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510(k) SUMMARY (as required by 21 CFR 807.92)
Yasargil Anerusn Clips and Clip Appliers

K 131500

JAN 24 2014
COMPANY:

Aescuilapgt. Inc.
3773 Corporate parkway
Center Valley, PA 18034
Establishment Regoistration Number: 2916714

CONTACT: Kathy A. Racosky
610-984-9291 (phonle)
610-791-6882 (fax)
kath v. raeoskv@aeseLllap1.comII

TRADE NAME: Aesculap Yasargil Aneurysm Clips and Clip Appliers

COMMON NAME: Anleurysmr Clip and Clip Applier

REGULATION NUMBhER: 882.5200- Clip, Aneurs
8812.4175- Applier. Anry'sm1 Clip

PROI)UCT CODE: -ICK. [IC!

REVIEW PANEL: Neuro1-logy

SUBSTANTIAL EQUIVALENCE

Aesc Irlap. life. beli eves that the Aese tii ap Yasa rgi I AneCuriysmi Clips and Clip Appliers are
suibstantlially to ACs Cutla p's c Urre ft Yasa rg ii Anrvinl Clips and Clip Appliers (K04304 I,
K003519. K002871. K984109. K983758, K970050, K940970. K922272. K913765, K83.3652.
K833651 and K833650).

DEVICE DESCRIPTION
The Yasargl Anieuvsin Clips arit designed for tenpora y or' periiiallent 0CC ILLSil onofvessels

dLon neUItirsrgical procedures. They are in an afactured firom either titaniutm al loy' according to
ISO 5832/3 or phvnox (cobalt alloy) per ISO 5832/7. Thle clips range in size firom 3) mml to 40
mrm and are available in straight, curved, angled, bayorlet. '-bar, o litset T-bar F.coilvex T- bar.
concave 'I-bar. fenestrated. and ito n- fenest rated sty les.

The Yasargi I Cli p AppIi ers ari- manu Fact Lired hioma sta in less steel (body) wvith either a titan iltim
alloy or- pllvnox jaw. The appliers fire available in shlort (50mmil). standard (90 lllm) and long
(1I 10 mrll) lengthls, as wvell as straight. angled and bayonlet shlapes.

INDICATIONS FOR UISE
TheYasargi I Anelrl Clips are intended for occIlusion of cerebral allelury smIs in either a
tell]porary or- pelrmaneint 11a11neri. They are applied wvithl Aese l clip app i el's. wich con tail

titanlitiri alloy or phynox jaws.
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TECHNOLOGICAL CHARACTERSTCS(eornmIare(I to Predicaitdsi))
The Yasa rg(il A ne ruvsm Clips and Cip A pp lieis are su bstanti ally eqi valent to the predicate

Aesculap Yasargi I Aneruysm Clips and Clip Appliers. 'I he SUb)'ject deCvice is shownI to be
S Lbstaul La li eq iiVa lenlt and has the sanme per lor rma ne characteristic to its predicate devi ces
thr-ough compar-ison in design, princ i ples of operat ion, in tended Use. and materialIs. The Y asargi I
Aneruysin Clips and Clip Appliers device chatracte ristics are summnarized belIow.

N'ew device predicate device Yasarg-il
Y nsa rgi I A11 eruVSm1 Clips andc A ne c in Clips and Clip

Clip Appliers Appliers
K043041I nc003519/K002871
K984 I 09/K983758nc970050
K940970/1922272nc9l 3765
1<833652/1<833651 nc833650

Indications The Yasargil Aneurysm Clips The Yasargi I An~eurysm Clips
are intended hrt occIlusion Of> -are intended for1 occlusionl Of
cerebral aneurysms in either a cerebral aneurysmns in either a
ternpora r or pernmanent .ternporary or- permanent
man ner. The' arc applied manner. They aire applied with
with Aescu I ap cli p appliers. A escil ap cli p appliers, which
which contain titanliuml alloy containl titanlium11 alloy Or-
or phynox jaws. phynox _jawNs.

A neurysm Clip):

Ni ateri a Ti tanium Alloyv (Ti 6A I6V) or- Ti taninnm Alloy'(i, A1V or
Phynox (CoCr) Phynox (CoCr)

Sizes 3-40 mim (blade length) 2.8140 inin (blade lengoth)
Des ign Fe nest rated an~d n~on- Fenestrated and nonl-

fenesirated fenestrated
B3lade Style Stra ighit, curved, offsect 'f-bar. Straighlt, curlved. bayonlet, T-

convex T-bar. concave T-bar, bar or angled
or angled

ClipApplier: ______________________

Jlaw Material Titanium Alloy' (Ti6AI6V) or- Titanium AlloylT6IV or
Phynlox (CoCr.) Phynlox (CoCr-)

Body Material Stainless Steel Stainless Steel
SteI Stra git, angled. bayo net Straighdt, angled

Lenguth 50 nun. 90mm, and I110 mm 50 mm. 90ml and 110 mmi
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PERFORMANCE DATA

All required testing per '"Draft Cuidance for the Preparation oft'rem arket Notifications (51 1~~)
was completed for Aesctilap Yasargi I Aneruysmn Clips and Clip A ppliers. R3iorrneehlarcal testinig
reCsults demonistrate the Aesenlap Anrtltvsmi Clips arid Clip A pplicr5 are stibstan t ul ly eq [i valtent
wheni compared to o1,1r aneCul-r1 Clips anld Clip appliers c llentV lv onite market. PreclIin ical
tCSt iug was performed to demronstrate that the YasargiI AleLy'S1 Clips and Clip Appliers
performs as initended and is safe, as effective, and performls as well ats the predicate devices.

iTcstill g was coniducted ini accordance with ISO 9713. The titanium clip closinig force toleralice
was with in 7.5% of the niominial closing, force. The Phivnox clip closinia force tolerance deviated
from the stanidard, as a result, the Phvnox clip closing force tolerance was otutside the
7.5% niominal closinig force. Tensile testine was coniducted to validate the T-bar clip streligth of
the bonid betweeni the blade anid the siri ng, wilec. T'he Phyriox clips withstanid 400>N and the
tialni tilm clips withistanid 210 N. The tenisile test failuire is at the closing~ loop wiceh is the thin 'est
poinit ofihe clip. Tenlsile tetlgwas performed to sill)uilate the appilied force to the weld. The
wveld withistands 30N4 of' force. In additionl testinig was performed accordingl to the followingo MR]
sta lid ard s

*ASTM F21 19 Evaluationi ofN1 R Image Artifacts
ASTM F21 82 MeasuremeClt of Radio Freqluency I ndtced Heating lDurinig M agciet ic
Resonance Imaging

*ASTM F221 3 Qualitative Meastlrcineit ofMagnetieally Induced Torque inl thle
Magnetic Resoniance Lnivirontnenit

*ASTIM P2052 Measuireimnt of' Magnetcically Induced Displacement F-orce ori the in
(lie Iagnmet ic Resorilaice in vi rorinell

Trhe resuilts anid evaluiationi colic I tde that thle device is MiR Colid itiia I ini 3 -Tes Ia Magnietic
Resoniance Imaginig (MRI) systems according. to ASFM 1: 2503 aid is substantlially equivalent to
the predicate devices.



DEPARTMENT OF HEALTH & HUMA N SERVICES public H ealth Service

-o4 1Food and Drug Administration
Document Control Center - W066-G609
Silver Spring. MD 20993-M02

January 24, 2014

'Aesculap t, Inc.
c/o Ms. Kathy A. Racosky
3773 Corporate Parkway
Center Valley, PA 18034

Re: K131500
Aesculap Yasargil Aneurysm Clips and Clip Appliers
Regulation Number: 21 CFR 882.5200
Regulation Name: Aneurysm Clip
Regulatory Class: II
Product Code: HCH. HCI
Dated: December 12, 2013
Received: December 13, 2013

Dear Ms. Racosky:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced aboveard 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 relatuid 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. In1 addition, FDA may
publish further announcements concerning your device in the Federal Regaister.

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
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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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7lO00or at its Internet address
http://www.fda.gov/MedicalDeviCeS/IReSOLIrCeSibrYou/Indtistrv/default.htin. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR 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.uzov/Medicalflev ices/Safetv,/ReportaProblem/defauilt.litm for the CDRH 's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other gencral 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
ht://www.fda.gov/MedicalDevices/ReSOuircesl'orYOLI/lnidtstrv/delault.htin.

Sincerely yours,

Carlos L. Pena -S
Carlos L. Pefla, Ph.D., M.S.
Director
Division of Neurological and Physical

Medicine Devices
Office of Device Evaluation
Ccntcr for Devices and Radiological Health

Enclosure



510(k) Number (if known)
K 131500

Oevice Name
Yasargil Aneurysm Clips and Clip Appliers

Indications for Use (Describe)

The Yasargil Aneurysm Clips are intended for occlusion of cerebral aneurysms in either a temporary
or permanent manner. They are applied with Aesculap clip appliers, which contain titanium alloy or
phynox jaws.

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

(Z Prescription Use (Part 21 CFR 801 Subpart D) E] Over-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 (CDRH) (Signature)

Carlos L. Pena -S

FORM FDA 3881 (1/14) Page 1 of 2 . .... .



This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT, SEND YOUR COMPLETED FORM TO THlE PRA STAFF EMAIL ADDRESS BELOW

The burden time for this colledtion 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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