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Dear Ms. Canan:

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) 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 reclassitied in accordance with the provisions of the Federal Food, Drug,
and Cosmelic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general 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: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misteading.

If your device is classified (see above) into either class H (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 21, Parts 800 to 898.. In addition, FDA may

. ‘publish further announcements cencerning 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 I'ederal 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 531-342 of the Act); 21 CFR 1000-1050.

[l'you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to hitp//www. fda.cov/Aboutt DA/CentersOflices/C DRI/CDRHO ffices/ucm 1 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference 1o 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 '

hutp:/fwww. fda.gov/MedicalDevices/Salety/ReportaProblem/default. hitm for the CDRH’s Ofﬁce
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilitics under the Act from the
Division ol Small Manufacturers. International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

hitp:/www. [da.gov/Medical Devices/Resourcestor You/Industry/de fault litm.

Sincerely yours,
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“ApBram D. Zuckerman, M.D,
Pl

Direclor
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radioclogical Health

Enclosure
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_ Indications for Use Statement

510(k) | 3
Number E L O
(if known) K( 325_@

Device Name CPS Direct SL II Slittable Quter Catheter

Indications  The St. Jude Medical CPS Direct® SL II Slittable Quter 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 Over-The-Counter Use
(Per 21 CFR 801. 109}

(Division SIgn-Off() | | | &% (

Divislon of Cardiovascular Devic e A
510() Number__ IO ZS

CPS Direct® SL II slittable
Outer Catheter

Special 510(k)

St. Jude Medical



