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Dear Mr. Putnam:

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 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). You may, therefore, market the
device, subject to the general controls provisions of the Act. However, you are responsible to
determine that the medical devices you use as components in the [kit/tray] have either been
determined as s‘ubstantial‘ly equivalent under the premarket notification process'(Section 510(k)
of the act), or were legally on the market prior to May 28, 1976, the enactment date of the
Medical Device Amendments. Please note: If you purchase your device components in bulk
(i.e., unfinished) and further process (e.g., sterilize) you must submit a new 510(k) before
including these components in your kit/tray. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, and
labeling, and prohibitions against misbranding and adulteration. 4 B

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http:/www.fda.gov/AboutFDA/CentersOffices/ CDRH/CDRHOffices/ucm115809.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
http://www.fda.ecov/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/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

Bram D. Zuckerman, M.D.

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure




INDICATIONS FOR USE STATEMENT

Current 510(k) Number: K09 [14]

Device Name:

HeRO™ Vascular Access Device
Indications for Use:

The HeRO™ Vascular Access Device is indicated for end stage renal disease patients
on hemodialysis who have exhausted all other access options. These catheter-
dependent patients are readily identified using the K/DOQI guidelines' as patients who:

e Have become catheter-dependent or who are approaching catheter-dependency
(i.e., have exhausted all other access options, such as arteriovenous fistulas and
grafts).

e Are not candidates for upper extremity fistulas or grafts due to poor venous
outflow as determined by a history of previous access failures or venography.

e Are failing fistulas or grafts due to poor venous outflow as determined by access
failure or venography.

¢ Have poor remaining venous access sites for creation of a fistula or graft as
determined by ultrasound or venography.

e Have a compromised central venous system or central venous stenosis (CVS) as
determined by history or previous access failures, symptomatic CVS (i.e., via
arm, neck, or face swelling) or venography.

e Are receiving inadequate dialysis clearance (i.e., low Kt/V) via catheters
K/DOQI guidelines recommend a minimum KtN of 1.4.2

! National Kidney Foundation, K/DOQI Clinical Practice Guidelines for Vascular Access, 2000. Am J
Kidney Disease 37:5137-S181, 2001 (supp! 1).

22006 "K/DOQI—Clinical Practice Guidelines for Hemodialysis Adequacy Guideline 4." Minimally
Adequate Hemodialysis.

Prescription Use v AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)
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