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PRENIARKET NOT!FICAT'ION
510(k) SUMMARY

{As Required By 21 CFR 80t.93)

Date: of Prtparttion: June 20, 2008

Applicant: Vyvor NeuMa
2495 General Amisaiead Ave
Norfistowx, PA 19403

Contact Individual (Iourtney Smith, Regulatory Affars Manager
61.0-539-9300 Ext. I 1I

Trade Name: Neumcath Ag

Common Name: External Drainage Catheter

Regulation Numbern 882.5550

Product (Cod: JXG

Classification Name: Shunt, Central Nervous System and. Components

classif"atiom i.ass II

Predicate Device Name: F fth Ventricle External Drainage Catheter (K800168/K.870(f0),
Ex *meorft/real Ventricular Catheters (preamnendment)

Device DesCription: The Neorocath Ag is aii exte:ial drainage catiheter compoWsed of
polyurethane and impregnated with the silver ions for the purpose
of radiop.city,
['he catheter is available with 3 holes off~set at 120'( or. 16 holes,
in lengths of32, 2.3,5' and I5.5cm, J.iocompatibilith ind
perbnmmAnce testing demOnstatesme salxty and efieacV of these
devices.
The Neurocath Ag is supplied with a stainme,.s, stee ,,tslet (Ifr
introducing it into the ventricle), a stainiess steel \ubhaleal truchar
{(;.r tunneled catheter placement), a male l:r conmtior, a slifted
wing anm a compression hub (foer connecting the catheter to the
tubing sY), The Neurocath Ag catheter is available individually or
packaged with the tubing set.



I'h~e :N¢~ eooh Ag catheters arm as foilows:

____h 8 335.,xxx

intended Use: 'Fhe Neurocath Ag catheter is designed to by temporarily implanted (less
than 30 days) for the drainage ofCerebrospina} fluid CSF) to reduct and
control inwmeased intracnmial pressure (ICP).

Teehnlogy Cbacteristies: The fundamntal scientific tbchiology of the Neuroeath A8 is
subtantially ~qequivat to Ith predieate devices,

SUMMITy of Design Control Aetivities:
Biocompatibility testing of the material demrontxate that it is non-
irritant and uon4xic, Perf mance testing demonstrates that the
changes do not affect saftty or eflicacy. Risk Assessment waqs
condocted in compliance with ISO 14971.

Contw¢nsia The only change between the predicate device (Fifth Ventricle
Drainage Catheter KH880/68 anod 1(853365) and the pt~aenncdnen
prdiceate device and the Neurocath Ag is the chmnge in material
fromn barium impregnated silicone and silver impmgated silicone,
nrspectively, to polyurethane imptegnated with silver ions.
Biocompatibility testing, performance testing and risk assessment
demonstmte that the Neurocath Ag is safe and eftfetive to use,
when used in icordance with the supplied instructions for use,
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<VA ~~~~~~~~~~~~~~~~~~~~~~Food and Drug Administration
9200 Corporate Boulevard
Rock~ville MD 20850

Vygon Neuro
Ye Courtney Smith AUG 12 200
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 5 1 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.

If your device is classified (see above) into either class II (Special Controls) or class III (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 801I); 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 (MDR)), 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,

Mark N. Melkerson
Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use
510(k) Number (if known); V-O I 942-

II)Dveicc N amoe: Neur'vath Ag

.idicatims For Use:

The Neo'.rod:th Ajg cathorer is lesisgned ,e be temporarily impanld (ess. thau 30 days) fftr the
draimiag of cembrospiinaI ftfid WSV:' to reduce and eort'ro'l increased intracranial. pressure

Irescription Use IX AND/OR Over-I'ie-C(unter Use
OPa't 21 crrw sot 5ub-rt~h (21 CFR 807 Stibpat C)

(PLEASE DO NOT WRITBELOW IF[IS LNE-.CONTINtW ON XNOTH'E PACE IF
NIEIED!)

ConeMuTeoce of CDRH. Office of Device EINaluation (ODE)

(DQinso Sg.ff

Division of General, Restorative,
and Neurological Devices
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