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510(1) SUMMARY

1. 510(k) Owner:

Covidlien
I5 H-ampshire Street
Mansfield, MA 02048
Telephone: (508) 261 -6596
Fax: (508) 261 -8149

Contact: M r. Wing Ng
Title: Manager, Regullatory Affairs
Date Prepared: August 23, 2011

2. Device:

Trade Names: Pal indrome11Th H- Chronic Catheter
Pal indromleT'M SI Chronic Catheter
PalinjdromleTMt HSI Chronic Catheter

Common Name: Catheter
Classification Name: Implanted H-emodialysis Caltee

Coated Implanted Ilemodialysis Catheter
Regulation Number: 21 JFR 876.5540
Product Code(s): MSD, NYU
Classification: Class IlI

3. Predicate Devices:

Pal irhomeTM 1H Chronic Catheter (1(060509)
Palindromeir' SI Chronic Catheter (1(060972)
PalindromTM HSI Chronic Catheter (1(062671)
Modified Chronic Heniodialysis Catheters (1(111372)

4. Device Description:

Thle Pal ildroinerNI H1 Churnic Catheter with Heparin coating has a rad iopaqute

polyuirethane shaft with two large inner lumens designed in a ''double D" configuration.
The distal end of the catheter extends to a symmetrical tip. Thle proximal end of the

catheter shaft contains a polyurethane hub assembly and silicone extension sets. The
catheter contains a hieparin coating onl its surface from thre tip) of the catheter to the cuff

onl the external surface and throughout the entire length onl the internal sur-face (tip to Iluer

adapters). Thle lieparin coating serves to reduce p~latelet adhesion.

The PalindromleTr~I SI Chronic Catheter wvith Silver Impregnated slee~h has a radiopaque

po0lyuretha ne shaft with two large ininer ilumens dlesigned in a "double D"' con figu ration.
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Thle distal end of thle catheter extends to at symmetrical tip. Thle pr oximal end of the
catheter shaft contains a p0 lyureth ape hub assemlbly a ad s ilicone extens ion sets. Thle
catheter contoains a silIver impregn.,ated sleeve penn an ently bonlded to th(11 Lter Sti rfacc of

the device from thle hiub to thle Cliff. The silver impregnated sleeve serves to reduce
microbial colonizajion onl the external surface of the sleeve which is placed within the

sube otaneCous ti n e tract.

Thle PalindronwCT 1 1-S5 Chronlic Catheter with Ilecparia coating and Silver Impregnlaed
sleeve has a radiopaque polyurethiane shaft with two large inner lumniis designed in a
';double D" con figuration. The (distal end of the catheter extends to a symmetrical tip.

The proximal end of thle catheter shaft contains a polyurethane hurb assembly and silicone
extension sets, Tb e ctheter contains at hepai i1 coating onl its surface fiont the tip of thle

catheter to thie cuff oil the external surface and throughout the entire length onl thle jattinal

sur1face (tip to liter adapters). The heparin coating serves to redciie platelet adhesion.
The catheter also contains a silver impregnated sleeve permanrently bonded to thle outer

sinrface of the device fromt thle hubi to the cuff. The silver impregnated sleeve serves to

reduce microbial colIon izat ion onl the external surface of thle sleeve whichi is placed wvithin

thle su be Ltaneou s tW111an1 tract:

5. Inteiided Use:

The Pali ndrome' i 1- Chronlic Catheter is intended for acute and chrjonic hemodialysis,
apheresis, and infusion. lit may be inserted either percutaneously or by cutdown. Thle

lperformiance of the heparn coating Onl thlis catheter in redutc ing platelet adhiesion Onl thle
catheter surface for tip to 720 hours of dialysis treatment is supported by bench and

aninial testing.

The PalindromeiM1 SI Chronic Catheter is intended for acute and chronic hemodialysis,
apheresis, and infusion. It may be inserted either percutaneously or by eutdoxvn.

Catheters greater thlan 40 cm i m plant length are inadicated for femnora I insertion, The
performance of thle silver imipregnated sleeve in reducing colonization onl thle catheter
surface for upl to 30 days is supported by benich and animal testing.

The Palindromenhi HSI Chronic Catheter is intended for acute and chronic hemnodialysis,
aipheresi., and infusion. It may be inserted either per-cutaneIouIsly or by cut1down. The
performance of thle heparin coating on this catheter in reducing platelet adhecsion on thie

catheter surface for uip to 720 hiours of dialysis treatment is supported by bench and
animal testing. Thie performance of thle silver impregnated sleeve inl reducing
colonization onl the catheter surface for tp to 30 days is su.pported by bench and animial
testing,

6. Technological Characteristics:

Thie modified devices have thle same technological characteristics as compared to their

respective pied icate devices.

7. P'erformnuce Data:

Bench top fuactional testing was completed to support suibstantialI equi ivalence between

the modified device and thle current device. 'fhe test regimen evaluated thle devices'
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resistance to kink, leak, bur-st, Catheter collapse, fiafigue, and the tensile strength at

v'arious points of the catheter, Fiunctional testing also evaluaited hepari in act iv~ity, hepari n
conce ntrati on, coatinig dtirabit ty, and sleeve adhesion. The resulIts oft11w perfori a ice
test gl show that the nodified devices Cont ile to meet the ic levan 1 110I(1(t

Specifications.

Biocoinpatibility testing per ISO 10993: Biological Evaluationl of Medical Devices was

cornp leted to support hi ocompati hi lit' lbetweel l ihe modli fied d1ev ice and the current
device. Material characterization testing wvas included to show material equivalence
where applicable. The resu Its of the biocom pati bil ity testing show that the nodi fied
devices conltin1ue to 1)c biocompatibic for its intended LUse.

The resuilts of functionalI test inig biocoipatibi lily testing, and material analytical testing
5u1J)It the determination Of substantial equivalence.

8. Conclusion:-

Based on noll-clinical testing results, Covidien has demonstrated that the modified coated
catheters are substantially equivalent to their respective existinig coated catheters.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

lood aand Druig Administrationl
10903 New Hlampshire Avenuie
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

Mr. Wing Ng
Manager, Regulatory Affairs
Co vi cie n
Vascular Therapies
15 l-ampshire Street snf
MANSFIELD MA 02048

Re: K 112477
Trade/Device Name: PalindromeTM 1-1 Chronic Catheter

PalindromeTM SI Chronic Catheter
PalindroMeTm HSI Chronic Catheter

RegUlation Numnber: 21 CFR §876.5540
Regulation Name: Blood access device and accessories
Regulatory Class: III
Product Code: NYU, MSD
Dated: Au~gust 23, 2011
Received: August 29, 2011

Dear Mr. Ng:

We have reviewed your Section 5 10(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 5 10(k) of the act),
or were legally on the market prior to May 28, 1976, the enactment date of the Medical Device
Amendments. P/ease note: If you purchase your device components in bulk (i.e., unfinished)
and further process (e.g., sterilize) you'must submit a new 5 10(k) before including these
components in your kit. The general controls provisions of the Act include requiremcnts 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 11 (Special Controls) or class Ill (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 Repister.
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Please be advised that FDA's issuance of a substantial equivalence deterination 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 (2 1 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 53 1-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://wAwwN.fda.gov/AbouitFDA/CentersOffices/CDRH/CDRI-Offices/ucmi II 5809.htm for
the Center for Devices and Radiological Health's (CDRI-I's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803)), please go to
http://wvww.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htin for the CDRI-ls Office
Of Surveillance and B iometrics/Di vision of Postmnarket 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/ResourcesforYou/Industry/defauiltm.

Sincerely yours,

H-erbert P. Lerner, M.D., Director (Acting)
Division of Reproductive, Gastro-Renal,

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



Section 4

Indications for Use Statement

5lO (k) Number (if known): JK11/ 9-a 7
Device Name: PalindromeTM H Chronic Catheter

PalindromeTM SI Chronic Catheter
PalindromeTM HSI Chronic Catheter

Indications for Use:

The PalindromeTM H Chronic Catheter is indicated for acute and chronic hemodialysis, apheresis,
and infusion. It may be inserted either percutaneously or by cutdown. The performance of the
heparin coating on this catheter in reducing platelet adhesion on the catheter surface for up to 720
hours of dialysis treatment is supported by bench and animal testing.

The PalindromeTM SI Chronic Catheter is indicated for acute and chronic hemodialysis, apheresis,
and infusion. It may be inserted either percutaneously or by cutdown. Catheters greater than 40
cm implant length are indicated for femoral insertion. The performance of the silver impregnated
sleeve in reducing colonization on the catheter surface for up to 30 days is supported by bench
and animal testing.

The PalindromeTM HSI Chronic Catheter is indicated for acute and chronic hemodialysis,
apheresis, and infusion, It may be inserted either percutaneously or by cutdown. The
performance of the heparin coating on this catheter in reducing platelet adhesion on the catheter
surface for up to 720 hours of dialysis treatment is supported by bench and animal testing. The
performance of the silver impregnated sleeve in reducing colonization on the catheter surface for
up to 30 days is supported by bench and animal testing.

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CER 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE7 IF NEEDED)

Co en of C H fffiice of e S~valuation (ODE)

(iDivision ign-Off)
Division of Reproductive, Gastro-Reflal, and
Urologicat Devices f i' - i
519(k*) NumoUr


