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PREMARKET NOTIFICATION
510¢k)y SUMMARY
{Ax Required By 21 UFR B07.93}

Bate of Preparstion: June 18, 2088

Applivant: Vygos Newo
2485 Genoral Armasicad Ave,
Mearisiown, PA 19403

Contact Individusk Courtey Smith, Regatatory Affairs Manager
#10-330.9300 Exi. 119

Trade Name: Mowrovsth Ag

Common MName: External Dratngge Catheter

Repulation Numher: BR2.555¢

Praduet Codu ARAE

lasuification Mame: Shunt, Contral Mervous System and Components
Classification: {gsa it

Predivete Device Name:  Fifth Veniricle Biternal Drainage Cothuoter (RR001687/ K8T0600),
Extracorporeal Ventrpnular Cathoteors (prosmendment)

Device Deseription: The Mevrocuth Ag is an external deainage catheter composed of
padvurcthane and imprognated with the sibver 1ons for the purpose
of radiopaciiy.

The catheter is available with 3 holes offeset gt 128, or 16 holes,
i lengths of 32, 23.5, and 15.50m, Biocampatibility and
performines teating demonstrates the safety and efficacy of these
devices.

The Neurcaath Ay is supplied with g waindess stest stvlet (for
reroducing it into the ventzicle), a staindess sieel subgaleal trochar
{for nunmzted vatheter placement}, ¢ male luer ponnestor, o shitted
wing and o compresaion hub {for connecting the catheter to the
tubing set). The Meurocath Ag catheter 1 avatlable individually or
packaged with the tubing set.



The Nevnrooath Ag cathetors are ag Tollows:

T S— T R i
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Fntonded User The Netrocsth Ag satheter is dusigned to be temporarily implanted (ess

Than 30 daye) for the draipage of corcbrospingf fhuld (U8F) o reduce and
comiteol increased intracraniad pressure {JUP)

Techuology {harscieristics

: The fundamunial scientific lechnodoyy of the Newrocath Ag is
m?:mfammti} equivalont 1o the predicaw devives.

Swmmary of Design Control Aetivities:

Conclusion:

Biveonpatibility testing of the mutgrial demonstoats that It is non-

ieritant and non-tosic. Perfoomance tosting detpurstrades that the
chisages do not affect safity or efficucy. Risk Assessment was
condoctud in compliance wath INY 14571

The gady change betweon the' predicete devies (Fifth Ventricle
Dreatnage Catheter KSUD168 and K853365) end the preamendmem
pradicate devies and the Neueooath Ag Is the change in matrial
From borium Impregmsted sitcone snd silver impregrated sitioone,
respectively, 1o pobvaretieme impregoated with stbver fons.
Biocompatibility testing, gwrf&mame festing and risk assessment
demonsirate that the Weuroeath A is safe gnd eifective o um,
when used in srcordance with the supplied instructions for use,




DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Vygon Neuro

% Courtney Smith AUG 12 2008
Regulatory Affairs Manager

2495 General Armistead Avenue

Norristown, Pennsylvania 19403

Re: K081942
Trade/Device Name: Neurocath Ag
Regulation Number: 21 CFR 882.5550
Regulation Name: Central nervous system fluid shunt and components
Regulatory Class: II
Product Code: JXG
Dated: July 7, 2008
Received: July 16, 2008

Dear Courtney Smith;

We have reviewed your Section 510(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.

If your device is classified (see above) into either class II (Special Controls) or class Il (PMA), it
may be subject to such 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); 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.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0115. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDRY)), please contact the Division of Surveillance Systems

at (240) 276-3464. 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 (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index. html.

Sincerely yours,

Nude N Hpllyen.._

Mark N. Melkerson

Director '

Division of General, Restorative
and Neurclogical Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

" Enclosure



Indicadons for Use
$100) Number (iFknowny; K081 942~

Devics Mame Mourath &g

Indications For Lse:
The Megrovath &g vathoter is designed i be jemporarily fnplanted {tess than 38 day 5} for the

dr%zmav of x,x,re%wzmpuwi Foid (0RFy o redoee ansd control increased infracranial pressure

GOR.

Preseviption Use X ANIVOR Cwver-The-Counter Use
{21 CFR 807 Sabpart €

{Faet 21 OOFE 804 wubmrﬁ.i}i
(FLEASE DU NOT WRITE BELOW THES LINE-CORTINUE O AKOTUHER PAGEIF

MNEEDELY

Conerence of LR, Office of Device Bvaluation (ORE

o]
(Divisioh Sign-Off)
Division of General, Restoratwe

and Neurological Devices
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