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5.0 Traditional 510(k) Summary
Disposable Concentric Stimulation Probe

The following 510(k) summary has been prepared pursuant to requirements specified in 21 CFR §

807.92(a).

807.92(a)(1) Rhythmlink International, LLC
Submitter Information: 1140 First Street South

Columbia, SC 29209

Phone: 803-252-1222
FDA Registration #: 1067162
Owner Operator#1: 9052354

Official Correspondent: Daniel McCoy
Director of Engineering and Regulatory Affairs
Rhythmlink International, [[C
1140 First Street South
Columbia, SC 29209
Phone: 803-252-1222 ext. 102
Email: dmccov@rhvthmlink.com

Summary Date: March 6, 2014

807.92(a)(2) Proprietary Device Name:
Device Identification: Disposable Concentric Stimulating Probe (Trade name has not been finalized

at this time)

Generic Device Name:
Surgical Nerve Stimulator/Locator

Regulatory Class:
Class 11

Classification Name:

21 CFR §874.1820, Surgical Nerve Stimulator/Locator

Product Code: ETN

807.92(a)(3) K103128 Cadwell Disposable Stimulator Probes
Predicate Device(s):

807.92 [a)(4) The Disposable Concentric Stimulating Probe is intended to be used to reach
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Device Digeription:. target nerves and to, locally stimulate them in order to provide a measurable
response. The stimulus will have a very small current spread to reduce the
innervation of the surrounding nerves.

The concentric design has two main parts, an inner stainless steel wire and
an outer cannula also insulated from reading un-intended signals.

The Inner wire is isolated from the outer stainless steel cannula using a
biocompatible heat shrink tubing. This Inner Wire acts as the stimulator and
is surrounded by the outer cannula. The Outer Cannula is isolated with a
biocompatible heat shrink which isolates the outer cannula allowing contact
in a localized area of the intended nerves of interest.

The inner wire, the cathode, is stimulated using EMG/EP
electroneurodiagnostic equipment cleared for the stimulation of nerve
tissue and recording muscle activity during surgical procedures (not part of
this 510(k) submission) The outer cannula acts as the anode or reference.

The Inner wire and outer cannula are isolated from each other using a
dielectric heat shrink and are connected to a color coded pair of leadwires
which are terminated by two DIN 42 802 touch proof connectors. The
concentric stimulators are terminated on the distal end inside of a plastic
handle and are independently connected to the leadwires.

807.92(a)(5) The Rhythmlink Disposable Concentric Stimulating Probe is used to perform
Intended Use(s) localized stimulation of neural tissue and to locate, identify and monitor

cranial motor nerves, peripheral nerve and spinal nerve roots during
surgery.

The Rhythmlink Disposable Concentric Stimulating Probe is a single patient
use device.
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807.92(a)(6) An evaluation of the technological characteristics of the Rhythmlink
Technological Disposable Concentric Stimulating Probe where compared to the predicate
Characteristics device, Cadwell Probes.

Rhytbinhink Predicate Device
Concentric Probe Cadwel

510(k) Number K132138 K103128
Shaft Length 80 -330mm 80 -340mm
Handle Length 100mm 110mm
Leadwire Length t.rn - 3.0m 2.0m
Tip Diameter/Exposure 01.6mm x 0.0 - 0.3mm 01.3mm x 0-0.3mm
Shaft Material SST 316 and SST 304 SST 316
Shaft Insulation PET PTFE
Handle Material Medical Grade ABS Medical Grade ABS
Lead Wire Material Tin Plated Copper Tin Plated Copper
Lead Wire Insulation Medical Grade PVC Medical Grade PVC

807.92(b)(1) Non-clinical bench testing was comprised of dimensional measurements and
Summary of Nan-Clinical performance tests. Dimensional testing was conducted of the Probe
Tests diameter and Probe lengths. Performance testing was conducted and

analyzed for a continuity of .5 Ohms, Hi Pot testing of insulator breakdown,
stimulation delivery, Pull-off strength and leadwire (patient cables) strength.
The device was sterilized under the current, validated EO Sterilization Cycle
93007, and testing for residual EtO and ECH levels determined that the
residuals are at the lowest possible limits.

Biocompatibility per ISO-10993-1: 1997, Part I 'Biological Evaluation of Medical
Devices, Evaluation and Testing' was confirmed by analyzing biocompatibility
tests on the device (exclusive of the handle and lead wire). The
biocompatibility testing is summarized in the table below:

Test Results Conclusion
ISO BET Get The system did not interfere The device is non-
Clot Testing with the lysate reaction, and Pyrogenic.

no inhibition or
enhancement or
enhancement was present.
The test articles did not clot
at the neat concentration.
The geometric mean
endpoint concentration of
each test article was <0.06
EU/mL and each contained
<0.9 Eu/Device of bacterial
endlotoxin. The results are
acceptable.
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USP Inhibition The test Concentric The device is non-
and Stimulation Probe does not pyrogenic.
Enhancement inhibit or enhance the
Testing, Gel Bacterial Endlotoxin Test
Clot Method according to the USP

guidelines.
ISO MEM There was no biological The device is non-
Elution Test reactivity (Grade 0) of the cytotoxic.

cells exposed to the test
article extract. The response
obtained from the positive
and negative control article
extracts confirmed the
suitability of the test system. _____________

ISO The test article sites did not The device is non-irritant.
Intracutaneous show a significantly greater
Reactivity Test biological reaction than the

sites injected with the
control article.

Once the verification testing was completed it was confirmed that the
proposed Rhythmlink Concentric Stimulation Probes are as safe and

effective as the predicate device.

807.92(b)(2) There was no clinical testing performed on the proposed device.

Clinical Tests

807.92(b)(3)
Clinical Summary
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April 11, 2014

Rhy' tiniliiik In ternatioanal. U..
M%,r. Daniel F.. McCoy
Di1rector of En gi fee ring and] RegulIatorv A f11,1irs
1140 First Street South
Co a MbinZ. So Lll Carol ina 29209

Rze: 1(132138S
l'rade/lDcvice Name: lRhythinli uk disposable concentric sti mulal ing probe
Regulation 'Numlber: 21 CFR 874.1820
Reglation Name: NeurOSUrgical Nerve L ocator
Reguolaioiy Class: Class 11
Product Code: PD)Q. ETWN
Dated : March I1. 20 14
Received: Mvarch 14. 2014

Dear Mr. M~cCoy:

\Ve have rev'iewed y'our Section 5 1 0(k) premarket notiftication or i mciii to market the device
re lirencecl above and have dete rm ined thle device is substantial!ly eqiivailent ( for thle iniclatlions
Iom ase sta led inic hecclosurec) to leu~a IIy marketed pred ica IC devices mar k eted in interst ate
commerce prior to Mva 'y 28. 1 976. the enactment date or the Medical Device Anmendiments. or to
devices that have been reclassiflied in accordance with the p~rov'isions of thec Federal Food. Drug,
and Co smetce Act (Act) that do not req ii ap)proval of a preiiiark Ct a pprovatl a ppl icat ian (P)M A
You m1ay'. therefore, market thle device, subject to thle general contraoIs prox'isiois of the Act. 'fie
Lcnera I con Cro Is prov isionis of thle Act inclutde reqiiremnents fo r antiual reg istra lion, listing of*
devices.,,good nianua btain ig practice. IaibelIing. aind pro hi bit ions aga ist mlisbranlding aid
adulIterat ion. Please note: CDII) LC 1101 tiel Va I iiate in format ion related to cointract Iliabillity
warranties. \We I-rinid 'O il. h1o ~ever. t hat device I abe Ii ini list be truthful anid not misleai ig.

If your device is elassi fled (see above) into either class 11 (Special Controls) or class Ill ( PMA)
it miaty be subject to add itiotnaI ~l cotrols lxi sting major regulations iillcting your device Call be
found inl (lie Code of- Federal Regulations. Title 21, Parts 800 to 898. In addition. FDA niav,
publish further announI1cmens conicerninig your device in die Federal Register.

Please tie ad vised that jFDA's i sstiatiCe I' I'a 5 al's.taii uiaVilenice dieterm iinatlon does 'lot in1cani
diat FDlA hais iiiiid a dIcteriliInat ionli tat *' aOr decvice comiplies wvith I iler req iti meits of'thle Act

or any Fede ral IStatutes aid roe a! at iO s admiinistered by at icr Federal agenici es. YOU Mast COMpl v

wit till[ die Act's requ iremeniits, in lIrd i g. but not li mitecd to: refgist rat ioii mid listing (21 C FR
Parl 907); labelima (21 CU:R P'art 80!1): medical device reporting (reporting of'inediical dev;ice-
relaled adverse events) (2 1 CFR R03): good mianufacturing- practice requirements as set f"orth in
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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 CER 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFll Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7 100 or at its Internet address
httpj/www.fda~gov/MedicalDevicesResourcesforYou/lndustrv/default.htrn. Also, please note
the regulation entitled, "Misbranding by reference to premarket notiflcation" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
hupo://www.fda.Rov/Medicalflevices/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 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.pov/MedicalDevices/ResourcesforYou/Industrv/default~htnl.

Sincerely yours,

Felipe Aguel -S
Carls L. Pefla PhD), MS
Director
Division of Neurological

and Physical Medicine Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



51 0(k) Number (if known)
K132138

Device Name
Disposable Concentric Stimulating Probe

Indications for Use (Describe)
The Rhythmlink Disposable Concentric Stimulating Probe is used to perform localized
stimulation of neural tissue and to locate, identify and monitor cranial motor nerves,
peripheral nerve and spinal nerve roots during surgery.
The Rbythmlink Disposable Concentric Stimulating Probe is a single patient use device.

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

R~ Prescription Use (Part 21 CFR 801 Subpart D) UOver-The-Counter Use (21 CFR 801 Subpart C)

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

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDHH) (Signat urn)

Felip Agul -SDate: 2014.04.11Felip Agul -s13:51 :09 -04'00'
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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 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 Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fdahhs.gov

"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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