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Arrow® NextStep™ Antegrade Chronic Hemodialysis Catheter
Chronic hemodialysis catheter

MSD, Class lll, 21 CFR Part 876.5540, Catheter, Hemodialysis,
implanted

Integral Chronic Hemodialysis Catheter (K040260)

The Arrow® NextStep™ Antegrade Chronic Hemodialysis Catheter is
a15Fr, 2 lumen, one piece Carbothane catheter with a preloaded
stylet and step tip designed for antegrade placement. The catheter is
available in multiple lengths. The procedure kit includes the
necessary accessories to correctly insert the catheter.

The Arrow® NextStep™ Antegrade Chronic Hemodialysis Catheter is
indicated for use in attaining long-term vascular access for
hemodialysis and apheresis. The Arrow® NextStep™ Antegrade
Chronic Hemodialysis Catheter is inserted percutaneously and is
preferentially placed into the internal jugular (1J) vein. Alternately,
this catheter may be inserted into the subclavian vein although the
jugular vein is the preferred site. Catheters greater than 40 ¢cm are
intended for femoral vein insertion. The Arrow® NextStep™
Antegrade Catheter is intended for use in aduit patients.

The proposed device has the same technological characteristics as
the predicate device.

Tests were performed to demonstrate substantial equivalence in the
following areas:
- Flow rate tests
- Leak tests

- Tensile test
The results of the laboratory tests demonstrate that the device is as
safe and effective as the legally marketed predicate devices.

Based on the indications for use, design, safety and performance
testing, the Arrow® NextStep™ Anetgrade Chronic Hemodialysis
Catheters met the requirements that are considered adequate for its
intended use and is substantially equivalent to the predicate devices.

- Recirculation test
- Biocompatibility tests
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KIT CERTIFICATION
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We certify that all'of the medical components of the subject kit are-gither 1) legally
marketed pre- -amendment devices, 2) exempt. Trom: premarket notification (consistent
Wwith thé éxeimption critéria déscribed in the.classification regulations and the limitations
of exemptions from Section:510(k):of the Act (e Qi 21 CFR Part 862. 9) or 3) have been
fouind'to be. substantlally equivalent through the; premarket notification process for the
use(s) for-which it is intended (i.e. not clalmmg or causing a:new use for the
‘components) Refer to Table 8 below for.a list. of kit components..

We further certify that AITowW Intérnatioial, Inc. purchases all device components either
in packaged and labeled form consistent withitheir pre-amendments, exemptlon or
prémarket’ notification criteria and status, or-as bulk ion-labeled and.non-sterile
components; also consistent with their prezamendments, exemption; or premarket -

notification’ crlterla and. ‘status..

The kit-versién of thé dévice utilizes packaging that consists: of a vacuum-formed tray in
a paly- and Tyvek® pouch:. All components are placed in the tray:and pouch sealed, EtO
sterilized and then packed. ifv corfiigated shipping cartons. No components are:
“reprocessed” as a result.of the sterilization. Final processing.of the kit has no effect on
the. funct[onallty (| e., safety and effecuveness) of any of'the kit components

Table 1; Kit Companent Certification
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Component Cl_asD;‘f,i[cc;ion. Régulation | Ceftification
Spring wire; Mg;mda With Arrow Class II, DQX'21 CFR 870.1330° K914531
Advancer . . .
SmanSeal ™™ Hemostalic Dtaly5|s | Class li, DYB .CFR 870.1340 K043438
_Shéath . ) . .
Introducer Needle 18 ga: X 2-1 Zf’ Class Hl; DQY --21 CFR KB62056°
{6.35cm) . 870:1250.
Tunneler with tunneling sheath Class Il 21 GFR 'K040260,
' ) R B _ | 8765540
‘Non vented maledustcap’ ~ ~ ~ "('Classll 21 CFR | Ko40260°
B870:5540:
Dressing: Tegaderm®: “Class |, KGX: 21:CFR K973036
- '880:5240:
Tigsue Dilator12 Fr Class I, DYB 21 CFR: K780532
Tissue Dilatér 14 Fr . -870.1310 . . _
Arrow®. SharpsAway TR Lockmg Class II; FMi 21 CFR" | Ko41153
. Disposal Cup . . e _878:4800
, Safety.Scalpel Class |; GDX. 21 CFR Exempt ™
o g |:878:4800°
.CSR Wraps ClassI,FRG ™ |'21CFR 'KB00123
e .880 6850’
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5\ ‘-/éy DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenug
Document Control Reom —WOG66-G60%
Silver Spring, MD 20993-0002

Ms. Suzanne Schorle

Regulatory Affairs Specialist

Arrow International, Inc. '

a division of Teleflex Medical, Inc. ' FEB -~ 1 250
2400 Bernville Road

READING PA 19605

Re: K102238
Trade/Device Name: Arrow” NextStep  Antegrade Chronic Hemodialysis Catheter
Regulation Number: 21 CFR §876.5540
Regulation Name: Blood access device and accessories
Regulatory Class: III
Product Code: MSD
Dated: December 30, 2010
Received: January 3, 2011

Dear Ms. Schorle:

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 have either been determined
as substantially 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. 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.

If your device is classified (see above) into either class IT (Special Controls) or class 111 (PMA),

it may be subject to additional controls. Existing. majorregulations 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 l'ederal statutes and regulations administered by other Federal agencies. You must '
comply with all the Act’s requirements, including, but not himited to: registration and listing {21
CFR Part 807); labeling (21 CT'R 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.

[f you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to hitp://www.fda,pov/AboutFDA/CentersOffices/CORH/CDRHOffices/ucm115809.htm for
the Cenier 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
hitp:/fwww.fda.gov/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 [nternet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.him.

Sincerely yours, :

fops B Ve

{nHerbert P. Lerner, M.D., Director (Acting)
Division of Reproductive, Gastro-Renal,
and Urological Devices
Office of Device Evaluation
Center for Devices and Radiological Health
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Arrow® NextStep™ Antegrade Chronic Hemodialysis
Catheter

The Arrow® NextStep™ Antegrade Chronic Hemodialysis
Catheter is indicated for use in attaining long-term vascular
access for hemodialysis and apheresis. The Arrow NextStep™
Antegrade Catheter is inserted percutaneously and is
preferentially placed into the internal jugular (1J) vein.

Alternately, this catheter may be inserted into the subclavian vein
although the jugular vein is the preferred site. Catheters greater
than 40 cm are intended for femoral vein insertion. The Arrow®
NextStep™ Antegrade catheter is intended for use in adult
patients.

X AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)
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Concurrence of CDRH, Office of Device Evaluation (ODE)
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