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Dear Ms. Canan:

We have reviewed your Section 5 1 0(k) prernarket 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 to the genera! 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. Please note: CDRI-L does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in, the Code of Federal Regulations, Title 2 1, 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 eqluivalenice determination does not mean
that FDA has mnade a determination that your device complies with other requirements of the Act
or' anly 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
CER Part 807); labeling (21 CFR Part 801 ); medical device reporting (reporting of medical
device-related adverse events) (2 1 CFR 803); g~ood manuilaet~lringl practice requirements as set
forth in the quality systems (QS) regUlation (21 (YR Part 820); and if applicable, the electronic
prod uct adi at ion control pro visi ons (Sect ions 53 1-542 of the /\ct), 2] C FR 1000-1050.

I' you desire specific advice or1 your device on our' labeling reCgulationl (21 CFR Part 801), please
go to htn:/w.fagvAotD!etr1flelDl/DIlfie/tn I5809.h1tmi for
the Center obr Devices and Radiological HeIalth's (CDRI-ls) 001lce of Compliance. Also, please
note the regulationl entitled. "Misbranding by reference to premnarket notification" (2 iCER Part
807.97). F"or quest0ionegarcting the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.Ifd,,io\//MediicaiIDevices/Satfetv/RepoitaPr-oblen/deI'-,ulthrn for the CDRH's Office
of Surveillance and 13 iometrics/Di vision of Postmarket Surveillance.

You may obtain other general infiormation onl your responsibilities under the Act from the
Division of Smrall Manufacturers. International and Consumer Assistance at its toll-free number
(800) 638-204 1 or (30 1) 796-7100 or at its Internet address
http://ww%%:,fd(a,(uov/N4edieal Devices/Resourcesl'orYOuI/lndustr-y/def'ault.hitM.

SincerelN yours,

ramD.Zukeman M.D.
'Directo

D~ivision ofado cular Devices
Office of levice Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use Statement

510(k)
Number
(if known)

Device Name CPS Direct SL I1 Slittable Outer Catheter

Indications The St. Jude Medical CPS Direct@ SL II Slittable Outer Catheters
for Use intended use is designed for intracardiac access of the venous system of

the heart and to serve as a conduit during implantation for the delivery of
contrast medium and St. Jude Medical devices, including implantable left
heart leads and delivery tools, and support of fluids where minimizing
blood loss is essential. In addition, the outer guide catheters can work
with inner catheters as a system.

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
IF.NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use -X___ OR Use______nte Us
(Per 21 CFR 80 1. 109)

(Division Sign-Off)
Divslon of CardiovascularDei cs _'

51 0(k) Numbe k1C5R US

CPS Direct® SL II slittable
Outer Catheter
Special 5 1 0(k)

St. Jude Medical


