared neuromonitoring systems to deliver electrical
stimulation to assist in location of the spinal nerves during
intraoperative neurological monitoring of the non-cervical
spine in open and percutaneous minimally invasive posterior
surgical approaches. The instruments are manufactured from
surgical grade stainless steel and are provided non-sterile.

The neuromonitoring application is a surgical option that
allows the surgeon to locate the spinal nerves by providing
proximity information during bone preparation and
placement/insertion of bone screws. The ES2® Awl and
ES2® Taps facilitate bone preparation, and the ES2®
Screwdriver facilitates bone screw placement/insertion. The
surgical accessories are compatible with commercially
available FDA cleared neuromonitoring consoles/systems and
associated electrodes. The nerves are stimulated using
electrodes attached to the subject accessory devices. The
neuromonitoring accessory instrument can be used with or without a
powered screwdriver option for bone screw placement.
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Traditional 310{k) #K 140400

Stryker Spine ES2Z® Spinal System Neuromoniloring Accessory Instruments

Indication for Use

The ES2% Awl, ES2® Taps, and ES2® Screwdriver can be
used by the surgeon to assist in location of the spinal nerves by
providing proximity information before, during or after bone
preparation and placement of bone screws.

Intended Use

The ES2® Awl, ES2® Taps, and ES2® Screwdriver are
intended to be used with the ES2® Dilators & ES2® Tap
Sleeve during neuromonitoring applications. The
neuromonitoring accessory instrument set-up is also intended
to be used for.bone screw insertion under power.

Summary of the Technological

Characteristics

The Stryker Spine ES2® Neuromonitoring Accessory Instruments are
substantially equivalent to the predicate devices in terms of design,
function, principals of operation, technological characteristics, and
indications and intended uses. As compared to the NuVasive®
NVMO® predicates, the ES2® Awl, ES2®Taps, and ES2®
Screwdriver are cannulated to allow for K-Wire placement during
percutaneous minimally invasive surgical approaches. The predicate
NuVasive® NVM5® instruments and the ES2® Neuromonitoring
Accessories are used with dilators and/or a tap sleeve to provide
insulation. The electrical signal for both the NuVasive® NVM5®
and ES2® instruments are supplied via electrodes (clip or probe)
that are attached to the neuromonitoring contact zone of the awls,

taps, or screwdrivers,

In addition, the ES2® Screwdriver can be used with or without
power for bone screw insertion. As FDA cleared in 510(k)

#K. 122845, the power supply can be corded or cordless. Bench
testing demonstrated that the ES2® Screwdriver can deliver safe and
effective neuromonitoring signals using the non-powered or
powere'd (corded and cordless) bone screw placement/insertion

options.
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Traditional $10(k) #K 140400

Stryker Spine ES2® Spinal System Neuromonitoring Aceessory Instruments

Summary of the Performance Data

This 510{k) pre-market notification secks expanded indications for
the ES2® Awl, ES2® Taps, and ES2® Screwdriver to be used as
accessory instruments during neuromonitoring applications. No
design modifications, or changes in the materials of construction
were made to the ES2® Awl, ES2® Taps, or ES2® Screwdriver, as
previously presented in 510(k) #K 122845, to facilitate
neuromonitoring. All instruments are manufactured from surgical
grade stainless steel. The materials of construction have been
well characterized and shown to have stable chemical and
mechanical properties that are not affected by aging or storage

conditions.

Performance testing was performed to demonstrate that the subject
devices are substantially equivalent to the identified predicate
instruments in terms of design, performance and intended use. The
ES2® Neuromonitoring Accessory Instruments were tested for
electricat safety in accordance with {EC 60601-1-2 for EMC.and
Safety. The instruments were also evaluated as per [EC 60601-1. A
porcine animal study was conducted to assess the performance,
functionality, and safety of the ES2® Neuromonitoring Accessory
[nstruments and implants utilizing the powered screw insertion

option, corded and cordless. Bench test data and assessment

‘confirmed substantial equivalence to the NuVasive® NVM5®

predicates, and the safety and efficacy of the devices.

Laboratory tests were conducted in compliance with applicable
Good Laboratory Practices (GLP) requirements stipulated in 21 CFR
Part 58.

Conclusion

Based on the information and comparison tables included in this
510(k), the ES2® Neuromonitoring Accessory Instruments are
substantially equivalent to the NuVasive® NVMS® predicates. The

instruments are employed in the same manner, have similar intended

Page 8 of 9




Traditional 510(k) #K 140400
: Stryker Spine ES2® Spinal System Neuromonitoring Accessory Instruments

and indications for use, principles of operation, and technological

characteristics. The ES2® subject devices met all required
acceptance criteria and did not create new safety or efficacy

concerns.
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Document Contiol Center — WOGH-GOOY
Silver Spring, M 20493.0002

July 1, 2014

Stryker Spine

Soraya King

Regulatory Alfairs Specialist
2 Pearl Count

Allendale. NJ 07401

Re: K140400
Trade/Device Name: ES2® Neuromonitoring Accessory [nstruments
Regulation Number: 21 CFR §74.1820
Regulation Name: Surgical nerve stimulator/locator
Regulatory Class: Class 11
Product Code: ETN
Dated: April 1. 2014
Received: April 2. 2014

Dear Ms. King:

We have reviewed your Scction 510{k) premarket notitication of intent to market the device
referenced above and have determined the device is substantially cquivalent (for the indications
for use stated in the enclosure) 1o legally marketed predicate devices marketed in interstate
commerce prior Lo May 28. 1976, the enactment date ol 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 pravisions 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 o contract liability
warranties. We remind vou. however, that device labeling must be truthiul and not misleading.

[f your device is classified (see above) into cither class 11 (Special Controls) or ¢lass T {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,

Pleasce be advised that FIDAs 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 adminisiered by other Federal agencies. You must
comply with all the Act’s requirements. including, bt not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801): medical device reporting (rcporting of medical
device-related adverse events) (21 CFR 803): good manufacturing practice requircments as set



Page 2 — Ms. Soraya King

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
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address

htip://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm, Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regutation (21

CFR Part 803), please go to
http://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 responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.him.

Sincerely yours,

Felipe Aguel -S

Carlos L. Peiia, Ph.D., M.S.

Director

Division of Neurological and Physical
Medicine Devices

Office of Device Evaluation

Center for Devices and Radiological Health

for

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: January 31, 2017

Indications for Use See PRA Statement below.

510(k} Number (if known)
K140400

Device Name
ES2® Neuromonitoring Accessory [nstruments: ES2® Awl, ES2® Taps, and ES2® Screwdriver

Indications for Use (Describe}
The ES2® Awl, ES2® Taps, and ES2® Screwdriver can be used to assist in location of the spinal nerves by providing

proximity information before, during or after bone preparation and placement of bone screws in open and percutaneous
minimally invasive posterior surgical approaches of the non-cervical spine.

Type of Use (Select one or both, as applicable}
&4 Prescription Use {Parl 21 CFR 801 Subpan D) O Over-The-Counter Use (21 CFR 801 Subpari C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY

Concurrence of Center for Devices end Radiological Health (CDRH) (Signatfure)

Felipe Date: 2014.07.01
Ag uel -S 14:20:03 -04'00'

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 average 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 Adminisiration

Office of Chief Information Officer

Paperwork Reduction Act (PRA) Staff

PRAStaff@fda.hhs.gov

"An agency may not conduct or sponsor, and @ person is nol required to respond {o, & collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 {1“4) Page 1of1 PSC Publisharg Serices (1013 3434740

E¥



