FDA 510(k) Clearance Letter

(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

JAN 30 2008 Food and Drug Administration
3200 Corparate Boulevard
Rockville MO 20850

GRAFTcath, Inc.

C/0 Dr. Laurie E. Lynch, Ph.D.

General Manager and Vice President of R&D, Operations and RA/QA
6545 City West Parkway

Eden Prairie, MN 55344

Re: K071778
HeRO (Hemodialysis Reliable Outflow) Vascular Access Device (formerly
GRATFTcath Vascular Access System [GVAS]
Regulation Number: 21 CFR 870.3450
Regulation Name: Vascular graft prosthesis
Regulatory Class: Class
Product Code: DSY, LIS, MSD
Dated: December 11, 2007
Received: December 14, 2007

Dear Dr. Lynch:

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 fo the gencral 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 Il (Special Controls) or class 1T (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.




Fape 2 — Dr. Laune E. Lynch

Please e advised that FI3A s saoance of & aubsientisl equivalence defermination doa3 not mean
that FIA has made & determination that your device wmpdcs with other Nh]ll‘lcmt’lb of {he Act
or any Faderal sinlutes and regulations admimstored by ot Fedaal sgencies. You must
comply Nt.ls ail the Act’s reguirements, inclading, but not hmited 10 '1::.9,«{"1!:.>n and listing {21
CFR Pacr 807, Inbeling (21 CFR 2arr 801); good mannfaciuring practice requirements as .sct
forth o e qualicy systems (Q8) reguistion {21 CFR Part 820); end if applicabls, the ¢leciron
proxduc redizion contral provisions {Sections 331-842 of the Aoty 21 CFR [000-1 055,

This tetter witi ellow you 1o begin ma‘k-*:ing vour device s degeribed in your Section S10(k}
premarkef nodfication. The FDA finding of wobstaniel equivalerce of your device {o 3 lopally
merketerd predicate device resuilz o a classification for vour device and thus, parmiis your device
te provesd © fhc raasket.

[ you desire spegific advice for your device oo our l'ﬁcl‘ag 'Lguli'wn 121 CFR Part 8071}, please
contacr fhe Center i Devicas and Radiciogical Healdy's (CDRH™) Office of Compli mn'“‘ at
(Z40) 2760120, Alse, please note the regalstion entided, "Misbranding by reference to
premarket natification” (ZICER Pant 8G7.97). For questions rcgirding postmerkot surveiilance,
piense contact CRRAs Office of Surveiliones and Biomedric’s (O8Rs) Division of Postrmadke:
Surveitionce ot 240-276-3474. For questions re{z;\r:h::a the :c-ﬁortmg, of device advere evenis
(Madical Devico Reporting (MDRY], please comeat the Division of Swrveiliance Svatems ar 240
2703464, You may obists other geners] tformation on your responsitilities tnder the A from
the Divizion of Small Maralacuras, biemational snd {‘onaJr;« Assigtanes ar 103 wi-tree
nusnier (S00) E3%-2047 o (240) 276-3156 or af 11s Internet addresy

hiedivoye fagov -’od"nm‘dusmrsgg porifindes. afnd,

Sincesaly vours,
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