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16.1 General Information

Applicant: Biosense Webster, Inc.
3333 Diamond Canyon Road
Diamond Bar, CA 91765
USA
Phone: 909-839-8597
Fax: 909-839-8804

Date: July 8, 2011

Contact Person: Wayne R. Hohunmn

Project Manager Regulatory Affairs

Trade/Proprietary Device

Name: CARTO® '3 V2.2 EP Navigation System and Accessories

Manufacturing Pant
Numbers: FG-5400-00 (with standard location pad)

FG-5600-00 (with RMvT location pad)

Common Device Name: Cardiac mapping system

Classification Name: Programmable diagnostic computer

Device Classification: Class 11, 21 CFR 870.1425 Product Code DQK

Predicate Device: CARTO® 3 V2.0 EP Navigation System and Accessories
5 1 0(k) K1 03 746, January 21, 2011

Manufacturing Facility: Biosense Webster (Israel) Ltd.
4 Hatnufa Street, POB 275
Yokneamn 20692
Israel
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16.2 Description of Device

The CARTO® 3 V2.2 EP Navigation System is a catheter-based atrial and
ventricular mapping system designed to acquire and analyze data points, and
use this information to display 3 D anatomical and electroanatomical maps of
the human heart in real-time. The location information needed to create the
cardiac maps and the local electrograms are acquired using a specialized
mapping catheters and reference devices. The system allows real-time display
of electrograms and cardiac maps based on the received intra cardiac signals
in a number of different formats. The acquired patient signals, including body
surface ECG and intracardiac electrograms may also be displayed on the
display screen. The CARTO®) 3 V2.2 System uses two distinct types of location
technology - magnetic sensor technology and Advanced Catheter Location
(ACL) technology.

16.3 New Features

The new features in this Special 5 10(k) Notification were software additions
of Fluoro Effect Reduction (FER), su~port of Biosense Webster PENTARAY®

Catheter, and Support of SOUNDSTAR eco Catheters with Split Handle, and
hardware modification of an ECG board and addition of an Extension Cable.
In addition, all modifications cleared via documentation since the prior
predicate version were described.

16.4 Indications for Use

The Indications for Use for the modified device are identical to the predicate
device:

The CARTO® 3 V2.2 System is intended for catheter-based atrial and
ventricular mapping. The mapping system allows real-time display of cardiac
maps in a number of different formats. Maps may be displayed as anatomical
maps, cardiac electrical activation maps, cardiac electrical propagation maps,
cardiac electrical potential maps, impedance maps, cardiac chamber geometry
maps and ECG fragmentation maps. The acquired patient signals, including
body surface ECG and intracardiac electrogramts, mat' also be displayed in
real time on the system's display screen. The CARTO 3 V2.2 System is also
intended to support EP procedures maintaining CARTO® 'System capabilities in
the presence of a high metallic environment and magnetic field strengths up to
0. 1 T and provide a data communication channel to the Stereotaxis Niobe®
Catheter Navigation System. The CARTo® 3 V2.2 System includes
CAR.TOMERGO Plus functionality to import, register and merge CT or MRIf
structural images with CARTO® map's physiological information and real time
catheter navigation. The system includes the Fast Anatomical Mapping
(FAM) functionality that allows for the quick creation of cardiac anatomical
volumes using catheters with magnetic location sensors. The system's
CARTOSOUND® image integration functionality enables integration of
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intracardiac echo (ICE) to enable visualization of 3D combined maps. In
addition to the use of specialized navigation catheters with magnetic location
sensors, the system is also intended for use with conventional, non-
navigational, electrophysiology catheters without magnetic location sensors.

16.5 Summary of Non-Clinical Performance Testing

The CARTO® '3 V2.2 EP Navigation System underwent extensive bench and
animal testing to verify the new and enhanced features and to demonstrate
with regression testing that the new features did not negatively affect existing
features. The CARTO® 3 V2.2 EP Navigation System passed all tests in
accordance with appropriate test criteria and standards, and the modified
device did not raise new questions of safety or effectiveness.

16.6 Substantial Equivalence

The Carto®R 3 EP Navigation System, Version 2.2, is substantially equivalent
to the legally marketed Carto@ 3 EP Navigation System, Version 2.0, 510(k)
K1 03 746, cleared on January 21, 2011.

16.7 Conclusions

The bench and animal pre-clinical testing demonstrated that the CARTO®0 3
V2.2 EP Navigation System is safe, effective, and performs as well as or
better than the predicate device. This testing program supports the
determination of substantial equivalence to the predicate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES ] u~hIic [Cczii~ iiil Svicc

I1Q3 Nc'" i-liplii Avcluc
l),,cunen (.XmroI Roomi - WV066-66t09
Sihvci Sjpring.,-\1D 2(.)9Q3-WiiO2

I3rosensc \Vcbstcr. Inc.
C/o NMi. \Vcviie R,11 lholaln

Project Mvanlager Regu1.latory Affairs'b7
333 Diamond Cany~on Road.

Diamoneld 1jar. CA 91763

Re: [5 10(k)i K 112007
Trade/Device Name: CARTO 3 V2.2 FP Navigaijjonj Svsuj~ln (Version 2.2)

Regulation NumI~ber: 21 CUR 870.1425
lRegt Iat ionl N' ame: Pro gram inable di agnostiC COoillp uIter
Regulat~ory Class: Class ff
ProdcLIt Code: DQK
Dated: September S. 2011
Received: September 9, 2011

Dear Nd r. H-ohkmann:

We have reviewed yourI Sctionl 5 10(k) premarket notifiCationl o fin tent, to market the device

referenced above and have determinled the device is su~bstanltially eqUiVa lent (for the indications

for Use Stated inl the end IOSure) to legally marketed predicate de vices marketed inl interstate

commerce prior to Nlay 28. 1 976, the enactment dlate of the Medical Device Amendments, or to

devices that have been reclassiftied inl accordance with the provisions of the Federal Food. Drug.,'

and Cosmetic Act (Act) that do0 not require appro val of a preitrket approval application (PM A).

YOU may, there fore, market the device, subject to the general controls provisions of the Act. The

gOC~eeal controls provisions of the Act inludeICI reqjuiremen~ts for annual registration, listing of'

&VC vcs. g ('0(1 mI~a uf'actaip-act ice, I abelIioig and prohibitions aigainst iisbiand ing and

ad trie ration. P lease note: CD RI- does nIot eValI tatC informatior i-elated to conltract li ab ilit

warranties. We remind you, however, that device labeling mnust be truLth ful and not imisleading.

Ifycrdevice is Classi fled (see above) into either class 11 (Special Controls) or class Ill (PMIA), it

may be subject to additional controls. Existing major reurlations af'fecting, your device canl be



Pan-e 2 - rf. WaYne FR. Hl-lhmann
Flot1in inl thle COde Of Federl 1 Rl~gtrlatos- Title 2)I. Iaris 8010 o SOS Ill addition. FDA lilayv
p ublIish Fur['ither anniouncemn tS eaCernCI IineI Lou %'ievc 1'(0 inCI thle FederIalI ReurJsterI.

Please be advised lhat FI)AVs issuance oF a substaniail eqIuivlceC deterliinationl does not menanl
that FDA has made a do term n Ii on thatt 'O LII U devic ean p llies with Other requtrire men ts oF the /-ct
or' arm'\ Federal suIL.tts and reiatIIMIions adinistered by otheri Federal agencies. YOU mu1Lst
comply with all the Act's reqiLrirerfents, irwludinu- butl not lirmited to: re-istration and listing (21
CFR Part 807): latbelirg (2 1 CFI( Part 80 1: rllictII device reportinug (reportina" of medical
clevice-related adverse events) (2 I CF It 803); goodI man tr Wet trrlill- 1)aC tCC~l i emens as set
F'orth inl the qtralitv systermis (QS) reutrLation01 (2 1 CFRZ Pai 820) lud it applicable, the electronic

P rod jet radiation1 conrol JNo visi orm (Sctions 531-542 oiLtllc Act); 2 1 C FR 1000-I1050.

[[F\voi desireC spec ilie adIvice l For1 yatriC O~il on,1 otrabc ra c' ]UIUIti (2 I C F-k Part 801), please
g,,o to I itt p://xvww. fda nov/ Ab Ott D \/( cr1 c rs Ffi ces/C F l I) IN),O liesu~ 115809. h1m For l
the Center for Devices and Radtioloorcrl He[alth's (CD~lIs.) Oflice oF Cormpliance. Also, please
no0te thle regu'lationl entitied. ''M isbrandcinu by relcerence to premarket notification" (2 1 CFR Part
807.97). For qtrestions regardling thle rep)oringI oF adIverse even1ts Ulnder thle IDR regtrlation (21I
CFR Part 803), please go to

htt://ww.da~ov/edial~vics/S [%y/tero ra r F ermdc.Lrt It hiatfor thle CD RI-I's Ofi-ce
Of StrrVeillarice and Biometrics/Division of' lastrmarket StrrVeillan1ce.

YOUr may obtain other oenieral iniiorm1ation Onl \'Oiur responsibi lit ies t1inder theC Act harml thle
D ivision oF' Srma I IM/Ianuitrutrers, Intiterrrtiartl and Constrmer Ass is tan ce at its tol I-Free nut iberI
(800) 63802041 or (301) 796-7 100 or at its Initerniet addreI-ss

Sincerely ' yours.

Brain 1). Ztrekerma MiD. -\
Director
Di visi on oF Cirdio vascular Devices
OF'ice o f Device EValltrationl
Center I'm Devices and

[tad iolanical Health

EnelOStrre



5 INDICATIONS FOR USE

510(k) No (if known): K 112 00+

Device Name: CARTO® 3 V2.2 EP Navigation System

Indications for Use:

The CARTO® 3 V2.2 System is intended for catheter-based atrial and ventricular mapping.
The mapping system allows real-time display of cardiac maps in a number of different
formats. Maps may be displayed as anatomical maps, cardiac electrical activation maps,
cardiac electrical propagation maps, cardiac electrical potential maps, impedance maps,
cardiac chamber geometry maps and ECG fragmentation maps. The acquired patient
signals, including body surface ECG and intracardiac electrograms, may also be
displayed in real time on the system's display screen. The CARTO® 3 V2.2 System is also
intended to support EP procedures, maintaining CARTO® System capabilities in the
presence of a high metallic environment and magnetic field strengths up to 0. 1 T and
provide a data communication channel to the Stereotaxis Niobe® Catheter Navigation
System. The CARTO® 3 V2.2 System includes CARTOMERGE® 'PLUS functionality to
import, register and merge CT or MRI structural images with CARTO®( map'Is
physiological information and real time catheter navigation. The system includes the
Fast Anatomical Mapping (FAM) functionality that allows for the quick creation of
cardiac anatomical volumes using catheters with magnetic location sensors. The system's
CARTOSOUNO image integration functionality enables integration of intracardiac echo
(ICE) to enable visualization of 3D combined maps. In addition to the use of specialized
navigation catheters with magnetic location sensors, the system is also intended for use
with conventional, non-navigational, eleetrophysiology catheters without magnetic
location sensors.

Prescription Use - NDO Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

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

Division of Cardiovascular Devices

510(k) Number_/U/_____7
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