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510(k) Summary (rev.02)
(per 21 CFR 807.92.(c)}

1. Submiitter's information

Company Name
Company Address

Contact Person
Phaone Numbers
Fax Numbers

Date Prepared

2. Device Name
Trade name
Devices type

Common Name:
Classification
Name:

Product Code:
Classification:
Panel:

3. Predicate Device
Company
Axon Systems, Inc.

Xi'an Friendship Medical Electronics Co., Ltd.

No.9 Gao Xin 1st Road, High-Tech Development Zone, Xi'an,
Shaanxi, 710075 P.R.China

Zhai Tao (Sales Department Manager)

86 29 88225200 Ext. 602

86 29 88236285

georgezhai2616@163.com

3/27/2012

Xian Friendship Disposable Nerve Stimulator Probes

1. Disposable Monopolar Direct Nerve Stimulator Probe

2, Disposable Flush Tip Direct Nerve Stimulator Probe

3. Disposable Ball Tip Direct Nerve Stimulator Probe

4. Disposable Direct Concentric Nerve Stimulator Probe
5.Disposable Bipolar Direct Nerve Stimulator Probe
6.Disposable Hook Nerve Probe(Double Hook/ Triple Hook)
Surgical Nerve Stimulator/Locator

Stimulator, Nerve (21. CFR 874.1820)

ETN,
Class Il {Performance Standards)

_Ear, Nose and Throat Devices

510(k} number ! Device Name
K062996 Axon Systems Disposable
Stimulator Probes

Medtronic Xomed, Inc. K031003 Stimulus/Dissection Instruments,
P Ball-Tip Probes
Cadwell Laboratories, Inc. K103128 Cadwell Disposable Stimulator
Probes

4. Devices Description

Stimulator probes are used as the medium to deliver electrical stimulation to tissue during
intraoperative neurological monitoring. The probes are available in three electrical
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configurations such as monopolar, bipolar and concentric forms according to the required
application. The probes are supplied sterile and are for single use only. '

The probes are connected to an electrical stimulator using a flexible lead wire(s) and a
"touch-proof' safety connector(s) on the distal end.

Stimulator probes are used by the surgeon to locate and identify motor nerves and spinal
nerve roots and to assess nerve function. Bipolar probes may alse be used to record
nerve action potentials directly from the nerve.

The probes are designed with a plastic handle and stainless steel active electrode shaft
insulated to the tip. The probe shaft may be bent to allow viewing access under a
microscope.

Concentric Probes is designed with an outer anode pole and center cathode pole
separated by insulation. Tip diameter approx Tmm.

Monopolar electrodes require a separate stimulator return electrode and the Monopolar
prabe is insulated to the tip with only a stimulating "ball" or "ip" exposed.

Bipolar probe has a fully insulated probe shaft with two 1 mm exposed flush tips. The
anode and cathode tips can spread up to 3 mm apart and will penetrate tissue for
stimulation current to flow.

5. Indications for Use

Xian Friendship Disposable Nerve Stimulator Probes is used to perform localized
stimulation of neural tissue and to locate, identify and monitor cranial motor nerves,
peripheral nerves and spinal nerve roots during surgery.

Xian Friendship Disposable Nerve Stimulator Probes are sterile (E1O), smgle patient-use
device.

6. Technological characteristics

Xian Friendship Disposable Nerve Stimulator Probes consist of an insulated probe shaft of
various lengths mounted to plastic handle. The probe shaft is electrically connected to a
DIN 42802"touch-proof' safety connector on the other end. The probe is supplied in a
sterile pouch. Materials used are the same as in the predicate devices.

Xian Friendship Disposable Nerve Stimulator Probes are substantially equivalent to the
predicate devices with regard to the design, construction, material, mechanical and
electrical performance and application. More detail information on the Table 1.
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(ZO'AR1)E-C UOND2Y

aqo.d Jejoduy
agosd 2uuBIu0D

aqoud Jejodig
agoid sejodoucpy

agoxd ouussu0n)
agoud tejodig
aqgoud Jejodouoyy

uone.nBiyuon

*90|Aap asn-jusned-siBuls
(013) aals

2JB Saqold J0Je|NWNS BN
ajqesodsiq diyspusui{ uery
-Kiabims Buunp sjo0) aalou
[eulds pue saasau |elayduad
‘SaAlaUl 10JOL |RIURID JOJUOL
pue Ajuspl ‘e]ed0| 0} pue
8nssh [BINSU JO UORBINWRS
pazieoo] wiopad 0) pasn

$1 $9Q01d J0IBINWIIS SAIBN
ajqesodsi(] diyspusi4 uery

"aoiaep esn juaned g|buis
B S| 8qoid Jolenwis
a|qesodsi( ||ampe) ey
‘Aabins Bunnp

S100J aAIU [BUIdS pue
sanisu essydusad ‘saniau
JOJOW [BIURID JOjUOW

pue Ajuap; ‘a}eo0| 0} pue
ANSSI) |EINSU JO UONRINLIS
pazieso| uuopad

0] pasn S| 8qoid JOIB|NWINS
ajqesodsiq [lempeD

"S1004 BAIBU

[euids Buipnjoul ‘Auabins
Buunp uoneoyliuepl

pue uoleo0| J0}

saalau 10jow [esayduad
pUE [BIURID JO UOHEINUIIS
pue uOoaSSIP aNsSsl) Jo)
pajesipul aJe Sjuswnsy)
uoyoass|g-snINWNS ayl

‘A1aBins Buunp 1004
ansau feulds pue saaIdU
[eieydued ‘samaau
1010W [BIUBIS JOJIUOW
pue Ajjuapl ‘eledo| o)

asn Jo) pusiu|

‘P17 00 SoUoNOS(3

-g|qesodsi diyspuaii4 uery

aljqesodsiq (|jempeD

di] -jeg ‘suawnisug
LOI108SSI/SNINWINS

a|gesodsig swalsAs uoXy]

[eoipapy diUSpuUaLL UB.IX "OU| ‘S8I0IRICGET [[BMPED “oU] ‘pPaWIOY JIUOAHPAIN U] ‘SWRISAS uoxy ainjoBnuep
slaquinu
- 8Z1LE0 LN £00 LE0) 966290 sourIEap BIOLS
saqold
$500.d JoTR[NWING sAIaN seqoudiorenung 58q0.d Jojejnuwng

sweu jonpoid

aoiae( slgng

anaa( aledipald

uonduosag
2 sainjead

(1)aiqeL u

osuedwon 1onpold | aqeL




(TOA2D)p-§ uoNDIg

syow gg

syjuow gg

Sy Jeus

901A9( 31BoIPald, SE SWEBS

yonod wiy [201pa 13d/3d +19Ae] MAAA L Buneod 96501

Bubexoed

o3

013

UOHEZIUAIS JO POYIBN

asn ened o|buIS-e|uels

asn eled a|buis-alLelS

8sn wened ojbulg

_ uonEINsy|
A SpRID BRI OAd 8pely) [edipaiy DUIM peaT
addog pateid uil addo) paie|d ulL aip pea
SAY epelo) [eoIpai SAvY epels [Bopay SIpUEH [eLatep
: uone|nsy|
341d 3414 ueys
v0E 1SS ¥0E 1SS
|98]S SSa|UIBIS [881s ssejuIelS HEUs
,901AB(] B1BOIPDd, St SWeS Aeges jooud-yonoy, 2082y NI 10RaUUOY
a_xom_u_ di) ysnid
.h,_ _M . B ‘1eq dy jo adeys
i ‘diy psepuels
‘dny plepurlg I PIEREE

adnaq 1afgng

201n9( sleoipaid

uondinsaq 3 saunea

(2)aiqe) uosuedwon 1onpoid | ajgel




- 7. Summary of Performance Data
Bench testing for mechanical and electrical performance was conducted to verify that the
device meets design specifications and performance characteristics in accordance with
Xian Friendship Disposable Nerve Stimulator Probe's internai specifications. In addition,
bench testing was alsc performed to demonstrate that the Xian Friendship Disposable
Nerve Stimulator Probe is substantially equivalent to the predicate devices.

8. Safety & Effectiveness

Xian Friendship Disposable Nerve Stimulator Probes are substantially equivalent to the
predicate devices. No new questions of safety or effectiveness are raised or evident.

Section 5-5(rev.02)



-/é DEPARTMENT OF HEALTH & HUMAN SERVICES_ Public Health Service

Food and Drug Adminisiration
10903 New Hampshire Avenue
Document Control Room —W066-G609
Silver Spring, MD 20993-(002

Xian Friendship Medical Electronics Co., Ltd.

¢/o Mr. Chu Xiaoan _

Beijing Easy Link Company s
Rm 1606, Bldg. 1 Jianxiang Yuan - APR - 2 201
No. 209 Bei Si Hu Zhong Rd.

Haidian Dis '

Beijing, 100083, P.R. China

Re: K112426
Trade/Device Name: Xian Friendship Disposable Nerve Stimulator Probes
Regulation Number: 21 CFR 874.1820
Regulation Name: Surgical Nerve Stimulator/Locator
Regulatory Class: Class Il
Product Code: ETN _
Dated: March 28, 2012
Received: March 28, 2012

Dear Mr. Chu Xiaoan:

We have reviewed your Section 51 0(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 lability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class Il (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.




Page 2 - Mr./Ms./Mrs./Dr.

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.

1If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOfficessf CDRH/CDRHOffices/ucml 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” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to o
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 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.gov/Medical Devices/ResourcesforY ow/Industry/default.htm.

Sincerely yours,

L),

Malvina B. Eydelman
Director '
Division of Ophthalmic, Neurological,
and Eaf, Nose and Throat Devices
Office of Device Evaluation
Center for Devices and -
Radiological Health

Enclosure
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Section 4.0 Indications for Use Statement

INDICATIONS FOR USE
Applicant: Xi'an Friendship Medical Electronics Co., Ltd.
510(k) Number (if known):_* Kljzve¢
Device Name: Xian Friendship Disposable Nerve Stimulator Probes

Indications For Use:

~ Xian Friendship Disposable Nerve Stimulator Probes is used to perform localized
stimulation of neural tissue and o locate, identify and monitor cranial motor nerves,
peripheral nerves and spinal nerve roots during surgery.

Xian Frendship Disposable Nerve Stimulator Probes are sterile (EtQ},
single-patient-use device. :

Prescription Use X AND/OR Qver-The-Counter Use
{Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart' (]

(PLEASE DD NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

=

(D_“."f“’“ Sign-Off) - Newrofogical and Ear ~ Prescription Use 7(
Division of Ophthalmic, Neurologica ’ (Per 21 CFR 801.109)

Nose and Throat Devices

Concurrence of CDRH, Office of Device Evaluation (ODE)

510k Number 141121 L 6
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