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510(k) Summary
As required by 21 CFR 807.92(c)
OCT 2 0 2006
510(k) Number: _Ko6115)
Date Prepared: August 2, 2006
1. Submitter Information:
Submitter’s Name/ St. Jude Medical
Address: 14901 DeVeau Place
Minnetonka, MN 55345-2126
Contact Person: Glenn Jacques
Regulatory Affairs Manager
Tel: 952-351-1356
Fax: 952-930-9481
gjacques @sjm.com
2. Device Information:
Trade Name: Reflexion Spiral™ Variable Radius Catheter
Common Name; Catheter, electrode recording
Classification Name: Catheter, electrode recording or probe, electrode
recording
Class: Class I1, 21 CFR 870.1220, Product Code DRF

3. Predicate Device:

Irvine Biomedical, Inc., (IBI) Inquiry™ Optima™ Steerable Electrophysiology
Catheter (K042775)

4. Device Description:

The St. Jude Medical (SJM) Reflexion Spiral™ Variable Radius Catheter (Reflexion
Spiral catheter) is a flexible, asymmetric, bi-directional, radiopaque variable radius loop
electrophysiology catheter constructed of a polymer shaft that incorporates platinum
electrodes.

The Reflexion Spiral catheter has a proximal handle (ComfortGrip™) that contains:

1) A shaft actuator mechanism for varying the asymmetrical sweep (90° sweep) and curl
(180° curl) of the distal portion of the shaft. 2) A loop actuator mechanism for varying
the loop diameter from approximately 25mm to approximately 15mm. 3) An electrical
connector fitted into the proximal end of the handle.
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KOBHAAS |

Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

5. Indications for Use:

The Reflexion Spiral catheter can be used for recording intracardiac signals and for
cardiac stimulation during electrophysiology studies. The Reflexion Spiral catheter is to
be used to map the atrial regions of the heart.

6. Statement of how the technological characteristics of the device compare to those
of the predicate or legally marketed device:

The Reflexion Spiral catheter and the predicate IBI Inquiry™ Optima™ catheter are both
intended for electrogram recording and stimulation during electrophysiological studies.
The different proximal handles show equivalent performance of the loop radius control
and sweep/curl positioning control and does not affect the intended use or the scientific
technology of the device.

7. Brief summary of non-clinical tests and results:

The test plan for the Reflexion Spiral catheter was based on FDA Guidance “Electrode
Recording Catheter Preliminary Guidance, Draft Version,” March 1995 and ISO
10555-1, Sterile Single-Use Intravascular Catheters Part 1: General Requirements. The
test results indicate conformance to the standards and reliable performance when used in
conformance with the device Instructions for Use. The Reflexion Spiral catheter does not
raise any new issues of safety, effectiveness or performance of the device.

8. Statement of Equivalence:

Through the comparison data, the equivalence evaluation, and supporting bench and
animal data, SIM considers the Reflexion Spiral™ Variable Radius Catheter to be
substantially equivalent to the Irvine Biomedical, Inc. Inquiry™ Optima™ Steerable
Electrophysiology Catheter.
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

St. Jude Medical 0CT 2 0 2006

Atrial Fibrillation Division
¢/o Mr. Glenn Jacques
Regulatory Affairs Manager
14901 DeVeau Place
Minnetonka MN 55345

Re: K062251
Trade/Device Name: Reflexion Spiral Variable Radius Catheter, Model 402804
Regulation Number: 21 CFR 870.1220
Regulation Name: Electrode Recording Catheter or Electrode Recording Probe
Regulatory Class: II
Product Code: DRF
Dated: August 2, 2006
Received: August 4, 2006

Dear Mr. Jacques:

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 reclassified in accordance with the provisions of the Federal F ood, 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 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.

If your device is classified (see above) into either class II (Special Controls) or class Il (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to §98. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

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 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): good manufacturing practice requirements as set

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Page 2 — Mr. Glenn Jacques

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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market. '

[f you desire specific advice for your device on our labeling regulation (21 CFR Part 801 ). please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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) 443-6597 or at its Internct address http://www fda.gov/cdrh/industry/support/index.himl.

Sincerely yours,

Bra . Zuckerman, M.D. :

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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INDICATIONS FOR USE

510(K) Number (if known): _K 06 2L |

Device Name: Reflexion Spiral™ Variable Radius Catheter

Indications for Use:

The Reflexion Spiral™ catheter can be used for recording intracardiac signals and for
cardiac stimulation during electrophysiology studies. The Reflexion Spiral™ catheter is
to be used to map the atrial regions of the heart.

Prescription Use __ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

, _ Page 1 of 1
A

(Divisién Sign-Off)
Division of Cardiovascular Devices
510(k) Number_k_sc,Ja 5"/

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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@ ST. JUDE MEDICAL
ko2t o

October 2, 2006

T
Document Mail Center (HFZ-401)

510(k) Premarket Notification

Center for Devices and Radiological Health

Food and Drug Administration \C&:l

9200 Corporate Boulevard
Rockville, MD 20850

RE: Traditional 510(k) Amendment for K062251
Reflexion Spiral™ Variable Radius Catheter
Submission of Spiral 1 year Accelerated Aging Report #90001017

Dear Sir/Madam:

Pursuant to Section 510(k) of the Federal Food, Drug and Cosmetic Act and in
accordance with 21 CFR Part 807.81, Subpart E, St. Jude Medical is submitting the
attached amendment to the Reflexion Spiral traditional 510(k), K062251 previously
received by the FDA on August 4, 2006. This submission was prepared using the CDRH
Guidance for Industry and FDA Staff entitled “Format for Traditional and Abbreviated
510(k)’s” that was issued August 12, 2005. This amendment is adding the Spiral 1 year
Accelerated Aging Report #90001017 to the original submission for this new device.

The 510(k) notification requests clearance for the Reflexion Spiral™ Variable Radius
Catheter, which is a flexible, asymmetrical, bi-directional, variable radius loop
electrophysiology catheter.

As per a previous FDA reviewer, SIM would like to request a copy of all correspondence
regarding this submission be sent to the facsimile number listed below.

Primary Contact Alternative Contact:
Glenn Jacques Mac McKeen

Regulatory Affairs Manager Regulatory Affairs Director
Tel: 952-351-1356 Tel: 952-351-1544

Fax: 952-930-9481 Fax: 952-930-9481
gjacques @sjm.com mmckeen@sjm.com

ST, JUDE MEDICAT,
14501 DEVEAU PLACE « MINNHTONKA, MN » 55345
PHONE: (952) 933-4465 = FAX: (952) 930-9481

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

20
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October 2, 2006

SIM dentlal
FDA Copy 1 of 1

Accelerated Aging
Report #90001017

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. Q ,

T S



Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

WOCA[IEJAL U PAAIa2ay SOO\SULIO\PLOAA\SIUATIMOO( ATAL:D 9WRud[ly

S ON—-ddDST

4Oda0X - 41La0X

I EERRERENENESRENRRENNNENSN])

2dUoX

2ddOT

LAOX

LADT ~

Anuy SIIm

2 -

(s)auInjoa ojul punoq 913A4 S JI 3J13Y HIYD _ .

T

UOISSTUIQNS wo Adod yoed yjim mn U

uolrssiurqgns jo Ado0d goeo Jlim QU

UOISSIUIGNS JAIJUI YA mQU

1

uorssiuqns 2.11u9 yirm AHU 1

PIAIINY SAD

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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@ ST.JUDE MEDICAL

This submission contains trade secret and confidential commercial information that
should be protected in accordance with 21 CFR 807.95.

If additional information is required, please contact the undersigned by FAX.

Sincerely,

Glenn Jacques
Regulatory Affairs Manager

Enclosures
Spiral 1 year Accelerated Aging Report #90001017

1. JUDE MLDICAL
14901 DEVEAU PLACE » MINNETONKA, MN = 55345
PHONE: (952) 933-4465 « FAX: (952) 930-9481

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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No.
@ ST.JUDE MEDICAL | poicetNo

' Date: September
REPORT Version: 1

Page | of 75

Report Approvals

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. "? Lf
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( \ _/(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Ih Food and Drug Administration
9200 Corporate Boulevard

Rockville MD 20850

St. Jude Medical OC7 2 0 2006

Atrial Fibrillation Division
¢/o Mr. Glenn Jacques
Regulatory Affairs Manager
14901 DeVeau Place
Minnetonka MN 55345

Re: K062251
Trade/Device Name: Reflexion Spiral Variable Radius Catheter, Model 402804
Regulation Number: 21 CFR 870.1220
Regulation Name: Electrode Recording Catheter or Electrode Recording Probe
Regulatory Class: II
Product Code: DRF
Dated: August 2, 2006
Received: August 4, 2006

Dear Mr. Jacques:

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 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 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.

If your device is classified (see above) into either class II (Special Controls) or class [1I (PMA), it
may be subject to such 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 Register.

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 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 histing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. }
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Page 2 — Mr. Glenn Jacques

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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, penmts your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/support/index html.

Smcerely yours

. Zuckerman, M.D. :

D1rector

Division of Cardiovascular Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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INDICATIONS FOR USE

510(K) Number (if known): _K062L5 ]
Device Name: Reflexion Spiral™ Variable Radius Catheter

Indications for Use:

The Reflexion Spiral™ catheter can be used for recording intracardiac signals and for
cardiac stimulation during electrophysiology studies. The Reflexion Spiral™ catheter 1s
to be used to map the atrial regions of the heart. '

Prescription Use __ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)}

Page 1 of 1

%/mmmm
(Divisiéh Sign-Off)
Division of Cardiovascular Devices

510(K) Nurnber

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
8200 Corporate Blvd.

August 04, 2006 Rockville, Maryland 20850

5T, JUDE MEDICAL 510(k) Number: K062251

14901 DEVEAU PL. Received: 03-AUG—-2006

MINNETONKA, MN 55345 Product: REFLEXTON SPIRAL

ATTN: GLENN JACQUES VARIABLE RADIUS
CATHETER, MODEL
402804

The Food and Drug Administration (FDA), Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification,

(510(k)}, you submitted in accordance with Section 510(k) of the Federal
Food, Drug, and Cosmetic Act(Act) for the above referenced preduct and
for the above referenced 510(k) submitter. Please note, if the 510(k)

submitter is incorrect, please notify the 510(k) Staff immediately. We
have assigned your submission a unique 510(k) number that is cited above.
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. We will notify you when
the processing of your 510(k) has been completed or if any additional
information is required. YOU MAY NOT PLACE THIS DEVICE INTO CCMMERCIAL
DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (DMC) (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official 510 (k)
submission,

Please note the following documents as they relate to 510(k) review:
l1)Guidance for Industry and FDA Staff entitled, "FDA and Industry Actions
on Premarket Notification (510(k))Submissions: Effect on FDA Review
Clock and Performance Assessment". The purpose of this document is to
assist agency staff and the device industry in understanding how various
FDA and industry actions that may be taken on 510(k)s should affect the
review clock for purposes of meeting the Medical Device User Fee and
Modernization Act (MDUFMA). Please review this document at
www.fda.gov/cdrh/mdufma/guidance/1219.html. 2)Guidance for Industry and
FDA Staff entitled, "Format for Traditional and Abbreviated 510(k)s",
This guidance can be found at www,fda.gov/cdrh/ode/qguidance/1567.html.
Please refer to this guidance for assistance on how to format an original
submission for a Traditional or Abbreviated 510(k). 3)Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail
Communication with Industry about Premarket Files Under Review". Please
refer to this guidance for information on current fax and e-mail
practices at www,fda.gov/cdrh/ode/a02-01.html.

In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, you will save FDA
resources and may help reviewers navigate through longer documents more
easily. Under CDRHs eCopy Program, you may replace one paper copy of any
premarket submission {e.g., 510(k), IDE, PMA, HDE) with an electronic
copy. For more information about the program, including the formattiqgﬂ
requirements, please visit our web site at

www, fda.gov/cdrh/elecsub.html, 7c1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Lastly, you should be familiar with the regulatory requirements for
medical devices available at Device Advice www, fda.gov/cdrh/devadvice/".
If you have questions on the status of your submission, please contact
DSMICA at (240) 276-3150 or the toll-free number (800) 63B-2041, or at
their Internet address http://www.fda.gov/cdrh/dsma/dsmastaf.html. If

you have policy or procedural questions, please contact anyone on the
510(k} Staff at (301)594-1190.

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer

Office of Device Evaluation

Center for Devices and Radiological Health

(00

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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@ ST. JUDE MEDICAL

Reflexion Spiral™
Variable Radius Catheter

TRADITIONAL 3510(k)

Submitted by:

St. Jude Medical
14901 DeVeau Place
Minnetonka, MN 55345-2126

Establishment Registration Number: _

August 2, 2006

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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10D

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Section 1 Medical Device User Fee Cover Sheet

MEDICAL DEVICE USER FEE COVER SHEET

The Medical Device User Fee Cover Sheet is provided on the following page.

Reflexion Spiral™ Variable Radius Catheter Page 1
Traditional 510(k)
St. Jude Medical, August 2006

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. L{'
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ﬂYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005)
24-Jul-2006

Page 1 of 2
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Form Appreved OMB No. 0910-511 Expiration Date: August 31, 2005. See Instructions for OMB Staicmaent.

MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number on your check.

A completed Cover Sheet must accompany each original applicatior or supplement subject to fees. The following actions must be taken
to properly submit your application and fee payment:

1. Electronically submits the completed Cover Sheet to the Food and Drug Administration (FDA) before payment is sent.

2. Include printed copy of this completed Cover Sheet with a check made payable tc the Food and Drug Administration. Remember that
the Payment |dentification Number must be written on the check.

3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 856723, St. Louis, MO 63195-6733. (Nofe: In no case
should payment be submitted with the application.)

4. If you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Government Lockbox
9567733, 1005 Convention Plaza, St. Louis, MO 63101. (Note: This address is for courier delivery only, Contact the US Bank at 314-
418-4821 if you have any questions concerning courier delivery,)

5. For 'Wire Transfer Payment Procedures, piease refer to the MDUFMA Fee Payment Instructions at the following URL:
http:/ivww fda.govicdri/mdufmalfags.html#3a. You are responsible for paying all fees associated with wire fransfer.

6. Include a copy of the complete Cover Sheet in volume one of the application when submitting to the FDA at either the CBER or
CDRH Document Mail Center.

-

1. COMPANY NAME AND ADDRESS (include name, street
address, city state, country, and post office code)

2. CONTACT NAME
Elsa Linke
2.1 E-MAIL ADDRESS

link jm..
ST JUDE MEDICAL DAIG DIVISION INC ' e e |

MINNETONKA MN 55345 952-351-1527
us

2.3 FACSIMILE (FAX) NUMBER (Include Are2 code)

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: hitp:/iwww fda.gov/dc/mdufma

Select an_application type. 3.1 Select one of the types below
[X] Premarket notification(510(k)); except for third party [X] Origina! Application

[ ] Biologics License Application (BLA) Supplement Types:;

[ ] Premarket Approval Application (PMA) [ ] Efficacy (BLA)

[ ] Modular PMA -[]1Panel Track (PMA, PMR, PDP)
[ ] Praduct Development Protocol (PDP) []Real-Time (PMA, PMR, PDP)
[ ) Prerrarket Report (PMR) [1180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

{1 YES, | meet the small business criteria and have submitted the required [XI NO, | am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

5. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

[ ] This application is the first PMA submitted by a qualified small business, [] The sole purpose of the appiication is to support
including any affiliates, parents, and partner firms conditions of use for a pediatric population

[ 1 This biclogics application is submitted under secion 351 of the Public 11The application is submitied by a state or federal

Health Service Act for a product licensed for further manufacturing use only ggr:mr:\c?glll;ntﬁy for a device that is not to be distributed

6. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to the fee that applies for an ariginal premarket approval appiication (PMA).)

[1YES [X]NO

Form FDA 36(1 (08/2003)

“Close Window
¢ )

DEPARTMENT OF HEALTH AND HUMAN SERVICES —
250D AND DRUG ADINISTRATON PAYMENT IDENTIFICATION NUMBER

X

https://fdasfinappgfda gesiiQ kol il rdnimr e FSetersBRR IR SR s orseTdlsa2 .. 7/24/2006

|
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Section 2 CDRH Premarket Review Submission Cover Sheet

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

The CDRH Premarket Review Submission Cover Sheet is provided on the following page.

Reflexion Spiral™ Variable Radius Catheter Page 2
Traditicnal 510(k)
St. Jude Medical, August 2006

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. l O (O
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Establishment Registration Number (if known)
2182269
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v Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

) SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

|:l Withdrawal |:| Change in design, component, of D Location change:

["] Additional or Expanded Indications specification: (] Manutacturer
" Request for Extension [] software / Hardware ] sterilizer

| Post-approval Study Protocal [ color Additive L] Packager

[] Request for Applicant Hold L] material

[CJrequest for Removal of Applicant Hoid L] specifications

[ Request to Remove or Add Manufacturing Site [] other (specity betow)

D Process change: D Labeling change: [j Report Submission:
D Manufacturing I:] Indications D Annual or Periodic
D Sterilization D Instructions D Post-approval Study
[:I Packaging D Performance D Adverse Reaction
D Other (specify below) D Shelf Life D Davice Defect
D Trade Name D Amendment

D Other (specify below) D Change in Ownership

D Change in Correspondent
|:| Change of Applicant Address

D Response to FDA correspondence:

D Other Reason {specify):

SECTION D2 REASON FOR APPLICATION - IDE

r_—l New Device D Change in: [:] Repose 1o FDA Letter Conceming:
'—_l New Indication D Correspondent / Applicant D Conditional Approval
] Addition of Irstitution EI Design / Device D Deemed Approved
|_1 Expansion / I=xtension of Study D informed Consent |:| Deficient Final Report
[:l IRB Certification |:| Manufacturer ]:l Deficient Progress Report
D Termination of Study |:| Manufacturing Process D Deficient Invastigator Report
D Withdrawal cf Application D Protocol - Feasibility D Disapproval
I:l Unanticipated Adverse Effect D Protocol - Other |:| Request Extension of
[ netification cf Emergency Use D Sponsor Time to Respond to FDA
] compassionate Use Reguest ] o [] Request Mesting
[ Treatment 1DE Report submission; [ Request Hearing
I:] Continued Access |:| Current Investigator
D Annual Progress Report
D Site Walver Report
[ Fina

D Other Reason (specify):

SECTION D3 REASON FOR SUBMISSION - 510(k)

E New Device D Additional or Expanded Indications l:i Change in Technology

D Other Reascn (specify):

FORM FDA 3514 (6/05) PAGE 2 of 6 PAGES
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. {O 8
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SE®EONE

ADDITIONAL INFORMATION ON 51014} SUBMISEIONS

Summary of, or statement concerning,

safety and effectiveness information
E 510 (k) summary attached

| Product codes of devices to which substantial equivalence is claimed
1| DRF 3 4
5 6 7 8

510 (k) statement

wmation on devices to which substantial equivalence is claimed (if known)

Common or usual name or classification
Steerable Catheter

-,;;34 510(k) Number Trade or Proprietary or Model Name Manufacturer
Inquiry™ Optima™ Steerable . . .
1| K042775 1 Electrophysiology Catheter 1| Irvine Biomedical, Inc.
2| P960016 Supplement 14 Safire Ablation Catheter 2| St. Jude Medical
(reference predicate)
3 a 3
4 4 4
5 5 5
6 6 6

SECTIONF PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

% Trade or Proprietary or Model Name for This Device

Maodel Number

Reflexion Spiral™ Variable Radius Catheter 1| 402804
2 2
3 3
4 4
5 5
FDA document numbers of alf prior related submissions (regardiess of cutcome)
1 2 3 4 5 6
N/A
7 8 9 10 11 12

Data Included in Submission

X Laboratory Testing X Animal Trials

SECTIONG PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class

DRF 21 CFR 870.1220 [ class |

Classification Panel D Class Il
Cardiovascular

D Human Trials

K class i

D Unclassified

Indications (from labeling)

The Reflexion Spiral catheter is to be used to map the atrial regions of the heart.

The Reflexion Spiral catheter can be used for recording intracardiac signals and for cardiac stimulation during electrophysiology studies.

FORM FDA 3514 (6/05)

PAGE 3 of 6 PAGES

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ' Oﬁ
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Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

SECTIONH MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION
N FDA E i t Registration Numb
Original " 182;t6sghshmen egistration Number @ Manufacturer [:| Contract Sterilizer
Jadd [ pelete [1 contract Manufacturer ] Repackager / Relabeler
Company / Institution Name Establishment Registration Number
St. Jude Medical
Division Name (i applicable) i Phone Number (including area code)
Atrial Fibrillation Division {( 952 )9334700
| Streel Address | FAX Number (including area code)
14901 DeVeau Place (952 )930-9481
[ City ] State / Province ZIP/Postal Code Country
Minnetonka MN 55345 USA
Contact Name Contact Title Contact E-mail Address
Glenn Jacques Regulatory Affairs Manager gjacques @sjm.com

FDA Establishment Registration Number
D Original |:| Manufacturer D Contract Sterilizer
D Add D Delete D Ceontract Manufacturer |:| Repackager / Relabeler
| Company / Institulion Name Establishment Registration Number '
“Division Name (if applicabie) Phone Number (including area code)
( )
Street Address o FAX Number (including area code)
( )
City ‘ o State / Province ZIP/Postal Code Country
~~ntact Name Contact Title Contact E-mail Address

FORM FDA 3514 (6/05) PAGE 4 of 6 PAGES
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. , l O



UTILIZATION OF STANDARDS

I SECTION

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard”
statement.

Standards No. Standards Standards Title Version Date
Organization
| 13485 1SO Quality Systems — Medical Devices — Particular 2003 /1403
requirements for the application of 1SO 9001
Standards No. Standards Standards Title Version Date
QOrganization
10993-1 ISO Biological Evaluation of Medical Devices — Part 1: | 2003 8/3/2003
Evaluation and testing
Standards No. Standards Standards Title Version Date
Organization
550 EN Sterilization of Medical Devices — Validation and 1994 11/1/94
Routine Control of EtQ Sterilization
Standards No. Standards Standards Title Version Date
Organization
556-1 EN Sterilization of Medical Devices — Requirements for | 2001 12/11/2001
medical devices to be designated “STERILE”; Part
1- Requirements for Terminally Sterilized medical
devices
Standards No. Standards Standards Title Version Date
Organization
10555-1 ISO Sterile, single-use intravascular catheters 1995 6/15/1995
Amendment 1 1999 7/1/1999
Amendment 2 2004 5/1/2004
Standards No. Standards Standards Title Version Date
Organization
11135 ISO Medical Devices — Validation and Routine Control 1994 2/1/1994
of Ethylene Oxide Sterilization
Standards No. Standards Standards Title Version Date
Organization
11138: Part 2 IS0 Sterilization of health care products- Part 2: 1994 10/1/1994
Biological indicators for ethylene oxide sterilization.

Please include any additional standards to be cited on a separate page.

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Food and Drug Administration
CDRH (HFZ-342)

9200 Corporate Blvd.
Rockville, MD 20850

«ait agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control

FORM FDA 3514 (6/05) PAGE 5 of 6 PAGES

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ( ’ (
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LTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a “Declaration of Conformity to a Recognized Standard”

statement.
Standards No. Standards Standards Title Version Date
Organization
11737 AAMI Sterilization of medical devices-Microbiclogical 1995 12/1/1995
9 methods
Standards No. Standards Standards Title Version Date
Organization
14161 IS0 Sterilization of health care products-Biological 2000 10/1/2000
9 indicators-Guidance for the selection, use and
interpretation of results
Standards No. Standards Standards Title Version Date
Organization
11607 AAMI Packaging for Terminally Sterilized Medical 2003 2/1/2003
10 Devices
Standards No. Standards Standards Title Version Date
Organization
14644 ISO Cleanrooms and associated controlled environment
11 | Part 1 Part 1: Classification of air cleanliness 1999 5/1/1999
-2 Part 2: Specifications for testing and maonitoring to 2000 9/15/2000
B prove continued compliance with ISO 14644-1
I
Standards No. Standards Standards Title Version Date
Organization
F1980-99 ASTM Standard Guide for Accelerated Aging of Sterile 99 11/1/1999
! Medical Device Packages
Standards No. Standards Standards Title Version Date
Organization
F640-79 ASTM Standard Test Method for Radiopacity of Plastics 2000 1/1/2000
13 for Medical Use
Standards No. Standards Standards Title Version Date
Organization
14571 ISO Medical devices - Application of risk management 2003 3/1/2003
14 to medical devices, First Edition, Amendment 1
Standards No. Standards Standards Title Version Date
Organization
15
FORM TDA 3514 (6/05) PAGE 6 of 6 PAGES

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

Section 3 510(k) Cover Letter

310(k) COVER LETTER

The 510(k) Cover Letter is provided on the following page.

Reflexion Spiral™ Variable Radius Catheter Page 3
Traditional 510(k)
St. Jude Medical, August 2006

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. [ l '5

I



Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

@ ST. JUDE MEDICAL

August 2, 2006

Document Mail Center (HFZ-401)
510(k) Premarket Notification

Center for Devices and Radiological Health o i

Food and Drug Administration SR
9200 Corporate Boulevard L
Rockville, MD 20850 TN
RE: Traditional 510(k) Notification (21 CFR 807.90(e)) oy

Reflexion Spiral™ Variable Radius Catheter

Common Name: Catheter, electrode recording or probe, electrode recording
Classification Regulation: 870.1220

Class: I

Panel: Cardiovascular

Product Code: DRF

Dear Sir/Madam:

Pursuant to Section 510(k) of the Federal Food, Drug and Cosmetic Act and in
accordance with 21 CFR Part 807, Subpart E, St. Jude Medical is submitting the attached
traditional 510(k) notification. This submission was prepared using the CDRH Guidance
for Industry and FDA Staff entitled “Format for Traditional and Abbreviated 510(k)’s”
that was issued August 12, 2005. The basis for this submission is a new device.

This 510(k) notification requests clearance for the Reflexion Spiral™ Variable Radius
Catheter, which is a flexible, asymmetrical, bi-directional, variable radius loop
electrophysiology catheter.

As per a previous FDA reviewer, SJM would like to request a copy of all correspondence
regarding this submission be sent to the facsimile number listed below.

Primary Contact Alternative Contact:
Glenn Jacques Mac McKeen

Regulatory Affairs Manager Regulatory Affairs Director
Tel: 952-351-1356 Tel: 952-351-1544

Fax: 952-930-9481 Fax: 952-930-9481
gjacques @sjm.com mmckeen@sjm.com

ST. JUDE MEDICAL
14301 DEVDAU PLACE » MINNETONKA, MN » 55345
PHONE: (952) 933-4465 » FAX: (952) 930-9481

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ; ” k{



Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

@ ST. JUDE MEDICAL

For principal factors about the design and use of the Reflexion Spiral ™ Catheter, refer to
Table 1.

Table 1: Principal Factors about the design and use of the Reflexion Spiral

Catheter

Question Yes No
Is the device intended for prescription use (21 CFR 801 Subpart D)? X
Is the device intended for over-the-counter use (21 CFR 807 Subpart C)? X
Does the device contain components derived from a tissue or other X
biologic source?
Is the device provided sterile? X
Is the device intended for single use? X
Is the device a reprocessed single use device? X
Does the device contain a drug? X
Does the device contain a biologic? X
Does the device use software? X
Does the submission include clinical information? X
Is the device implanted? X
This submission contains trade secret and confidential commercial information that
should be protected in accordance with 21 CFR 807.95.
If additional information is required, please contact the undersigned by FAX.
Sincerely,

e’
Glenn Jacques
Regulatory Affairs Manager
Enclosures
ST. JUDE MEDICAT,
14901 DEVEAU PLACH « MINNKTONKA, MN = 55345
PHONE: (952) 933-4465 « FAX: (952) 930-9481 1 { S/

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Section 4 Indications for Use Statement

INDICATIONS FOR USE STATEMENT

The Indications for Use Statement is provided on the following page.

Reflexion Spiral™ Variable Radius Catheter Page 4
Traditional 510(k)
St. Jude Medical, August 2006

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. “ Q’



Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

INDICATIONS FOR USE

510(K) Number (if known): _K 06 1LY |
Device Name: Reflexion Spiral™ Variable Radius Catheter

Indications for Use:

The Reflexion Spiral™ catheter can be used for recording intracardiac signals and for
cardiac stimulation during electrophysiology studies. The Reflexion Spiral™ catheter is
to be used to map the atrial regions of the heart.

Prescription Use _ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Section 5 510(k) Summary

510(k) SUMMARY

The 510(k) Summary is provided on the following page.

Reflexion Spiral™ Variable Radius Catheter Page 5
Traditional 510(k)
St. Jude Medical, August 2006

18

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

510(k) Summary
As required by 21 CFR 807.92(c)

510(k) Number: Ko6115])

Date Prepared: August 2, 2006
1. Submitter Information:

Submitter’s Name/ St. Jude Medical
Address; 14901 DeVeau Place
Minnetonka, MN 55345-2126

Contact Person: Glenn Jacques
Regulatory Affairs Manager
Tel: 952-351-1356
Fax: 952-930-9481
gjacques @sjm.com

2. Device Information:

Trade Name: Reflexion Spiral™ Variable Radius Catheter

Common Name: Catheter, electrode recording

Classification Name: Catheter, electrode recording or probe, electrode
recording

Class: Class II, 21 CFR 870.1220, Product Code DRF

3. Predicate Device:

Irvine Biomedical, Inc., (IBI) Inquiry™ Optima™ Steerable Electrophysiology
Catheter (K042775)

4. Device Description:

The St. Jude Medical (SIM) Reflexion Spiral™ Variable Radius Catheter (Reflexion
Spiral catheter) is a flexible, asymmetric, bi-directional, radiopaque variable radius loop
electrophysiology catheter constructed of a polymer shaft that incorporates platinum
electrodes.

The Reflexion Spiral catheter has a proximal handle (ComfortGrip™) that contains:

1) A shaft actuator mechanism for varying the asymmetrical sweep (90° sweep) and curl
(180° curl) of the distal portion of the shaft. 2) A loop actuator mechanism for varying
the loop diameter from approximately 25mm to approximately 15mm. 3) An electrical
connector fitted into the proximal end of the handle.

Page 1 of 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

5. Indications for Use:

The Reflexion Spiral catheter can be used for recording intracardiac signals and for
cardiac stimulation during electrophysiology studies. The Reflexion Spiral catheter is to
be used to map the atrial regions of the heart.

6. Statement of how the technological characteristics of the device compare to those
of the predicate or legally marketed device:

The Reflexion Spiral catheter and the predicate IBI Inquiry™ Optima™ catheter are both
intended for electrogram recording and stimulation during electrophysiological studies.
The different proximal handles show equivalent performance of the loop radius control
and sweep/curl positioning control and does not affect the intended use or the scientific
technology of the device.

7. Brief summary of non-clinical tests and results:

The test plan for the Reflexion Spiral catheter was based on FDA Guidance “Electrode
Recording Catheter Preliminary Guidance, Draft Version,” March 1995 and 1SO
10555-1, Sterile Single-Use Intravascular Catheters Part 1: General Requirements. The
test results indicate conformance to the standards and reliable performance when used in
conformance with the device Instructions for Use. The Reflexion Spiral catheter does not
raise any new issues of safety, effectiveness or performance of the device.

8. Statement of Equivalence:

Through the comparison data, the equivalence evaluation, and supporting bench and
animal data, SIM considers the Reflexion Spiral™ Variable Radius Catheter to be
substantially equivalent to the Irvine Biomedical, Inc. Inquiry™ Optima™ Steerable
Electrophysiology Catheter.

Page 2 of 2

|20

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Section 6 Truthful and Accuracy Statement

TRUTHFUL AND ACCURACY STATEMENT

The Truthful and Accuracy Statement is provided on the following page.

Reflexion Spiral™ Variable Radius Catheter Page 6
Traditional 510(k)
St. Jude Medical, August 2006

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. l 2‘ [
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
[As required by 21 CFR 807.87(k)]

I certify that, in my capacity as Regulatory Affairs Manager for St. Jude Medical, I
believe to the best of my knowledge that all data and information submitted in the
premarket notification are truthful and accurate and that no material fact has been

omitted.

Slgnature

Glenn Jacques
Typed Name

Dated: /4“7"74’ Z; :.-2632 A

Premarket Notification [510(k)] Number

122

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.



Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.
Section 7 Class ITI Summary and Certification

CLASS II1 SUMMARY AND CERTIFICATION

This section does not apply.
The Reflexion Spiral™ Variable Radius Catheter is a Class I device.

Classification registration: 870.1220
Product Code: DRF

Reflexion Spiral™ Variable Radius Catheter Page 7
Traditional 510¢k)
St. Jude Medical, August 2006

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. I 2 5

]



Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

Section 8 Financial Certification or Disclosure Statement

FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT

This section does not apply.

The Reflexion Spiral™ Variable Radius Catheter is a Class II device.

Reflexion Spiral™ Variable Radius Catheter Page 8
Traditional 510(k)

&t Tnde Madieal Ananict 2006 ) I_.F
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. f
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Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.
Section 9 Declarations of Conformity

DECLARATIONS OF CONFORMITY

The following voluntary standards have been referenced in this Reflexion Spiral Variable Radius
Catheter 510(k) submission. Refer to Table 9.1.

Table 9.1 — Voluntary Standards

Quality System o ISO 13485, Quality Systems — Medical Devices — Particular
requirements for the application of ISO 9001

* IS0 14971, Medical devices -- Application of risk management to
medical devices

Biocompatibility * ISO 10993-01: Biological Evaluation of Medical Devices —
Part 1: Evaluation and Testing

Sterilization and ¢ EN 550: Sterilization of Medical Devices — Validation and

Pyrogenicity Routine Control of EtQ Sterilization

o KN 556: Sterilization of Medical Devices — Requirements for
medical devices to be designated “STERILE”

e ISO 10555: Sterile, single-use intravascular catheters

¢ [ISO 11135: Medical Devices — Validation and Routine Control
of Ethylene Oxide Sterilization

¢ ISO 11138: Sterilization of health care products-Part
2:Biological indicators for ethylene oxide sterilization

* IS0 11737: Sterilization of medical devices-Microbiological
methods

¢ IS0 14161: Sterilization of healith care products-Biological
indicators-Guidance for the selection, use and interpretation of
results

¢ FDA Guideline on Validation of the Limulus Amebocycte Lysate
Test as an End-Product Endotoxin Test for Human and Animal
Parenteral Drugs, Biological Products, and Medical Devices,

1987.

Packaging ¢ IS0 11607, Packaging for Terminally Sterilized Medical Devices
ASTM F 1980-99, Standard Guide for Accelerated Aging of
Sterile Medical Device Packages

» ASTM D4169-05a, Simulated Distribution Testing

Product Specific e ISO 10555-1, Sterile, Single-Use Intravascular Catheters Part 1:
General Requirements

* ASTM F640-79: Standard Test Methods for Radiopacity of
Plastics for Medical Use

Reflexion Spiral™ Variable Radius Catheter Page 9
Traditional 510(k)
St. Jude Medical, August 2006

125

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.
Section 10 Executive Summary

EXECUTIVE SUMMARY

Introduction

This 510k application is being submitted to obtain market clearance of the St. Jude Medical
Reflexion Spiral™ Variable Radius Catheter. The predicate device referenced for this
submission is the Inquiry Optimal catheter marketed by Irvine Biomedical Inc, a St. Jude
Medical company, and cleared under K042775. This submission contains a summary of the
design testing and process controls employed in the development and manufacture of this
product. This product was designed, developed, tested, and manufactured in accordance with
applicable St. Jude Medical procedures.

Product Description
The St Jude Medical (STM) Reflexion Spiral™ Variable Radius Catheter (Reflexion Spiral

catheter) is a flexible, asymmetric, bidirectional, variable radius loop electrophysiology catheter
constructed of a polymer shaft that incorporates 20 platinum electrodes.

The Reflexion Spiral catheter has a proximal handle (ComfortGrip'™) that contains: 1) A shaft
actuator mechanism for varying the asymmetrical sweep (90° sweep) and curl (180° curl) of the
distal portion of the shaft. 2) A loop actuator mechanism for varying the loop diameter from
approximately 25mm to approximately 15mm. 3) An electrical connector fitted into the
proximal end of the handle.

Reflexion Spiral™ Variable Radius Catheter Page 10
Traditionat 510(k)
St. Jude Medical, August 2006

I poaen

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

Section 10 Executive Summary

Indications for Use

The Reflexion Spiral™ catheter can be used for recording intracardiac signals and for cardiac
stimulation during electrophysiology studies. The Reflexion Spiral™ catheter is to be used to
map the atrial regions of the heart.

The above indication for use statement is equivalent to the predicate Indication for Use statement
of the Inquiry™ Optima™ Electrophysiology Catheter (Inquiry Optima catheter) marketed by
Irvine Biomedical Inc, a St. Jude Medical company, and cleared under K042775.

- Device Comparison

The predicate device referenced for this submission is the Inquiry Optima catheter marketed by
Irvine Biomedical Inc, a St. Jude Medical company, and cleared under K042775.

Predicate Device Description:

Irvine Biomedical Inc. Inquiry™ Optima™ Steerable Electrophysiology Catheter

510(k) Number: K042775

Clearance Date: Nov 4, 2004

Brief Description: The Inquiry Optima catheter is a flexible, radiopaque catheter with a variable
number of electrodes with the first electrode located at the distal tip and the other band
electrodes following at predetermined distances. A connecting cable is used to connect the
catheter to electrogram devices. The catheter has a distal loop in a plane perpendicular to the
catheter body. The circumferential shape or loop allows the electrophysiologist to record the
potentials of cardiac structures without changing the position of the catheter. The catheter
shaft and/or loop is steerable by manipulating the handle. The placement of the electrodes
around the entire circumference of the distal loop also assists the electrophysiologist during
fluoroscopy with visualization. The distal loop shape is easily straightened with the thumb and
forefinger to facilitate insertion into sheaths and introducers. Once the catheter is extended
beyond the sheath, the catheter resumes its pre-formed shape. The device is supplicd sterile
and is intended for single use only.

Table 10.1 provides a comparison of device characteristics between the proposed Reflexion
Spiral catheter and the predicate device.

Table 10 1. Subject and Pred'cate Devices Companson Chart
Feoperdy T T Salye : :

The Inquiry™ 0pt1ma1 . Catheter isa
steerable electrophysiology catheter used for
recording intracardiac signals and cardiac
stimulation during diagnostic
electrophysiologic studies. The Optima™
catheters are to be used to map the atrial
regions of the heart.

Indications for Use
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Section 10 Executive Summary

Device Characteristics . i

Uni-directional, variable radms circular
mapping catheter
7F w/SF distal loop

Catheter design

Outer diameter

Guiding introducer
| compatibility

7F or larger

20 electrodes in 10 bipotar pairs

Electrodes . . .
| mm intra-pair spacing

Radiopaque markings Catheter shaft and electrodes are

radiopaque
Steerable Yes
Unidirectional
Deflection direction
180° Deflection
Usable lengths ~_110cm
Loop diameter Variable .
L 25mm to 15mm diameter
| Packaging Dual barrier

Summary of Performance Testin
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Section 10 Executive Summary

Conclusion

The Retlexion Spiral catheter uses similar technology and has similar intended use, materials and
dimensional characteristics to the predicate device. Through the comparison data provided in
Table 10.1 above and supporting bench and animal data provided in Sections 18 and 19, St. Jude
Medical considers the Reflexion Spiral Variable Radius Mapping Catheter to be substantially
equivalent to the Inquiry Optima Electrophysiology Catheter marketed by Irvine Biomedical Inc,
a St. Jude Medical company,

Reflexion Spiral™ Variable Radius Catheter Page 13
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Section 11 Device Description

DEVICE DESCRIPTION

Device Description

The Reflexion Spiral catheter is designed specifically for cardiac mapping or pacing procedures
that use hemostasis introducers and a SJM Response™ extension cable that is connected to a
compatible ECG recorder. The Reflexion Spiral catheter is a catheter with nineteen 1mm ring
electrodes, and one 2mm tip electrode, a deflectable distal segment with bi-directional
asymmetric curves, and a variable radius distal loop.

e The Reflexion Spiral catheter electrode configuration provides electrical mapping of the atrial
regions of the heart. The electrode rings and polymer material are radiopaque to improve
fluoroscopic visualization.

e The Reflexion Spiral catheter features a deflectable loop at the distal end of the catheter. The
loop diameter can be varied between 25mm and 15mm to map the atria of the heart. The distal
loop is designed with a soft polymer (atraumatic) to minimize vessel trauma. Refer to Figure
11.1 and 11.2 for a comparison of the two devices loop deflections.

Figure 11.1: Reflexion Spiral and IBI Inquiry Optima loop (undeflected)
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Section 11 Device Description

Figure 11.2: Reflexion Spiral and IBI Inquiry Optima Loop (deflected)

Predicate Comparison

The handle of the Reflexion Spiral is predicated from the SIM Safire™ Bidirectional Ablation
catheter approved under P960016, Supplement 014 (included as a reference predicate).

Figure 11.3: SJM Reflexion Spiral and SJM Safire handle comparison
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Section 11 Device Description

Predicate Comparison

The following is a description with pictures of the Reflexion Spiral catheter and the predicate IBI
Inquiry Optima proximal handle designs and the method of shaft/loop deflection of each.

e Proximal Handle

Refer to Figures 11.4 and 11.5 for a comparison of the Reflexion Spiral and the Inquiry
Optima catheter handle views.

By referring to the pre-printed diagrams on the Reflexion Spiral handle, the end user can deflect
the shaft using the shaft actuator by depressing with the thumb or forefinger. The shaft will
deflect bidirectionally to a 90° sweep or 180° small curl configuration.

The loop radius is enlarged or reduced by pushing/pulling the loop actuator forward or backward.

Reflexion Spiral™ Variable Radius Catheter Page 16
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Section 11 Device Description

The Shaft Actuator for the Inquiry Optima device deflects the shaft by pushing/pulling with the
thumb and forefinger. The shaft will deflect unidirectionally to a 180° Sweep.

The loop radius is enlarged or reduced by rotating the Loop Actuator of the Inquiry Optima
device in a clockwise or counterclockwise direction.

Although the method by which the two devices achieve loop radius and loop positioning vary,
they have equivalent abilities to provide the range of control that is needed for diagnostic
mapping or pacing functions. The Reflexion Spiral catheter handle was designed similar to the
SIM Safire Ablation catheter handle, with the addition of the second actuator for loop deflection.
The effectiveness of the Reflexion Spiral catheter handle design was verified in an animal study.
Refer to Section 19 and Appendix H.
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Section 11 Device Description

Product Specifications
Refer to Table 11.1 for the Reflexion Spiral catheter product specifications.

lable ll 1 Reflexnon Splral Catheter Product Specifications
: T xion Spiral Catheter

Catheter design

Outer diameter
Guiding introducer compatibility

Electrodes

| Radiopaque markings
Steerable

Deflection direction

| Usable length

Loop diameter

| Packaging

The Reflexion Spiral Catheter is provided sterile and is intended for single use only.
Device engineering drawings are provided in Appendix A.

Principles of Operation

The Reflexion Spiral catheter is used for recording intracardiac signals and for cardiac stimulation
during electrophysiology studies.

The catheter is inserted into the femoral artery through an appropriately sized hemostasis
introducer. The catheter is guided through the sheath into the left or right atrium using
fluoroscopic imaging to measure the electrical potentials which are then displayed on an ECG
monitor. The resulting signals are analyzed to determine whether there are abnormalities in the
signals. The Reflexion Spiral catheter can be used for mapping or pacing of the heart.

Features of the Reflexion Spiral catheter that makes it particularly useful for this indication for
use is the ability to move bi-directionally and the ability to change the radius of the loop with a
single device. The bi-directionality permits greater dexterity in positioning the loop into areas of
the atrial anatomy. The shaft deflection (90° Sweep or 180° Small Curl) and the variable radius
loop (25mm to 15mm diameter) permits adjusting a single catheter into the heart with a wide
range of geometries.

Human factors principles have been used in the design of the Reflexion Spiral catheter handle.
The handle permits the cardiologist to manipulate, with one hand, the shaft for bi-directional
deflection and variable loop radius.
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Section 12 Substantial Equivalence Discussion

SUBSTANTIAL EQUIVALANCE DISCUSSION

The predicate device referenced in this submission is the Inquiry Optima catheter cleared by
Irvine Biomedical Inc, a St Jude company, as K042775.

Predicate Device Description:

Device: Irvine Biomedical Inc. Inquiry™ Optima™ Steerable Electrophysiology Catheter

510(k) Number: K042775

Brief Description:

The Inquiry™ Optima™ Steerable Electrophysiology Catheter is a flexible, radiopaque catheter
with a variable number of electrodes with the first electrode located at the distal tip and the other
band electrodes following at predetermined distances. A connecting cable is used to connect the
catheter to electrogram devices. The catheter has a distal loop in a plane perpendicular to the
catheter body. The circumferential shape or loop allows the electrophysiologist to record the
potentials of cardiac structures without changing the position of the catheter. The catheter shaft
and/or loop is steerable by manipulating the handle. The placement of the electrodes around the
entire circumference of the distal loop also assists the electrophysiologist during fluoroscopy with
visualization. The distal loop shape is easily straightened with the thumb and forefinger to
facilitate insertion into sheaths and introducers. Once the catheter is extended beyond the sheath,
the catheter resumes its pre-formed shape. The device is supplied sterile and is intended for single
use only.

Table 12.1 provides a comparison of device characteristics, materials, sterilization and packaging
between the proposed Reflexion Spiral catheter and the predicate device.

Table 12 1 Comparlson Chart

: Predicate Device

Inquiry Optima Catheter
K042775

he Inquiry™ Optima™ Catheter is a
teerable electrophysiology catheter used
or recording intracardiac signals and
ardiac stimulation during diagnostic
lectrophysiologic studies. The Optima™
ratheters are to be used to map the atrial
egions of the heart.

Indications for Use

‘Device Characteristi

Uni-directional, variable radius circular

Catheter design mapping catheter

Quter diameter 7F w/5F distal loop

Guiding introducer 7F or larger

compatibility

20 electrodes in 10 bipolar pairs

Electrodes | mm intra-pair spacing
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Section 12 Substantial Equivalence Discussion

Radiopaque Cdtheter and electrodcq are radlopaque .
markings
Steerable Yes
Deflection Unidirectional
eSO 180° Deflection
Usable lengths 110cm
. Variable

Loop d t :

St RN e 25-15mm diameter
Packaging Dual barrier

A copy of the predicate device labeling is contained in Appendix B.

FDA SUBSTANTIAL EQUIVALENCE FLOWCHART EVALUATION

The Reflexion Spiral catheter was compared to the IBI Optima catheter by using the 570(k)
“Substantial Equivalence” Decision-Making Process (Detailed) Flowchart. Table 12.2
summarizes the applicable questions from this flowchart.

Table 12 2 Equ;valence Flowchart Evaluatlon

# | Question - Answer/Just | Action

3. | Does the dev1ce have the Yes The Reﬂexnon Spiral catheter has an mdlcatlon Goto
same indication statement for Use statement equivalent to the Irvine question 5
statements? Biomedical, Inc. Inquiry Optima catheter.

5. | Does new device have No. The Reflexion Spiral catheter utilizes many of the Goto
same technological same materials and design principles, but incorporates a question 6
characteristics, e.g., unique handle design, modified shaft/loop deflection
design, materials, etc.? method, a softer durometer loop, and a different packaging

design.

6. | Could the new Yes. The new characteristics of the Reflexion Spiral Goto
characteristics affect catheter could affect safety or effectiveness. question 8
safety or effectiveness?

8. | Do the new No. The new characteristics of the Reflexion Spiral Go to
characteristics raise new | catheter were evaluated through a Risk and Hazard question 9
types of safety or Analysis Report and do not raise new types of safety or
effectiveness questions? | effectiveness questions when compared to the predicate

device. Refer to Appendix D.

9. | Do accepted scientific Yes. The new characteristics have been evaluated using Goto
methods exist for established scientific methods such as electrical continuity | question 10
assessing effects of the and isolation; catheter leakage current; catheter deflection
new characteristics? durability; distal tip shaft buckle force; pressurized fluid

ingress; biocompatibility testing, etc.

10. | Are performance data Yes. Performance data for the Reflexion Spiral catheter Goto
available to assess effects | have been evaluated, and are provided in Sections 18 and | question 11
of new characteristics? 19.

1. | Performance data Yes. The performance data provided in Sections 18 and 19 | Substantially
demonstrate equivalence? | demonstrate that the Reflexion Spiral catheter is equivalent

equivalent to the predicate device.
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Section 12 Substantial Equivalence Discussion

CONCLUSION

Through the comparison chart provided in Table 12.1, the equivalence flowchart evaluation in
Table 12.2, DVT testing comparison chart in Table 12.3, and supporting bench and animal data
provided in Sections 18 and 19, SIM considers the Reflexion Spiral™ Variable Radius Catheter
to be substantially equivalent to the Irvine Biomedical, Inc. Inquiry™ Optima™ Steerable
Electrophysiology Catheter. The Reflexion Spiral catheter uses similar technology and has
similar intended use, materials and dimensional characteristics as the predicate devices.
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Section 13 Proposed Labeling

PROPOSED LABELING

A copy of the user manual that includes the Instructions for Use (IFU), along with the pouch and
box label for the Reflexion Spiral catheter are provided in Appendix C.
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Section 14

STERILIZATION, PACKAGING AND SHELF LIFE

A. Sterilization

Table 14.1: Results of LAL Bacterial Endotoxin
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Traditional S10(k)
St. Jude Medical, August 2006

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. [ Sﬂ

l




Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

Section 14 Sterilization, Packaging and Shelf Life

Bioburden levels will be monitored quarterly as specified in SIM General Procedure (GP) 1731
using a test method developed and validated according to ANSI/AAMI/ISO 11737-1, Sterilization
of medical devices — Microbiology methods, Part 1: Estimation of the population of
microorganisms on products.

The device is not intended for sterilization by the user

Note: The Reflexion Spiral catheter is marketed for Single Use Only.

B. Packaging Validation

Summary of Test Results: Refer to Tables 14.3.
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Section 14

Table 14.3: Summary of Safire Shipping
Report
Acceptance Criteria

Reflexion Spiral™ Variable Radius Catheter Page 25
Traditional 510(k)
St. Jude Medical, August 2006

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ] Lf l




Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

Section 14 3 Sterilization, Packaging and Shelf Life

Table 14.4: Summary of Shelf Life Verification Testin
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Section 14 Sterilization, Packaging and Shelf Life

CONCLUSION
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Section 15 , Biocompatibility

BIOCOMPATIBILITY

According to ISO 10993-1, “Biological Evaluation of Medical Devices” fluid path contact
components of the Reflexion Spiral catheter are classified as Externally Communicating Devices,
Circulating Blood, with Limited Contact Duration (< 24 hours).

ISO 10993-1 requires consideration of direct and indirect blood contact materials. Indirect blood
contact materials are defined as materials adjacent to or protected by a blood contact material
which have a small potential of contacting blood, but are not in the circulating blood path.

Refer to Table 15.1 for direct and indirect blood contact components of the Reflexion Spiral
catheter.
Table 15.1: Reflexion Spiral Catheter Biocompatibility Testing

Component/Feaiure | Part# | Material

Reflexion Spiral™ Variable Radius Catheter Pa
Traditional 510(k)
St. Jude Medical, August 2006

L]
a
)
o0

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. l L+ L{'

!



Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

Section 135 Biocompatibility

Biocompatibility Testing

Per ISO 10993-1 the tests below “shall be considered” for an external communicating medical
device that has contact with tissue for limited duration (< 24 hours). Section 6 of ISO 10993-1
states:

**...the evaluation may include both a study of the relevant experience and actual testing.
Such an evaluation may result in the conclusion hat no testing is needed if the material has
a demonstratable history of use in a specified role that is equivalent to that of the device
under design.”

The Reflexion Spiral catheter uses a large number of components or materials that are
substantially equivalent to the SJM Safire Ablation Catheter (P960016, SO14). The table below
summarizes the tests recommended for external communicating devices that have contact with
tissue for limited duration and test reports from the Reflexion Spiral, or where appropriate the
Safire Ablation Catheter, that show conformity with the 1SO 10993 standards.

Refer to Table 15.2. Refer to Attachment G.

Table 15.2: Biocompatibility Testing Summa
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Section 15 Biocompatibility

CONCILUSION

The above analysis of exposures, materials, and test results demonstrate that the Reflexion Spiral
catheter meets biocompatibility standards.
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Section 16 Software

SOFTWARE
This section 1s not applicable.

The Reflexion Spiral catheter does not contain software.
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Section 17 Electromagnetic Compatibility and Electrical Safety

ELECTROMAGNETIC COMPATIBILITY AND ELECTRICAL SAFETY

CONCLUSION

The results of the above tests successfully demonstrate that the Reflexion Spiral catheter meets
clectrical standards. For details and results of testing, refer to Section 18.
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Section 18 - Performance Testing - Bench

PERFORMANCE TESTING - BENCH
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Section 18 Performance Testing - Bench

Design Verification testing was completed in the following sequence. Refer to Table 18.1.

Table 18.1: Testing Sequence

Reflexion Spiral™ Variable Radius Catheter
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Section 18 Performance Testing - Bench

CONCLUSION
The above test results demonstrate that the Reflexion Spiral catheter meets the device

specifications, including simulated use. Refer to Appendix E for a copy of the complete Design
Verification Test Report.
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Section 19 _ Performance Testing - Animal

PERFORMANCE TESTING - ANIMAL

Reflexion Spiral™ Variable Radius Catheter
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Section 20 Performance Testing - Clinical

PERFORMANCE TESTING - CLINICAL

This section is not applicable.

The St Jude Medical Reflexion Spiral catheter has the equivalent clinical performance to the
Irvine Biomedical Inquiry™ Optima™ Steerable Electrophysiology Catheter (K042775)
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Contents: One (1) sterile elactrophysiology catheter Contents are

The praduct should be stored

English sterilé uniess inner package Is opened or damaged. in a cool and dry location Made in U.S.A
Qbssh: Jeden (1) sterilnl elektrofyziologicky kabel. Cbsah je sierilni, Vyrobek nutno skiadovat na
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avolyivn aUTE KOTEGTPAppévD. Bpoceph Kal GTEYVO
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‘ Manufacturer
Irvine Biomedical, Inc.
2375 Morse Avenue
Irvine, CA 92614 U.S.A.
Tel: (949) 851-3053
Fax: (949) 851-3062

European Authorized Representative:

St. Jude Medical Europe, Inc.
The Corporate Vilage
Figueras Buikling

Avenue Da Vincllaan, 11, Box F1

1935 — Zaventem Belgium

US Customer Service:
5t. Jude Medical, Inc.
USA: (BOD) 2538073
In MN Tel: {952) 933-8402 - Fax: (852) 933-0307

EMEA Customer Sarvices:
St. Jude Medical Europe, Inc.
Tek +322 77468 11
Fax: +322772 8384

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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REFLEXIONSPIRAL"

Viriable Radius Catheter

Bi-Directional Variable Radius Mapping Catheter

Instructions for use

Figure 1.

L { o

2

See product catalog for reorder numbers and product description.
See individual sterile package label for contents.
Contents are sterile if package is unopened and undamaged.

DESCRIPTION

The St. Jude Medical (SIM) Reflexion Spiral™ Bi-Directionai Variable Radius Mapping
Catheter (Reflexion Spiral catheter) is a flexible, asymmetrical, bi-directional, variable
radius loop electrophysiology catheter constructed of a polymer shaft that incorporates
platinum electrodes.

Refer to Figure 1: The Reflexion Spiral catheter has a loop (A) and a proximal handle
(the ComfortGrip™ handle) that contains; (B) A shaft actuator mechanism for varying
the asymmetrical sweep (90° sweep) and curl (180° curl) of the distal portion of the
shaft; (C) A loop actuator mechanism for varying the loop radius from approximately
25 mm (see C2) to approximately 15 mm (see C1); and (D} An electricat connector.

18

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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INDICATIONS FOR USE

The Reflexion Spiral catheter can be used for recording intracardiac signals and for
cardiac stimulation during electrophysiology studies. The Reflexion Spiral catheter is to
be used to map the atrial regions of the heart.

CONTRAINDICATIONS

This device is contraindicated for use as an ablation catheter.

Electrophysiology studies are contraindicated when acute factors make the findings
unrepresentative of the patient’s usual state (i.e. electrolyte abnormality, acute
ischemia, and drug toxicity).

This device is contraindicated when the patient’s underlying cardiac disease makes
it likely that induced arrhythmias will be extremely difficult to terminate and carry a
high risk of death (i.e., acute myocardial infarction, unstable angina, hemodynamic
instability).

This device is contraindicated for patients with prosthetic valves and patients with
left atrial thrombus or myxoma, or interatrial baffle or patch.

WARNINGS

Single-use disposable medical device. Do not resterilize.

Do not reuse this device. Thorough cleaning of biological and foreign material is
impossible. Adverse patient reactions may result from reuse of this device.
Vascular and/or cardiac perforation may occur during use. If resistance is observed,
DO NOT FORCE CATHETER. Withdraw catheter, correct difficulty, and reinsert.
This device should be used by or under the supervision of physicians thoroughly
trained in the techniques of interventional electrophysiology studies.

To avoid potential damage to catheter or anatomical structures, always straighten
deflectable shaft and open loop to largest diameter before insertion or withdrawal of
catheter through a vascular introducer. Verify by using fluoroscopy and/or handie
indicators.

To maintain integrity of loop, use straightener provided when inserting catheter into
introducer.

Do not immerse the proximal handle or cable connector in fluids; electrical
performance could be affected.

PRECAUTIONS

Read Instructions for use prior to use of this device.

Use only St. Jude Medical vascular introducers.

Do not deflect loop or shaft while distal tip portion is in vascular introducer.

Use with electrically isolated equipment.

This device is not compatible with Magnetic Resonance Imaging (MR} systems.
Do not alter this device.

Do not expose the catheter to organic solvents such as alcohol.

Inspect all components prior to use.

Not recommended for long term pacing.

This device should only be used with equipment that complies with internationai
safety standards.

[8 L

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Proper electrical functioning of this device requires that the catheter be handled with
care. Stretching and/or kinking while removing device from packaging, or cleaning
of the catheter may result in damage.

For specific details in the use of electrophysiology catheters and the techniques
employed in an electrophysiology study, the physician should be referred to the
medical literature and rely on training and practical experience.

Store in a cool, dark, dry place.

RISK RELATED TO CARDIAC CATHETERIZATION

The risks of use of electrophysiology catheters include those risks related to cardiac
catheterization in general, such as thromboembolism, cardiac perforation, tamponade,
and infection. The induction of atrial fibrillation (AF), ventricular tachycardia (VT)
requiring cardioversion, and ventricular fibrillation (VF) can be risks associated with
electrical stimulation.

DIRECTIONS FOR USE

Use a St. Jude Medical introducer with hemostasis valve to insert the Reflexion

Spiral Catheter into the vascular system.

Prior to insertion in patient, become thoroughly familiar with the operation of the

handle controls.

o To manipulate the distal shaft of the catheter, adjust the shaft actuator mechanism
on either side of the handle (see B on Figure 1).

> To adjust the spira! loop, adjust the loop actuator mechanism (see C on Figure 1)
anywhere between a fully closed loop (C1} to a fully open loop (C2).

Fully open the spiral loop of the catheter prior to insertion.

Advance the tip straightener over the distal tip of the catheter prior to insertion into

the hemostasis introducer.

Insert tip straightener fully into hemostasis valve before advancing catheter into

introducer.

Never manipulate the spiral loop or deflectable section of the shaft while within the

introducer.

Always use fluoroscopy when positioning the catheter.

To record intracardiac electrograms or perform stimulation, connect an SJM

Response™ extension cable to the catheter.

Connect cable to the catheter interface of the data acquisition system.

Prior to removal, deflect catheter shaft to straight position and fully open the catheter

spiral loop.

185

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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SYMBOL SYMBOL DEFINITIONS

| Bi-Directional Variable Radius Mapping Catheter

H CAUTION: Federal law (U.S.) restricts this device to sale by or on the
only

order of a physician.

Reorder Number or Catalog Number

REF
Batch code
LOT
Useable length of the device
LENGTH
“ Manufacturer
Manufacturer

g Use by

Contents of the package

CONTENTS

Inter-Electrode Spacing (mm)

SPACING | mm

Caution, consult accompanying documents

>

Protect from heat and radioactive sources

<

‘OI
foile
~

<, Keep dry

<.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. , 8 k{
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Do not reuse

Do not re-sterilize

Sterilized using ethylene oxide

STERILE | EO

Do not use if package is damaged

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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LIMITED WARRANTY AND DISCLAIMER

St. Jude Medical (SJM) hereby warrants that if any SJM product fails to perform within normal
tolerances for a patient due to a defect in material or workmanship, SJM will provide, at no
charge, a replacement SIM product for the patient's use. This limited warranty applies only if
each of the following conditions are met;

1. The product was packaged and labeled by SJM.

2. The failed product must be returned to SJM and becomes the property of SJM.

3. The product has not been mishandled, reprocessed or altered in any way.

4.The product was used before the “USE BY" date marked on the packaging of the product.

No representation or warranty is made that a SJM product will not fail. SJM disclaims
responsibility for any medical complications, including death, resulting from the use of its
products. Except as expressly provided by this limited warranty, SJM IS NOT RESPONSIBLE
FOR ANY DIRECT, INCIDENTAL OR CONSEQUENTIAL DAMAGES BASED ON ANY
DEFECT, FAILURE, OR MALFUNCTION OF ITS PRODUCTS, WHETHER THE CLAIM IS
BASED ON WARRANTY, CONTRACT, TORT OR OTHERWISE. Some states do not allow
the exclusion or limitation of incidental or consequential damages however, so the above
limitation or exclusion may not apply to you.

Except as expressly provided by the limited warranty, SJM MAKES NO WARRANTY,
EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, ANY IMPLIED WARRANTY
OF MERCHANTABILITY, OR FITNESS FOR A PARTICULAR PURPOSE.

ud

Manufacturer
ST. JUDE MEDICAL
14C01 DeVeau Place
Minnetonka, MN 55345-2126 USA
TEL: 800 328 3873
952 933 4700
FAX: 952933 0307
WWW.S|Im.com
Made in USA

41704 Rev. C
06/06

St. Jude Medical Europe, Inc.

The Corporate Village

Avenue Da Vinci Laan, 11, Box F-1
B-1935 Zaventem

Belgium

TEL: 32277468 11

FAX: 3227728384

© 2006 St. Jude Medical

All rights reserved.
PRINTED IN U.S A

Reflaxion Spiral, ComfortGrip, and Response are trademarks of St. Jude Medical. Response is registered in Benelux,
France, Germany, Great Britain, and the Uniled States. Other names may be trademarks of their respective owners

and may be registered.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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St. Jude Medical — Reflexion Spiral Duodeca Tray Label

@) ST. JUDE MEDICAL

REFLEXION SPIRAL"

Variable Radius Catheter

REF LoT
402804 XXXXXXX
LENGTH SPACING | mm
99 ¢cm 1-4-1

g CONTENTS
20XX-XX 1 Catheter

7F | 20 | SMLCURL | 90° SWEEP

{2mm Tip) 25-15 mm Variable Radius

4.8, Pat.: 5,861,084 and Patent(s) Pending

NN
TF  sesivmcmes

e

USE BY: 20XX-XX LOT NO. XXXXXXXX

"‘ R._O® A% 4

ST. JUDE MEDICAL

14901 DeVeau Place -
Minnetonka, MN 55345-2126 USA @ mm
952-933-4700 800-328-3873

FAX: 952-933-0307
WWW.sjm.com MADE IN USA 41703-000 Rev. B

[37]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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St. Jude Medical — Reflexion Spiral Duodeca Box Label

REFLEXIONSPIRAL" TF

Variable: Radius Catheter {2mm Tip)

20 | SMLCURL | 90° SWEEP | 1-4-1

25-15 mm Variable Radius

REFLEXION SPIRAL" Cr

Variable Radius Cathetor

REF LoT
402804 XOOOXXX
LENGTH SPACING |jmm

99 cm 1-4-1

2 CONTENTS

20XX-XX 1 Catheter
TF | 20 | SMLCURL | 90° SWEEP
{2mm Tip) 25-15 mm Variable Radius

T T
o

*+ 3801 DUUOERNUINA Y
USE BY: 200%-XX LOT NO. XXXKXXX

" R O® A%

ST. JUDE MEDICAL

14901 DeVeau Place _
Minnetonka, MN 553452126 USA @ STERILE E
952-033-4700 800-328-3673

FAX: 952-933-0307
www.sjm.com MADE IN USA 41702-000 Rev. B

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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@ ST. JUDE MEDICAL}

Project NO.W
RISK ANALYSIS Date: 13 June

Revision: 4
Page: 1 of 129

i 1ag ic Catheter
Title: Risk Anal sis for Reflexion S siral Steerable Diagnostic Cal

-  ——— s

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Title: Reflexion Spiral Duo-Deca DVT Test Report 05 -131, Issue 01 Page 1 of 74

@ ST. JUDE MEDICAL

REPORT

No
Project N
Date: July 26", 2006
[ssue: 01

Page 1 of 74

Title: Reflexion Spiral Duo-Decapolar Design Verification Testing Report

25~

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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WMMCM.M:I Page 1 008}

@ ST. JUDE MEDICAL ffm

Date: July 28, 2006
PROTOCOL Issue: 1
Page | of 83

Title: [ Accelerated Aged Shelf Life Testing of the Reflexion Spiral™ Diagnostic
Catheter

Revision History: 01 — Create

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 7
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Page 1 0183

Shelf Life T

@ ST JUDE MEDICAL
PROTOCOL

[ssuc-: 1
Page 1 of 83

Title: -Accelerated Aged Shelf Life Testing of the Reflexion Spiral™ Diagnostic
Catheter

Revision History: 0! - Create

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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@ ST. JUDE MEDICAL

PROTOCOL Issuo: 1

Page | of 82
Title SIS sb:if Life Testing of the Reflexion Spiral™ Diagnostic Catheter |

Reviston History: 01 — Create |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 3 7 3
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Page 1 o83

@ ST. JUDE MEDICAL
Date: July 28, 2006

PROTOCOL fssue: |
Page | of 82

Title: [N Sh<!f Life Testing of the Reflexion Spiral™ Diagnostic Catheter

Revision History: 01 - Create

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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ST. JUDE MEDICAL
Date.  Us/U1/2
PBOT(TC@L‘YW“% Issue: 01

/;Q ¢ z/l‘ Page: 10of14

Title: Biocompatibility Testing of the Reflexion Spiral EP Diagnostic Catheter

Sty

01 — Create

31

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Eitle: Report 05-681 Biocompatibility Testing of the Reflexion Spiral EP Diagnostic Catheter T

Appendix A

Lab Reports

05-6381 Report, Issue 01 TRADE SECRET/CONFIDENTIAL ‘ Page 14 of 14 [

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 5 ﬁ



'

Records processed under FOIA Request #2016-4480; Released by CDRH on

FINAL STUDY REPORT

STUDY TITLE

50 wew Eluton [

TEST ARTICLE IDENTIFICATION

Reflexion Spiral Diagnostic Catheter, _

Lot Number:

STUDY COMPLETION DATE
July 26, 2006

PERFORMING LABORATORY

SPONSOR

St. Jude Medical, Inc.
Atrial Fibriliation Division 14801 DeVeau Place
Minnetonka, MN 55345-2126

PROTOCOL NUMBER

PROJECT NUMBER
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PRECLINICAL EVALUATION OF THE
REFLEXION™ SPIRAL™
DUO-DECAPOLAR DIAGNOSTIC
CATHETER

Sponsor:  St. Jude Medical, Atrial Fibrillation Division
14901 DeVeau Place
Minnetonka, MN 55345

Office: 800-328-3873
Fax: 612-352-9752

Stady Direcwrh 74\9:413/»4@ ’ Date 7/ 26/&0/

[ Signdture
Study Director Dame A l—fa“sm?t'(\
Printed

/1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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DEVICE DISPOSITION cenvvsrsscsnsseessssnesstssanasesssasmonsonsestsssisrssasanassssssssstsstesssessasssssssssssastssssssionsoss 4
XIL RESULTS ovonctsratsriseemsessssssrossensastsasssssasenssssssstsssssassstatsssstonsssssstsssisssontasissssssssonssssssasssars 5
DOCUMENTATION vcseeasessisersnsssarsssassssessesssesssarsnssmessssstsssssesanassastssssnssassssisstastsssssssassssssessessssse 5
DATA SUMMARY AND ANALYSIS tevtercercsmsscsssssrsrsnsseatssssnssastessenssasaosasssistisscasssasasssanssssesssasonsoss 5
XIIL CONCLUSION ..ovrverecsiersnssnsissssssessrsssstsasessssssmsrassosssasssassmssssserssatssssestsssussensacessssassisses 13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Preclinical Evaluation of the Reflexion Spiral Duo-decapolar Diagnostic Catheter

. COMPLIANCE WITH GOOD LABORATORY PRACTICES
The following written protocol was designed in accordance with Title 21, Code of Federal Regulations, Part
58, Subpart G, Section 58.120 concerning Good Laboratory Practice (GLP) for Nonclinical Laboratory
Studies. However, this study is not being conducted under GLP.

. SPONSOR
St. Jude Medical, Atrial Fibrillation Division
14901 DeVeau Place
Minnetonka, Minnesota 55345

"~

V. STUDY DIRECTOR
James A. Hassett
Vice-president, Clinical Development
St. Jude Medical/Atrial Fibrillation Division

vi. PURPOSE OF STUDY
Background
The Reflexion Spiral is a circumferential mapping catheter with a braided shaft, bi-directionality, and variable
radius capability. This diagnostic catheter is intended for use in electrical stimulation and sensing of the heart.
Purpose
The purpose of this study was to obtain testing data to ensure the device meets the indications for use of
sensing and stimulation while also assessing human factors such as ease of use and attaining locations within
the cardiac anatomy. Data derived from this study may be used to support market-clearance applications,
e.g., 510(k) or CE Mark.

A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Potential benefit to the life sciences

It is the hypotheses of this study that electrophysiological mapping and stimulation can be performed
efficiently and effectively with the Reflexion Spiral catheter. After validation, physicians will be able to apply
this device in the clinical setting to perform diagnostic electrophysiologic evaluations. Therefore, the use of
animals in this study is justified to accomplish the goals set forth.

vil. CONTROL ARTICLES

There is no control test article associated with this study.

o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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DEPARTM ENT OF HEALTH & HUMAN SERVICES Food and Drug Administration

Memorandum

From: Felipe Aguel
Subject: K062251
To: The Record - It is my recommendation that the subject 510(k} Notification:

[] Refused to accept.

[l Requires additional information {other than refuse to accept}.

[[] Accepted for review

B<] Is substantially equivalent to marketed devices.

[] NOT substantially equivalent to marketed devices,

[] Other {e.g., exempt by regulation, not a device, duplicate, etc.)
Is the device subject to Section 522 Postmarket Surveillance? ] YES B NO
Is this device subject to the Tracking Regulation? ] YES B NO
Was clinical data necessary to support the review of this 510{k)? [ ] YES X NO
[s this a prescription device? K YES ] NO
Was this 510(k} reviewed by a Third Party? ] YES NO
Special 510(k) ] vEs X NO
Abbreviated 510(k) ] YEs DX NO
This 510(k} contains:
Truthful and Accurate Statement [X] Requested ) Enclosed
X] A510{k} summary OR [ ] A 510(k) statement

N/A
N/A
Material of Biological Origin ] ves X NO
baterial Rroduet Rrodust Readuat N/A

The submitter requests under 21 CFR 807.95 (doesn’t apply for SE’s}: _
[ INo Confidentiality [ ] Confidentiality for 90 days []Continued Confidentiality exceeding 90 days

Predicate Product Code with Class: Additional Product Code(s} with panel {optional}

74-DRF, class |l (two) CFR 870 1220
(5Pt c oAl

o @MOWLQQW CEMP oli1los

{Branch Ch|eﬂk (Branch Code) {Date)
Final R
{Bidfsion Director) " tDate)

Revised: 6/5798, 4/2/03, 10/7/03 FA

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.



Records processed under FOIA Request #2016-4480; Released by CDRH on 08-29-2016.

REVISED:3/14/95, 10/8/2003 FA

THE 510(K}) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510(K)
BOILERPLATES TITLED "DOCUMENTATION" AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

"SUBSTANTIAL EQUIVALENCE" {SE} DECISION MAKING DOCUMENTATION

K062551

Reviewer: Felipe Aguel, Ph.D. W

Division/Branch:DCD/CEMB

Device Name: Reflexion Spiral Variable Radius Catheter, Model 402804

Product To Which Compared (510(K) Number If Known): K042775

YES NO
1. Is Product A Device 24 [J If NO = Stop
2. |s Device Subject To 510(k)? ™ ] 1f NO = Stop
3. Same Indication Statement? 2 L1 IfYES=GoTo5
4. Do Differences Alter The Effect Or Raise New Issues ] ] If YES = Stop NE
of Safety Or Effectiveness?
5. Same Technological Characteristics? 2 L] If YES=GoTo7
6. Could The New Characteristics Affect Safety Or 1 1 If YES = Go To 8
Effectiveness?
7. Descriptive Characteristics Precise Enough? L] X If NO=Go To 10
If YES = Stop SE
8. New Types Of Safety Or Effectiveness Questions? | O If YES = Stop NE
9. Accepted Scientific Methods Exist? [ (] If NO = Stop NE
10. Performance Data Available? 2 ] If NO = Request Data
11. Data Demonstrate Equivalence? =Y ] Final Decision:

SE

Note: In addition to completing the form on the LAN, "yes" responses to questions 4, 6, 8, and 11, and

every "no" response requires an explanation.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Intended Use:

The Reflexion Spiral Catheter can be used for recording intracardiac signals and for
cardiac stimulation during electrophysiological studies. The Reflexion Spiral catheter
is to be used to map the atrial regions of the heart.

Device Description: Provide a statement of how the device is either similar to and/or different from
other marketed devices, plus data (if necessary) to support the statement. Is the device life-
supporting or life sustaining? Is the device implanted (short-term or long-term)? Does the device
design use software? Is the device sterile? Is the device for single use? Is the device over-the-counter
or prescription use? Does the device contain drug or biological product as a component? Is this
device a kit? Provide a summary about the devices design, materials, physical properties and
toxicology profile if important.

The proposed device is a single use, sterile, flexible asymmetric, bidirectional,
variable radius loop electrophysiology catheter constructed of a polymer shaft that
incorporates 19 1mm ring and 1 distal 2mm tip platinum/iridium electrodes. The 20
electrodes are arranged in bipolar pairs with 1mm intra-pair spacing along the
circumference of the distal loop which is oriented in the plane perpendicular to the
long axis of the catheter shaft.

See review memo for further details.

EXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

1.

8.

9.

Explain why not a device:

Explain why not subject to 510(k):

How does the new indication differ from the predicate device's indication:
Explain why there is or is not a new effect or safety or effectiveness issue:
Describe the new technological characteristics:

Explain how new characteristics could or could not affect safety or effectiveness:

Explain how descriptive characteristics are not precise enough:

Bench testing to demonstrate mechanical and electrical performance,
biocompatibility testing, and sterility testing are needed to demonstrate substantial
equivalence.

Explain new types of safety or effectiveness questions raised or why the questions are nct new:

Explain why existing scientific methods can not be used:

10. Explain what performance data is needed:

11. Explain how the performance data demonstrates that the device is or is not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

See attached review memo.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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“ / DEPARTMENT OF HEALTH & HUMAN SERVICES
’»a%h

Food and Drug Administration
Memorandum

DATE: Qctober 16, 2006

FROM: Felipe Aguel, Ph.D.
Biomedical Engineer
CDRH/ODE/DCD/CEMB, HFZ-450

SUBJECT: K062251 — Traditional 510(k)
Reflexion Spiral Variable Radius Catheter
St. Jude Medical
Atrial Fibrillation Division
14901 DeVeau Place
Minnetonka MN 55345

CONTACT: Glenn Jaques
Regulatory Affairs Manager

Tel: (952) $33-4700
Fax: (952) 930-9481
Email: gjagues@sjm.com

To: The Record

BACKGROUND

The sponsor, St. Jude Medical, has submitted an original premarket notification (510(k)) to seek
market clearance for the Reflexion Spiral Variable Radius Catheter, Model Number 402804, and
has identified this application as a Traditional 510(k) submission.

The predicate device cited is the Irvine Biomedical Inquiry Optima Steerable Electrophysiology
Catheter manufactured by Irvine Biomedical cleared under 510(k) submission K042775.

This is my first review of this 510(k) application. Upon marketing clearance, the proposed device
would be classified under 21 CFR §870.1220, as Class Il with pa&;l and product code of 74
DRF. (specic’ contols) af

The submission was amended on October 4, 2006. The sponsor submitted the test results of the
1 year accelerated aging shelf life study. The original submission only included the protocol for
the 1 year accelerated aging shelf life study.

INTENDED USE

As taken from the indications for use statement (section 4 of the submission), the Reflexion
Spiral Catheter can be used for recording intracardiac signals and for cardiac stimulation during
electrophysiological studies. The Reflexion Spiral catheter is to be used to map the atrial regions
of the heart.

A btsting and /”/rmmm G e ;Zé"ﬂfo;{ﬁ
4 4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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The indications for use statement is different from that identified in submission K042775 in that
the predicate device is intended for use during ‘diagnostic’ electrophysiology studies. | don’t
believe this is a significant change since all electrophysiology studies are diagnostic in nature,
and the design of the catheter is clearly a mapping catheter.

SUMMARY

Is the device life-supporting or life-sustaining? [IYes XINo
Is the device an implant (short-term or long-term)?  []Yes PNo
ls the device sterile? X Yes [INo
Is the device for single use? K Yes [ INo
Is the device for prescription use? X Yes [INo
Is the device for home use or portable? [lYes DXNo
Is the device a combination product? [1Yes XINo
ls the device a kit? - [JYes XINo
Is this device software driven? [Yes >XINo
What is the estimated levei of concern? []Major [IModerate [ ]Minor
Is the device electrically operated? X Yes [ INo

STANDARDS REFERENCED

The following table summarizes the standards used in the performance testing of the proposed
device.

Page 2 - Review of Traditional 510(k) )
K062251 — St. Jude Medical, Inc.
Reflexion Spiral Variable Radius Catheter, Model 402804

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Table 9.1 — Voluntary Standards
{ Quality System o ISO 13485, Quality Systems — Medlical Devices - Pazticular
requirements for the application of ISO 9001
s ISO 14971, Medical devices -- Application of risk management to
! medical devices

Biocompartibility ¢ [50 10993-01: Biological Evaluation of Medical Devices -
_ Part {: Evaluation and Testing

Srerilization and ¢  EN550: Sterilization of Medical Devices — Validation and

Pyrogenicity Routine Control of EtO Stenhzation

o EN §56: Sterilizaiion of Medical Devices — Requirements for
medical devices to be designated “STERILE™

o IS0 10355: Sterile. single-use intravascular catheters

o ISO 11135 Medical Devices — Validation and Routine Control
of Ethylene Oxide Sterilization

o ISO 11138 Sterilization of health care products-Part
2:Biological indicators for ethylene oxide sterilization

¢ ISO11737: Sterilization of medical devices-Microbiological
methods

e ISO 14161: Sterilization of health care products-Biological
indicators-Guidance for the selection. use and mrerpretation of
results

¢ FDA Gudeline on Validation of the Limulus Amebocycte Lysate
Test as an End-Product Endotoxin Test for Human and Animal
Parenteral Drugs. Biological Products. and Medical Devices,
1987.

Packaging s IS0 11607, Packaging for Terminally Sterihized Medical Devices

o ASTM F 1980-99, Standard Guide for Accelerated Agmg of
Sterile Medical Device Packages

¢ ASTM D4169-05a, Simulated Distribution Testing

Product Specifie e 1SO 105551, Sterile. szh-l se Intravascular Catheters Part 1
General Requirements

o ASTM F640-79: Standard Test Methods for Radiopacity of
Plastics for Medical Use

Device DESCRIPTION

The St. Jude Medlcal Reflexion Spiral Variable Radius Catheter is a sin
ional, variable radius loop electrophysioclogy cathete

The catheter contains a shaft actuator mechanism for varying the asymmetrical sweep (90°) and
curl (180°) of the distal portion of the shaft. 1t also contains a loop actuatormechanism for
varying the loop diameter from approximately 25mm te approximately 15mm. Finally, it contains

The catheter is inserted into the femoral artery and guided through a sheath into the left or right
atrium using fluoroscopic imaging. The catheter is used to measure electrical potentials in the

Page 3 - Review of Traditional 510(k)
K062251 - St. Jude Medical, Inc.
Reflexion Spiral Variable Radius Catheter, Model 402804

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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atria which are then displayed on an ECG meonitor. The catheter can also be used to deliver
pacing stimuli to the atnal myocardial tissue.

SUBSTANTIAL EQUIVALENCE

Comparison to predicate

icate device is a similar design:

Predicate Comparison Table

Page 4 - Review of Traditional 510(k)
K062251 — St. Jude Medical, Inc.
Reflexion Spiral Variable Radius Catheter, Model 402804
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Property Sudject Device: Predicare Device
Reflexion Spiral Catheter Optima Catheter
this £10(k) K04277%
Device Charactenistics

Uni-directional, vanable radius circular

Catheter design ‘

= mapping catheter
Outer daametar TF wiSF distal loop
Guidmg introducer 7F or layger
conmpatibshity
Electrades 20 electrodes in 10 bipolar pairs

1wy wikra-pagr spacing
Catheter shaft and electrodes are
radwopaque
Yes
Uridirectional

Radiopague markings

Steerable

Deflection direction
1807 Deflection
110cim
Variable
25mm to 1omwn diametsy
Dual battier

Usable leagths

Loop diameter

Packagms

MATERIALS/BIOCOMPATIBILITY

The following table summarizes the patient contacting materals.

Page 5 - Review of Traditional 510(k)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Page 6 - Review of Traditional 510(k)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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The results of the biocompatibility testing conducted on the Reflexion Spiral device — cytotoxicity
using a MEM elution test and haemocompatibility— are included in appendix G of the
submission. All tests passed the acceptance ciiteria. The test resuits raise no
biocompatibility concerns.

STERILIZATION, PACKAGING & SHELF LIFE

Page 7 - Review of Traditional 510(k)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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LABELING

The proposed labeling, including the instructions for use and pouch labeling is included in the
submission in appendix C. The labeling includes an Rx only symbol, a use by date, a single use
symbol, and a ‘do not resterilize’ symbol. The instructions for use are adequate and do not
include any inappropriate claims. The proposed labeling for the device is therefore

adequate.

PERFORMANCE TESTING

Page 8 - Review of Traditional 510(k)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.




ANIMAL TESTING

REGULATORY INFORMATION

The sponsor has provided a truth and accuracy statement as required by 21 CFR §807.87, a
510(k) summary in accordance with 21 CFR 807,92, and an indications for use statement.

Page 11 - Review of Traditional 510(k)
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RECOMMENDATION

| recommend that the proposed device be found substantially equivalent to legally marketed
mapping catheters, and classified as follows:

e Class ||
+ 21 CFR 870.1220
e 74 DRF

»// ] 7
M %AA Qctober 16, 2006

Felipe Aglel, Ph.D./ / Date

e
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to
Marketed Device *

ON! (2

Descriptive Information Does New Device Have Same NO_ Do the Differences Alter the Intended “Not Substantially Equivalent”
about New or Marketed Indication Statement? Therapeutic/Diagnostic/etc. Eftcct YES Determination
Device Requested as Needed ‘YES (in Deciding, May Consider Impact on
Safety and Effectivenessy? **

New Device Has Same Intended
Use and May be “Substantially Equivalent™

New Device Has (.
@ 1 New Intended Use )

NO

Does New Device Have Same

Technological Characteristics, NO Could the New
¢.2. Design, Materials, etc.? » Characteristics YES Do the New Characleristics
YES Affect Safety or —#Raise New Types of Safety yES
l Effectivenecss? Or Effectiveness Questions? ’SP
NO Are the Descriptive NO _
Characteristics Precise Encugh NO
To Ensure Equivalence? @
Are Performance Data YES Do Accepted Scientific
Available to Assess Equivalence? Methods Exist for

Assessing Eftects of NO
the New Characteristics?

YES
YES
\ A
Performance Are Performance Data Available N0y
Data Required to Assess Effects of New

Characteristics? ***

YES

Performance Data Demonstrate

’ Performance Data Demonstrate
Equivalence? ——b&, {_i4 Equivalence? 4————
YES YES NO

J
1

NO NO

“Substantially Equivalent”
To

To @ Determination

510(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre- Amendments or reclassified post-Amendments) devices is unclear.

This decision is normally based on descriptive information afone, but limited testing information is sometimes required.

bl Data maybe in the 510(k), other 510(k)s. the Center’s classification files, or the literature.

5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.





