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Dear Timothy Holwick,

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) 1o legally marketed predicate devices marketed in interstate
commerce prior 1o May 28, 1976. the cnuciment date of the Medical Device Amendments or 1o
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that dv not require approval of a premarket npproval npplication (PMA).
You may, therefore, market the device. subject to the gencral controls provisions of the Act.
However, you ar¢ responsible to determine that the medical devices you usc as components in the
kit have eithcr been determincd 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.c., unfinished) and further process (¢.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 adulicration. Please note: CDRH does not
evaluate information related to contract liability warrantics. We remind you, however, that
device labeling must be truthful and not misleading.

If your device is classified (scc above) into cither class 11 (Special Controls) or class Il (PMA), it
may be subjcct to additional controls. Existing major régulations affecting your device can be
found in the Code of Federal Regulations. Title 21, PParts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Resgister,
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Please be advised that FDA's issuance of a substantiel equivalence determination does not mean
that FDA has made a determination that your device complies with other requircments 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 rediation control provisions (Scctions 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
contact the Division of Small Manufecturers, Intemational and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet eddress

calD esforYowl :

the ngulanon enmled. "Misbmnding by reference 10 prematket notiﬁcanon" (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go to
hitp/iwww.fda.gov/MedijcalDevices/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

Jfwww.fda.goviMedicalDevi au aul

Sincerely yours,

HerbeEPjliner -S

L0

for
Benjamin R. Fisher, Ph.D.
Director
Division of Reproductive, Gastro-Renal,
and Urological Devices
Office of Device Evaluation
Center for Devices and Radiological Health
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Indications for Use

510(k) Number (if known): _K130889
Device Name: Split Cath® Ry
Indications for Use:

The Medcomp Split Cuh® Ry is indicated for use in attaining Long-Term vascular nccess
for Hemodialysis and Apheresis in the adult patient.

Is may be inserted percutuncously and is primarily placed in the intemnal jugular vein,
Altemate inscrtion sites include the subclavian vein and femoral vein.

Prescription Use ___ X AND/OR Over-The-Counter Usc
(Part 21 CFR 80] Subpart D) ~ (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE OF NEEDED)
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Concurrence of CORH. Office of Device Evaluation (ODE)

Herbert P. Lerner -S
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Submitter Information:

Submitier: MEDCOMP&:

; 1499 Delp Drive

THELC COMP Harlevsville, PA 19438

ﬁ (215) 256-4201 Telephone
(215)256-9191 Fax

1499 Delp Drive Contact: Timothy Holwick. Regulatory Associate
Date Prepared: March 25, 2013

Harieysville, PA 19438

S B SR Device Name: Spiit Cath® Rg o
Common Name: Catheter, Hemodialysis. implanted

Fax. 215-256-1787 Czia‘smﬁ(‘;am.m Name:  Blood _Ac::ess device and accessories
C.F.R. Section: 876.5540

wiww.medcompnet.com Classification Panel.  Gastroenterology and Urology
Class: Hl. MSD

Predicate Devices:

K121848. Split Cath@® III concurrence date September 21, 2012, Class [1I CFR §876.5540
K022678 Split Cath I'V (Split Stream). concurrence date February 24, 2003 Class 111 CFR
§876.5540

Device Description:

The Split Cath® Rg Long Term Catheter provides two dedicated (arterial/venous) access
lumens. Each lumen is connected through an extension line with female luer connectors. The
transition between lumen and extension is housed within a molded hub. To prevent
recirculation, the venous end of the lumen is approximately 1.0 longer than the arterial. The
catheter is capable of providing consistent flows up to 400ml/min.

The catheter Jumen 1s composed of a soft, thermo-sensitive, polyurethane material that is rigid
upon insertion and once it reaches body temperature becomes soft to reduce vessel trauma.

The dialysis extensions are color coded with a white luer, red sleeve, and red clamp for the
arteria lumen. The easy identification of the venous lumen, there is a white luer, blue sleeve,
and blue clamp.

The proposed device is 14 French ip size and comes in the following lumen lengths: 24, 28,
32.36, and 40cm. The catheter is packaged in separate components as they are assembled
during retrograde insertion. Afier the lumen is inserted. it is attached to the Attachable Hub
and Extension Assembly using the Lumen Clamp.

Intended Used:

The Medcomp Spint Cath® Rg 1s intended for use in attaining long term vascular access for
Hemodialysis and Apheresis in the adult patient.

Medcomp Split Cath® Rg Summary Page 10f 3
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Indications for Use:

The Medcomp Split Cath® Rg is indicaied for use n attatning Long-Term vascular access for
Hemodialysis and Apherests in the adult patient,

It may be mserted perewtancously and 1« primarily placed in the internal jugular vein,
Alternate msertion sites include the subelavian vein and femoral vein.

Comparison to Predicate Devices:

The Split Cath® Rg 1s substantially equivalent to the predicate devices in terms of intended
use, materials, anatomical location, basic design, performance. labeling. manufacturing
process and method of sterilization.

S

40cm

32, 38, 40, and 55cm

ATTRIBUTE ‘ Split Cath RG (Proposed Device) Split Cath Il K121848
(Predicate Device)
| INDICATIONS i The Medcomp Split Cath Rg is The Medcomp Spiit Cath Ill is
| FOR USE ! indicated for use in attaining Long-Term | indicated for use in attaining long |
| vascular access for Hemodialysis and term vascular access for
! Apheresis Hemodialysis and Apheresis in the
| adult patient.
TARGET | Adult Adult
POPULATION I
INSERTION SITE | Internal jugular vein Internal jugular vein
Subclavian vein Subclavian vein
Femoral vein
Translumbar
WHERE USED Hospital Hospital
STERILIZATION | 100% Ethylene Oxide 100% Ethylene Oxide
METHOD
MATERIAL / Lumen - Polyurethane: ChronoFlex Lumen - Polyurethane: ChronoFlex
ADDITIVES Cuff - Polyester Cuff - Polyester
Hub/Suture Wing and Luers: Isoplast Hub and Suture Wing -
Extension: Polyurethane Polyurethane
Clamps - Acetal Extension — Polyurethane
Extension Sleeve - Silicone Clamps - Acetal
Cannula and Pins - Stainless Steel Luers - Isoplast
Extension Sleeve - Silicone
DESIGN LUMEN: 14F LUMEN: 14F
SPECIFICATION | LUMEN LENGTHS: 24, 28, 32, 36, and | LUMEN LENGTHS: 20, 22, 24, 28,

Performance Standards:

Performance standards have not been established by the FDA under section 514 of the Federal
Food, Drug and Cosmetic Act.

Biocompatibility:

Medcomp Split Cath® Rg Summary
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Results for all biocompatibility testing demounstrate the materials used meel the requirements
of ISO 10993.

Nonclinical Testing:

Performance Bench Testing:
e Alr Leakage
e Ligmd Leakage
e Toree at Break
¢ Recueulation
¢ Flow vs. Pressure
e Priming Volume

In addition 10 the above testing. mechanical hemolysis testing was performed on the proposed
device due to the change in blood flow path when compared 1o the predicate device.
Furthermore, the proposed device was evaluated for MR1 safety due to the presence of the
stainiess sieel cannula.

Technological Characteristics:

The proposed device is intended for retrograde insertion whereas the predicate device is
intended for antegrade insertion. To facilitate this retrograde msertion. the proposed device is
packaged n a disassembled form to allow for insertion personnel 10 assemble the hub
assembly once the lumen has been inserted and tunneled back to the sertion site.

In order 1o facilitate proper connection between the lumen and hub assembly, the hub
assembly is outfitted with a stainless steel cannula that is not present in the predicate device.
The sure fit of this cannula to lumen, followed by application of the compression ring and hub
clamps, is essential to device integrity following the insertion and assembly procedure.

Once inserted and assembled, the principles of operation with regard to hemodialysis are the
same as the predicate devices. There are no new questions raised regarding the safety or
effectiveness of the device.

Summary of Substantial Equivalence:

In this submission, testing is provided to address the difference in technological characteristics
between the propesed and predicate devices. Nonclinical testing and discussion of previously
submitted information on the predicate devices establish that there are no new issues of safety
or effectiveness for the proposed device.

The proposed device meets the performance criteria of design verification as specified by 1SO
standards, guidance documents and test protocols. The proposed device has the same intended
use, operation and function as the predicates. There are no differences that raise new issues of
safety and effectiveness. The proposed device is substantially equivalent to the legally
marketed predicate devices.
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