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Carefully read all instructions prior to use. Observe all contraindications, warnings
and precautions noted in thess Instructions. Failure to do so may result in patient
complications. Boston Scientific relies on the physician to determing, assess and
communicate to each patient all foreseeable risks of the procedure.

Description:

The Boston Scientific/EP Technologles™ steerable diagnostic catheters are
comprised of the Polaris Dx™, Steerocath Dx™ and the EPT DX™ product fines. The
catheters are designed for use in intracardiac pacing and recording only.

The catheters have been designed to carry electrical signals for the purpose of
endocardial stimulation {pacing) or recording. The Polaris Dx and the EPT Dx
product fines are uni-directional steerable products, while the Steerocath Ox product
line provides bi-directional steering.

The Polaris Dx is actuated by means of a patented thumb-slide (see Fig. 1) while the
EPT Dx and Stearocath Dx are actuated by means of a steering lever (see Fig. 2 and 3}.

Indications:

The catheter is intended for temparary use in electrophysiology studtes for
intracardiac stimulation {pacing) and/or recording of electrical potentials.

Contraindications:

Caution shauld be exercised, in the use of this or any other catheter, in patients with
prosthetic valves. Patients with recurrent sepsis or with hypercoaguable state should
not be considerad candidates for transvascular catheters, since the catheter could
serve as a focal point for septic or bleod thrombus formation.

Warnings:

« Conients suppfied STERILE using an ethylene oxide (EQ) process. Do not use if
sterite barrier is damaged. f damage is found call your Boston Scientific
reprasentative.

For single use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or
resterilization may compromise the structural integrity of the device and/or lead to
device failure which in turn may result in patient injury, iliness or death. Reuse,
reprocessing or resterilization may also create a risk of contamination of the
device and/or cause patient infection or cross-infaction, including, but not limitsd
to, the transmission of infectious diseass(s) from one patient to another.
Contamination of the device may lead fo Injury, illness or death of the patient.

« The device(s) should be used by physicians thoroughly trained in the technigues
of invasive cardiology and in the specific approach to be ussd.

» Care must be taken to ensurs that any equipment used in connection with the EP
Catheters meets IEC 601-1 and {EC 601-1-2 Safety Standards,

The use of catheters or cables with unprotected male pin connectors presents a
risk of electrical hazard, Inadvertent attachment of pin connsctors to power supply
sockets of connectors could result in electrocution of the patient or operator.

» Diagnostic electrophysiology involves x-ray exposure that present the potential
risk for somatic and genetic effects, to both patients and laboratory staff due to
the x-ray beam and intensity and duration of the fluoroscopic imaging. Steps
should be taken to minimize this exposure as much as possble.

« Careful catheter manipulation must be performed to avoid cardiac damage,
perforation, or tamponade. Catheter advancement should be performed under
fluoroscopic guidance. Do not use excessive force to advance or withdraw the
catheter when resistance is encountered.

« The device is not intendsd for use as an ablation catheter.

Precautions:

» Excessive bending or kinking of the catheter shaft may damage internal wires.
Manual prehending of the distal curve can damage the steering mechanism and/or
elactrical wires, and may cause patient injury.

Adverse Reaclions:

The fallowing potential risks or discomforts may be associated with diagnostic EP
procedures. The frequency and severity of these adverse events can vary, and may
necessitate additional medical intervention, including surgery.

Adverse Reactions: (continued)

Allergic reaction Myocardial infarction

Arrhythmias Perforation

Cardiac or respiratory arrest Pericardial effusion -

Cardiac valve damage Paricarditis / pleuritis -

Catheter entrapment/entanglement Pneumothorax

Chest pain Pseudoangurysm

Damage to vessel intima or cardiac Puimonary edema

structures Sinus or AV node Injury

Death Stroke

Embolus, air embolus Stroke or cerebral vascular accident
. Hematoma/ecchymaosis Tamponade

Hemorrhage Thrombosis

Hypotension Vasovagal reaction

Infection X-ray exposure

Inspection Prior {o Use:

Carefully inspect the package prior to use for any breach of the sterile barrier or
damage to the contents. If the sterile barrier integrity is compromised or the contents
damaged, contact your Boston Scientific representative.

Directions for Use:

1. Patient should be connected to an ECG recording system prior to commencing
the procedure in order to permit arrhythmia monitoring.

2. Remove components from package and place in a sterile work area.

3. Create a vascular access by either cut down or percutangous technique. The
catheter may be used from femoral, brachial, subclavian or jugular access sites
through a sheath/dilator (7 Fr. {2,3 mmj for Steerocath Dx and 6 Fr. [2,0 mm)
for EPT Dx or Polaris Dx).

4. Continue to advance the cathetar under fluoroscopic guidance to the desirad
intracardiac position.

5. Once inside the vassel, the tip can be defiected as necessary to facilitate
advancement into the selected heart chamber. The degree of tip deflection is
controlied by the steering knob or the steering lever.

EPT Dx

if the steering knob s rotated from its zero position, the tip will curve
proportionately in one direction. Alternatively rofating the steering knob back to
its zero position will cause the fip to defiect back to the straight position (Fig. 2).

Steerocath Dx

If the steering lever is pushed forward from its neutral position, the tip will
curve proportionately a maximum of 270° in one direction. Affernatively,
putling the steering lever back will cause the tip to deflect similarly in the
opposite direction (Fig. 3).

The EPT Dx and Steerocath Dx catheters have an adjustable tension control
whes! which may be tightened to hold the tip in the desired position. The
catheter is shipped with the tension adjustment in the *(-)' pasition which is the
minimum avaifable tension. in this position, the catheter steers freely and will
not hald a preset curve.

In the ‘(+)' position, maximum tension/rasistance is achieved. To increase
steering resistance and/or hold a preset curve, the tenslon control wheel is
rotated as necessary.

To prevent over-stressing the tip, the steering knob/lever is limited by handle
design.

Polaris Dx

The tip can be deflected to allow for curve changes instantly by using the
thumb slide mechanism. By pushing the thumb slide up, the curve becomes
tighter. By pushing the thumb slide down, the curve straightens. (Fig. 1)

6.  For intracardiac recordings, connect the appropriate quick connect or lead tip
pins of the connector to the appropriate electronic recording equipment and
perform the study.

NOTE: Closer spaced electrodes may enhance localization of aberrant path
ways.

7. For pacing, connect the distal catheter terminal to the negative terminal of an
external pulse stimulator and any proximal ring electrode to the positive
terminal. The standard pacing stimuli is set at twice diastolic threshold with a
duration of 1.5 to 2 msec. If the pacing threshold is greater than 1 fo 2 mA,
repositioning of the catheter should be considered.
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Warranty and Limitations

Boston Scientific/EP Technologies warrants that this product has been manufactured,
packaged, and tested with reasonable care and will be free from defects In
workmanship and material, EP Technologies further warrants that sterile products
will remain sterile for a period described on the product’s label provided that the
original packaging remains intact. This product is designed for single use only, and it
is not designed for reuse. This warranty shall not apply to products which have been
vestarilized, repaired, altered, or modified in any way, or to products which have been
Improperly stored or improperly installed, operated or maintained. EP Technologies
will not be liable for any incidental, spacial or consequential loss, damage, or
expensa resulting, directly or indirectly, from the use of this product. EP
Technologies sole obligation shall be to repair or replace, at its option, any device
that EP Technologies determines was defective at time of shipment if notice thereof
is received within the “use before” or expiration date described on such product's
label. Buyer assumes all fiability, whether based upon warranty, coniract, negligence,
or otherwise, for damages resulting from the handling, possession, use or misuse
(including reuse) of this product. Because EP Technologies has no control over the
operation, inspection, maintenance, or use of its products after sale and has no
control over the selection of patisnts, THIS WARRANTY 1S EXPRESSLY IN LIEU OF
ANY OTHER EXPRESS OR IMPLIED WARRANTY OF MERCHANTABILITY OR
FITNESS FOR ANY PARTICULAR PURPOSE, AND OF ANY OTHER OBLIGATION ON
THE PART OF THE SELLER. The remedies set forth in this Warranty and Limitations
shall be the exclusive remedy avaifable to any person. No agent, employes, or
representative of EP Technologiss has any authority to change any of the foregoing
or assume or bind EP Technologies to any additional liabllity or responsibility (n
connection with this product. Buyer's use of this product shall be deemed
acceptance of the terms and conditions of this Watranty and Limitations.
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Carefully read all instructions prior to use. Observe all contraindications, warmings
and precautions noted in these insiructions. Failure to do so may result in patient
compfications. Boston Scientific relies on the physician 1o determine, assess and
communicale to each patient all farasesable risks of the procedure.

Description:

The Catheter is designed for use in intracardiac pacing and recording only. The
fokowing suggested technique Is supplied to explain the use of this catheter. The
physician may slact to vary the Insertion tachnique in accordance with thelr judgment
and experience. The catheter may be introduced either by cut down technigus or via
a percutansous sheath introducer.

The Catheter has bsen designed to carry electrical signals for the purpose of
endacardial stimufation or recording. The Catheter is designed for single use only.

The contents supplied are starile as long as the package s undamaged or unopenead.

Indications:
The Catheter is intanded for temporary use in electrophysiology studies for
intracardiac stimulation and/or recording of elactrical potentials.

Contraindications:

Caution should be exercised, in the use of this or any other catheter, in patients with
prosthetic valves. Patients with recurrent sepsls or with hypercoaguable state should
not be considered candidates for transvascular catheters, since the catheter could
serve as a focal point for septic or blood thrombus formation.

Warnings:

 Contents supplied STERILE using an ethylene oxide (EO) process. Do not use if
sterile barrier is damaged. f damage is found call your Boston Scientific
representative.

» For single use only. Do not reuse, reprocess or resterilize. Reuse, reprocassing or
resterilization may compromise the structural integrity of the device and/or lead to
devics failure which in turn may result in patient injury, illness or death. Reuss,
reprocessing or resterilization may also create a risk of contamination of the
device and/or cavse patient infection or cress-infection, including, but rot limited
1o, the transmission of infectious disease(s) from one patient to anothar.
Confamination of the device may lead to injury, iliness or death of the patient.

« The device(s) should be used by physicians thoroughly trained in the fechniques
of invasive cardiology and in the specific approach to be used.

« Care must be taken to ensure that any equipment used in connection with the EP
Catheters meets |EC 601-1 and IEC 601-1-2 Safety Standards.

« The risk of vascular perforation exists with any intracardiac cathster. Do not
advance the catheter if resistance is encountared.

» This cathster Is not indicated for use in cardiac ablation or coronary artery
mapping procedures.

« This use of catheters or cables with unprotected male connectors present a risk of
electrical hazard. Inadvertent attachment of pin connectors to power supply
sockets of connectors could result in electrocution of the patient or aperator. The
users of components with unprotected male connectors must exercise caution
during device set-up to prevent patient or operator injury.

Complications:

The following potential risks or discomfarts may be associated with diagnostic EP
procedures. The frequency.and severity of these adverse events can vary, and may
necessitate additional medical intervention, including surgary.

Allergic reaction Myocardial infarction

Arthythmias Parforation

Cardiac or respiratory arrest Pericardial effusion
Cardiac valve damage Paricarditis / pleuritis
Catheter sntrapment/entanglement Pneumothorax

Chest pain Pseudoansurysm
Damage to vesse! intima or cardiac Pulmonary edema
ultrastructures Sinus or AV node injury
Death Stroke

Embolus, air embolus Stroke or cerebraf vascular accident
Hematomalecchymaosis Tamponade
Hemorrthage Thrombosis
Hypotension Vasovagal reaction
Infection

X-ray exposure

Strict adherence to the foregoing instructions before use will help reduce the
incidence of complications,

Inspection Prior to Use

Carefully inspect the package prior to use for any breach of the sterile barrier or
damage to the contents. if the sterile barrier integrity is compromised or the contents
damaged, contact your Beston Scientific representative.

Directions for Use:

1. Patient should be connected to an ECG recording system prior to commencing
the procedure in order to permit arrhythmia monitoring.

Ead

2. Remove components from package and place in a sterile work area.

3. Create a vascular access by efther cut down or percutaneous technigue. The
catheter may be used from femoral, brachial, subclavian or jugular access sites.

4. Continue to advance the cathater under fluoroscopic guidance to the desired
Intracardiac position.

5. For intracardiac recordings, connect the appropriate lead tip pins of the connactor
assembly to the appropriate electronic recording equipment and perform the
study.

NOTE: Closer spaced electrodes may enhance localization of aberrant path
ways.

6. For pacing, connect the distal catheter terminal (D} to the negative terminal of an
external pulse stimufator and any proximal ring electrode to the positive terminal.
The standard pacing stimuli is set at twice diastolic threshold with a duration of
1.5 to 2 msec. If the pacing threshold is greater than 1 to 2 mA, repositioning of
the catheter should be considered.

References:
Avallable upon request.

Warranty and Limitations

EP Technologies, Inc. warrants that this product has been manufactured, packaged,
and tested with reasonable care and will be fres from defects in workmanship and
material. EPT further warrants that stesile products will remain sterile for a period
described on the product’s jabel provided that the original packaging remains ntact.
This product is designed for single use anly, and It Is not designed for reuse. This
warranty shall not apply to products which have been resterilized, repaired, altered,
or modified in any way, or to products which have been improperly stored or
improperly installed, operated or maintained. EPT will not be liabie for any incidental,
special or consequential foss, damage, or expense resuiting, directly or indirectly,
from the vse of this product. EPT’s sole obligation shall be to repair or replace, at its
option, any device that EPT determines was defective at fime of shipment if notice
thereof is received within the “use before” or expiration date described on such
product's label. Buyar assames all Nability, whether based upon warranty, contract,
negligence, or otherwise, for damages resuiting from the handling, possession, use
or misuse (including reuse) of this product. Because EPT has no control over the
operation, inspection, maintenance, or use of its products after sale and has no
control over the selaction of patients, THIS WARRANTY IS EXPRESSLY IN LIEU OF
ANY OTHER EXPRESS OR IMPLIED WARRANTY OF MERCHANTABILITY OR
FITNESS FOR ANY PARTICULAR PURPOSE, AND OF ANY OTHER OBLIGATION ON
THE PART OF THE SELLER. The remedies set forth in this Warranty and Limitations
shall be the exclusive remedy available to any person. No agent, employee, or
representative of EPT has any authority to change any of the foregoing or assums or
bind EPT to any additional liability or responsibility in connection with this product.
Buyer's use of this preduct shall be deemed acceptance of the terms and conditions
of this Warranty and Limitations.
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Carsfully read all instructions priar 10 use. 0bServe w. contrainalcations, wamings
and precautions noted I thesa directions. Falure to 40 5o may raSuk In patient
complications. Boston Scistific refles on the physician to datermine, assess and
communicats to sach patlent all forasoeable risks of the procedure.

Davice Description

The Constailation Muttipie Etactrode Recording and Pacing Catheter (Constaliation
Cathater) aliows the physician to map and racord Infracardiac electrograms. The
distal, expandable "baskat” asssmbly contalns an array of 84 elactrodes. Two
configurations ara avallable, unipolar and bipolar, with elactrodes evenly spaced
{unipolar) or arrangsd In 32 pairs {bipolar).

Indications for Usa

For use In right atrial elactrophysiology proceduras to assist in the dlagnosls of
complex arrhythmias that may be difficult to Identffy using conventional mapping
systams alona {1.e., linear mapping cathaters). The Consteilation Mulliple Electrode
Ascording and Pacing Catheter System may also be usad for delivery of externally
ganerated pacing stimull.

Contraindications

Both the heparin-coated and uncoaiad version of the Constefiation Catheter and the
Constellation Guiding Catheter are contraindicated In patients who cannol be
anticoaguiated or infussd with heparinized salfne.

Adgitionally, uss of the Constsllation Cathater is contraindicated in patients with any
of the following:

= Pgrmanent ieads or prosthstic or stenotic vaives present;

» Active systamic infection;

» Echocardlographically-confirmed visual presence of thrombus;

« For whom the inabliity of obtaining vascufar access exists:

* Haparin-induced thrombocytopenia;

» hamodynamic instability or shock

Wamings and Precautions

The use of this device in conjunction with radiofrequency ablation, as part of the
dlagnaosis and Iherapeutic reatment of atrial ardythmias, may pose an Increased
rigk of adverse events, such as cardiac perforation, myocardial infarction, air
smbolism, and hematoma raquiring surgical repalr and/or bibod transtusion.

= This davica has not been shown to ba safe and effective for use In any cardiac
chamber except the right atrium.

* Maintain activated clotting ime (ACT) levels above 300 seconds at all times
during the procedyrs and monitor throughout Constellation Catheter use. Fallure
to do 50 may (ncrease the risk of thrombus formation, which could lead to
complications.

« Do not leave the catheter in situ more than thres hours for the cumulative duration
of cathetar placament.

= Gatheter mapping procaduras present the polential for significant x-ray exposurs,
which can rasult In acute radiation injury as wel! as Incrsased risk for somatic ang
genetic defac’s In both patlents and laboratory staff dus to the x-ray beam
Intansity and duration of the fluoroscopic Imaging. Catheter mapping shauld only
be parformed after adequate attention has bean givan to the potential radlation
exposurg associated with the procadure, and steps have baen taken to minimize
this exposure.

Pracautions Spacific to Constellation Catheter

= Preciinical ang clinical tasting show that small thrombi may attach to the basket
and splines at locations where there Is an abrupt change In geometry. However,
there weire 110 Clinica! saqualas. Ensure the patisnt Is appropriataly anticoagulated
to ensure thrombus formation is minimized.

* As with percutaneous placement of dny Iarge dlametar (11 Fr} Guiding Cathetar,
carefully monftor the vascular puncture she.

= To minimizs risk of air embolus, flush the Guiding Cathetar to ramove all air
bafor introduction into vascukature. The introduction of the Constatlation Catheter
Into the Guiding Cathetar also has the potential to mtraducs alr Inta the Guiding
Catheter. Therettre, during the introduction of tha Constailation Catheter into tha
Guiding Catheter, again asplrate fluid o expe any air.

+ |t other cathatars are used concurrently with the Constaltation Catheter, remove

thosa cathsters befora ramoving &1 rapositioning the Consteliation Cathatsr.

* Tha Constatlation Catheter is NOT intanded for use as an abiation calheter.

+ Carefully maniputats the catheter to avoid causing cardiac damage, perforation, or
1amponade. Advancs the catheter undsr fluoroscopic guiianca. Do not advancs or
wilhdraw the cathater against excessive resistance. Do not torque the cathetar
while it Is fully daployed.

= Exgassive banding ar kinking of tha catheter shatt may damage intemal wires.
Manua! prebending of tha distal 3558mbly can damage the baskat assembly and
fray cause patient injury.

T—

Precautions During Ca._ter Uss

Cardiac mapping procedures shoukd be performed anly by physicians thoroughly

E%lomd In tha slactrophysiologic tachniquas in a fully equipped siactrophysiciogy

ratory.

» The soft tip of the Guiding Cathetar has fimited radiopacity. Do not agvanca
agalnst resistance.

« \Usa only fsolated amplifiers, pazing equipment, and ECG squipment or patiant
injury or death may cocur. Lsakage current from any connacted davies (o the
patiant must not excead 10 micrcAmps under any circumstances.

+ Catheter matsrlals are not compatibla with magnetic rasonance imaging (MR!)

* The usa of catheters or cables with unpratsctad male pin connectars prasents a
risk of elecirical hazard, inadvertant attachmant of pin connectors Yo power supply
socksts or connactors cauld rasult in slectrocution of the patient or oparator.
Thoss wha use componants with unprotacted male pin connectnrs must exercise
axirame caution during device 3shup to pravent patient or operator njury.

Handling and Sterilization

Tha Constaliation Catheter is intanded for single patient use only. Da not reprocess
or rause. Rouse can causs patient infury and/or the communication of infactious
disgase(s) from ons patient to another.

The Guiding Catheter Is Intsnded for single patlent use only. Do not raprocess or
reuse. Reuse can cayse patient injury and/or the communication of infactious
diseases fram one patient to another.

Adverse Evenls

Obaerved Adverse Evenls

The Consteltation Cathatar was studled In 84 patiants undargoing electropiwsiologic
(EP) magping and ablation . The number of patisnts with adverse svents (major or
minor) was 12 of 84 (14,3%). The differance of 14.3% has a 95% confidencs
intarval of (7.2%, 21.4%]. The adversa events are listed in Table 1. Ses st page for
&¥ Tablas.

Polenilal Adverse Events
Adversa avents (In alphabetical order) which may be assoclated with catheterization.
¢ airsmbalism «  thrombl
< arhythmias «  thromboembolism
= AVfistula +  thrombosis
*  cardiac parforation = valular damage
s hemothorax ¢ vascular biseding/local
«  narve palsy or weakngss hematomas
. pneumatharax . vasovagal reactions
*  pssudoaneurysm *  visual blurring
¢« lamponade
Clinical Study

A ¢linica) trial was parformed 10 establish the safaty of the Constatiation Catheter, in
which 118 patlents were enrcliad from 18 centers. Tha patient population included
any aduR patient needing an alectrophysiology (EP) Stdy, for whom glectrode
recording ang pacing cathetars would be required in the Hight atrlum. Early in the trial
patients were randomized (2:1) W an EP Sthudy with aither the Congtsitation Catheter
(Constelkation Group) or a commercially available dlagnostc EP catheler (Standard
Cathater Group). Forty-seven patients wera randomized to the Consteitation, whila 24
patients ware snrotlad In the Standard Catheter Group . All patiants wers followed o
haspital discharge. Near the midway polnt of the Yrial, randomized enroliment was
terminatad and prosgictive snroliment for the Consteilation Group began. Thirty-
saven patlarits worg subssquently enrolled for the Constrilation Group, prospactively.
An additional 10 patients were prospectively enrolied who received both standard
catheters and the Cansteitation Cathetar during the sama procadure, for dirsct
parformance comparisons. These 10 patients were censarad from the salety analysis
(none exparienced a complication). The Standard Catheter Group therefors included
24 patients, while the Constellation Catheter Group totaled 84 patients.

Pacing Thresholds and Electrogram Recording Performance

For the Consteffation Group, the capabiltty of the Canstailanon Cathater to deliver
pacing simyil (at either 3 mA or 10 mA) was studied. Of 2667 total pacing attempts,
1393 of the electrodas (52%) captured. Far unsuccessful caplure, the basket
eloctrods was most kikaly not in contact 10 the endocardial surfaca. Unsuccassiul
capture was therafors indicative of sither: (1) non-contact of tha basket and basket
glactrodes 10 Variable andocardial surfaces, or (2) an unknown peroentage of the
baskat elactrodes may have besn situaled directly over the tricuspid valve orifice,
whare endocardial contact was not possibis.

Procedure and Fluoroscopy Times
Data were avallable with respect (o procedure ime and fuoroscopy tima for the



-

Standard Catheter Group (ne24) and Constaliation G, . (n=B88), as shown in Tablo 4
Patient Salection and Treatment

Individualization of Trealmeni

Maintain activatad ciotting tme (ACT) levels above 300 saconds at all times during
the procedure and monitor throughaut Canstaliation Cathetar use. Do not save the
cathater in situ more than three hours for the cumulativa duration of cathaber
placament. The Consteliation Guiding Catheter should ba flushed with haparinized
salina sofution prior to use, and immadiately connacted 1o a heparinizad sailne IV
infusion drip. Start the haparinized saline drip and continuously flush the Guiding
Catheter at an approximats drip rate of 100 muhr throughout the procadure, Fallure
to do s0 may Incraase tha risk of thromibus formation, which could (sad to
complications.

Use In Specilic Populations

The long-lerm nisks of protracted fluoroscopy have not baen established, Careful
consideration mis? thargfors be given for the use of the davice la pragnant women
or pra-pubescant childran.

Instructions

Before the procedura, partarm twe dimsnsional echocardiography to determine the
approximats diastolic dimansions of the right atrium. A correctly stzed cathatar may
appear slightly comprassed. The slectrodalissua contact can be evaluatad by
standard pacing protocols.

Cross referance the long and short axss diamatars of the right atrium to an
appropriate Consteliation Cathetar size (38 to 75 mm diamstar). Characteristic right
atrial dimenslons are presantad in Teble 5, and suggested baskat szes for
torresponding atrial dimension are presented in Tabie 7.

Maintaining Devica ENactiveness

Tha Constaliation Cathater Is designed for singla usa only.

DO NOT RE-USE OR RE-STERILIZE.

The Consteliation Gulding Catheter is intanded for single patient use only.
DO NOT REPROCESS OR REUSE.

Reguiarly Inspect and tost reusable Accessory Cables. The Accessary Cables may
only ba sterilized up to 20 imes by sthylone oxide starilization.
~ Kasp the Constellation Pacing Switchbox dry and out of the steriie field.

Patient Counxaiing Informalion

Boston Scigntific / EP Tecnnologies refies on the physiclan 1o determine, 23$4ss, and
communicate 10 sach Individual patient alt foraseeabls risks of cardiac Mmapping
procsaures.

* » ¥ 2 @

Figure 1 - The Consinilation Catheter

Detatled Device Descripfion

The EP Tachnologies (EPT) Consteation Muttipie Elsctrode Recording and Pacing
Catheter may ba used 10 datect electrical potantials from Ihe endocardlal surtaces of
the right atium, and may alsc be used to deliver extamnally generatag pacing stimull.
The distal, axpandabia “baskat” assembly contalns 84 electrodas with slectrodes
ovanly spaced (unipolar) or arranged In 32 pairs (bipotar). Tachnical Spacifications
for both the catheter ang tha Constatistion Gulding Catheter are dsscribed in Table 8.
An itustration of the Constellaion Catheter Systarn I8 prasantad in Figure 3, showing
the conasctions between the Cansteifation Cathetar, Accassory Cables, Constellatian
Pacing Switchbox, Pacing Stimujus Generalor, and EP Recordar.

The Constliation Catheter consists of thres major components:

« The baskn). Tha basket is mada of eight resiilant support structures, called
spilnes. The tlaxible splings conform to the shape and movemants of the right
atrium. Each spline has between twa (2) and alght (B) slectrodes. The alectrods
rings an alt splines ang the proximal marker bands are radiopaque.

Thars are seven markes bands, ang gach on spllae ‘A’ through ‘4", The marker
band on spiina A’ is adjacent 1o the numbar 1 elecirode, and the marker band

—

posttion Is offset by 1on° of the following splines (adjacant 1o slectrode 2 on
the ‘8’ spline, slectroda 3 on the ‘G’ spling, ait). The spiines are adanted In 3
clockwisa mannsr from the distal parspectiva (looking at the leading tip of the
cathetar.

* The calheler shafl. Eloctrical connactions from the elactrodas run the length of

the catheter shaft to the catheter handle. A short-tip sheath Is pre-mounted on the

shaft to collanss tha basket for Introduction.

DuraFio Coafing. The baskst Is avariabile in both coated and non-coatwd varsions.

For the coatad version, the basket and catheter shatt are coated with DuraFlo

(Costing.!

The catheter handle. The cathatar handie is usad for guiding the catheter through

the sheath for positioning. The cable connection relays electrical signals to the

alactrophiysiological raconding and gacing squipment.

» The Consteliation Guiding Catheter. Yhe Constaflation Guiding Cathgter provides
a conduit for introducing or withdrawing the Constetiztion Catheter lo the right
atrium. A non-taparsd soft tip Is mcluded at the distal end of the Constellation
Guiding Catheter. A side port an the Cansteliation Guiding Catheter allows for
infusion af tiquids (s.q., madications, haparin/safina flush, etc.) through the
sheath, Tha sheath s not coated with DuraFla Coating. The Consteltatian Cathetar
i8 intanded for uss only with this spacific Consteitation Guiding Cattiater.

An ancilary component to ta catheter is the Constsilation Pacing Switchbox.
Endocardial signals transmitted via tha catheter and connectad extension cables
are relayed to the Consteliaion Pacing Switchbox, which transiers the
unprocassed signats tn a data acquisition and display System for svaluation and
recoviing by the physictan. The Constelfation Pacing Switchbox allows the
physician to pace from the Consteliaion Cathéter, vis a commarcially avatlable
axternal pacemakar puise penerstor. Refer to Figurs 3 for an overview of the
Consteliatinn Cathster and accassary Constaliation Pacing Switchbox. Instructions
for using the Pacing Switchbax ars inciuded in the Constetiation Pacing Switchbox
saction balow.

The Constaitation Catheter should be used anly with the Constatlation Gulding
Catheter 11F and accessory cablas. Tha Canstaliation Pacing Switchbox is
optional. Othar raquired equipment {not suppliad) includes an 11F Introducer with
taperad homosiatic vaive, a pressurized IV of heparinized nommal satine Solution,
dnd a 20 mi syringe. Other optional squipment includes a long (150 cm) .038 cm
Guidewirs and pigtail catheter (not supplied).

The Consteilation Cathater is constructsd in a variety of sizes anq conligurations
designad 1o meet the requirements of variable patient anatomy and physician
prafaretice for use. Dimensional charactaristics are given (n Table 5. The catheler
¢an be used to map electrical potentials in eithar monopolar or bipolar mode.
Flgure 1 dapic’s the Conslaliation Cathatar.

Suggested Directions for Use

1. With the appraximate diastolic dimensions of the right alrium having been
previously detérmined via two dimensional echocardiograghy, ¢ross raferance the
long and short axes diamaters of right atrium o 2 corrasponding sizo as rastated
In Table 7.

2. Flush tha Constaitation Guiding Cathelar with heparin2ed salfne, Dispiaca all air
inside the Constallation Guiding Cathetor.

3. Obtain percutanaous 8ccass by the Saldinger technique or surgical cutdown.
Placa an 11 F cathetar Introducer into tha vessal, baing carsful to position tha
introducar at an oblique angle {approximaiely 307 to the vessel axds. Verily that
the inmiat bend of the introducer I8 not bent sharply. If 2 sharp band exists,
rsplace the Introducer.

4. Ipsart the 038" guidewire into an 8 F pigtai catheter. Next, insart the
pirtaivguidewirs combination into the Consteliation Guiding Cathater of the
Constatiation Catheter, until the pigtali cathater protrides approximately 10 cm
beyona the Constaftation Guiding Cathetar tip. Additionaly, the guidewirs should
axtend about 10 ¢m beyond the end of piglall catheter. Flush the Canstaliation
Guiding Cathatar, plgtal catheier, and guidewire ssembly agaln with haparinized
saling to varity the refvoval of alt antrapped air. insart the Jcaded Canstaliation
Gulding Cathater into tha 11 F Introducer. Under fluoroscopy, first pass the
guidewks into the right atrium and pass the pigtail aver the guidawirs and Into
the right atnum. Pass the Constelation Guiding Catheter over tha pighail Into
position. Oripnt any pre~curve blas at the distal end of the Constellation Guiding
Cathaler to facilitata the transit through the rslsvant peripheral and systemic
vasculature.

5. Place the digtal end of the Constallation Gulding Cathetar naer the atrial
appendaga under fuoroscopic guiksance (thare is na tip marker).

6. Cantinuousty watch for mechanically induced pramature veniricular contractions
{PVC's) or pramature strial contractions (PAC's). Withdraw the Constafiation
Gulding Catheter system if PVC's or PAC'S are obsarvad.

7. Onca the Consteliation Guiding Catheter t§ placad into position, remove the
guidewirs and pigtall catheter whils maintaining the position of the Constsliatton
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Guiding Catheter.

8. Attach a syrinQ® at the Constelation Gulding Cathatar side-port, draw a vacuum
{o remave axcess air, close the stopeock, and flush the Consteitation Guiding
Cathaler with haparinized saiine solution.

9. Immediatsly connect 2 heparinizad salina IV Infusion drip to the Consteltation
Gukiing Cathatar side-port. Start tha heparialzed sailne drip and continuousty
flush the Consteliation Guiding Cathater at an spproxdmate drip rate of 100 mihr

10. An intravenous bolus of heparin should be administered batars Introducing the
Constaliation Cathater Into the right atrium. Malntaln ACT aver 300 seconds.

11. Prior to insertion, collapse tha spiines of tha basket by advancing the short-tip
sheath assembly provided on the cathatsr body over the basket. Allow
approvimataly 1-2 mm of tha constralnad basket assambly to extend beyond the
and of the short-tip sheath o allow crossing the hemostatic vaive with the soft Up
of the short-tip sheath,

12. Insert the pro-flushed shart-tip sheath containing ths collapsad baskat assembly
through the hemostatic vaive of the Constalfation Gulding Catheter. Advance the
shart-tip sneath approximately 2 cm into the Constatiation Guiding Catheter until
tha shart-lip shaath angages (the sheath will “stop”) the Constellation Guiding
Cathetar. DO NOT fores the short-tip sheath beyond this point. If the spline
assambly will not agvance Into the Constsllation Guiding Catheter, withdraw the
short-tip sheath slightly until the basket assembly advances aasily into the
Constellation Quiding Catheler.

When the catheter has besn advanced approximately 5 cm Into tha Constailation
Guiding Cathetar, parmit backfiaw of blood for a few seconds to expel any
ramaining air from the sheath. Cantinue advancing to approximately 25 cm Into
the Consteltation Gulding Catheter, then carefully pull the short tip shaath, Finally,
slowly withdraw the short-tip sheath cut of the hemostatc vatve and siide the
short tip sheath al! the way back to the cathetar handle.

13, Advance the catheter through ths Consteilation Guiding Catheter. Undar
fluprascapic guidanca, sxaming the catheter and the Conetellation Guiding
Cathater for kinks or sharp bends. Remove and inspect the Gonsteitation Guiding
Cathater # naceszary. DO NOT force the basket assambly firough the
Constellation Guiding Catheter. The catheter shoukd advancs smoothly, with only
an Increass in resistance when the basiet assambly begins to traverse a curve.

14, As stated in Stap 4, ths Constefiation Guiding Catheter should have been
previously positioned near the distal wall of the right atrium. Advance the catheter
until the distal tip of te Consteliation Catheter Is also posifionad nesr tha distal
wall of the atrium. Holding the catheter body stationary, siowly withdraw the
Constaltation Gulding Catheter 10 allow the Daskat assembly to expand into the
atnum,

15. |f PAG's are absarved, recapture and repasition tha Constellation Catheter as
outlined in tha naxt saction.

18. Connect the two 44-pin D-Sub male coanectors to the appropriste extension
cabla or to the accessory Pacemaker Switch Box. The "A" connscior corrasponds
to spiines A to D and the “B" connactor ¢orresponds to splines E to H. See
Constgliaion Pacing Switchbox for complets instructions on using the accessory
Cansteltation Pacing Switchboe

Nole: An external pacamaker pulse generatov should be utilized to deliver pacing
stimull, During pace/mapping, only ane alactroce {unipolar configuration) or one
elactrode palr (bipolar configuralion) should be salctsd to pace. During mapping,
only the salectad alactrode will ba connectad to the pulse ganeratar's pacing
output.

17. Review recarding$ 1o ensurs connections ars adequatn.

18. Varity the orlentation of the Constaliation Catheter basket assembly, using
fluoroscogy 10 view the location of the marker bands on the basket splines. Wnen
viewing the basket assembly from the distal end, the splings are orlentad
clockwise i Increasing spilne order,

To Recapture Basket Assembly

1. While withdrawing the Constellation Cathstar, simultansously advanca the
Consteliation Guiding Cathetar over the basket assambly untl 1/3 of the baskst
becomes constrainad. This maneuver should be parformed In one smoath,
continuous moton.
CAUTION: Nover force tha CansteBation Catheter agalnst axcessive resistanca.

2. After the Constafiation Cathetar Is In position, the Constallation Guiding Cathetar
shoukd be further withdrawn,

1. if repositioning of the basket is raquirad, follow thesa staps:

Using Auoroscopy, advanca the Constaliation Guiding Cathetar Into the right
atrium.

Withdraw the baskst unt. _roximatsly half of the baskat Is constrained.
Again, under fluoroscopy, siowly torque the cathetar 1o rotate the basket.
Re-deploy It into the right atrium_

CAUTION: To ansure continued electrode continuity and device performance, do
not radaploy tha cathater mare than fiva (5) limes durieg a procedurs.

Catheter Removal

1. Toremave the Constaliation Catheter, re-pesition the Constellation Guiding
Cathalar Into tha right atrium, advancing it Just proximal to tha basket assembly.

2. Withdraw tha Constellation Cathetar, while simuitaneously advancing the
Consteilation Guiding Catheter over tho basket assambly untif 1/3 of the baskat
bacomes constrainad. This maneuver should be performad In ona smooth,
continygys motion,

CAUTION: DO NOT tug on the Consteliation Cathetar. Never forca the
Gonsteliation Catheter agalnst axcessive rasistance.

3. After the basket assambly 15 compietaly coilapsed Into the Constsitetion Guiding
Cathetar, return the short-tip sheath to its position within the hemosiztic vaive.
Insert the pre-fiushad short-tip sheath contsining the collapsed basket assambly
thraugh the hamastatic vaive aof the Constaflation Gulding Cathater. Advance the
short-tip sheath approximately 2 cm into tha Consteliation Guiding Catheter until
the shor-tip sheath angages (the shaath will "stop™) the Conslaliation Guiding
Cathater. 50 NOT force the short-tip sheath beyond this point. Begin a slow
withdrawal of the Constaltation Catheter.

4. Genty pult the Consiellation Cathater uriil the baskat asssmbly Is contained
within tha shart-tp sheath.

5. Remave tha short-tip sheath and the baskat assambiy together as one unit. Once
the short-tip sheath and baskat assambly hava baen removed from the
Constallalion Guiding Cathetar, gantly sfide the collapsing tp sheath back down
the cathatar shaft, thus expanding the basket agsembly tito Its pre-formed shape.

6. Femova the Constetlation Guiding Catheter from the vascutature. Finally, after
ramoval of the vascutar introducer, follow local practice norms for apprapriate
cara.

Figura 2 - Constuilalien Pacing Switchbox

How Supplied

The contanis supplied ure Stertle in thelr original, unopaned package:

« DuraFlo-Coated Consteliafion Catheters have a thirly month axpiration date;

« Non-coaled Constallation Catheters have a three year axpiration date {from the
date of manufacture).

= |t tha sterlle barrier appears broksn Or compromised, d0 not use the device.

Detalled Description of the Pacing Switchhox Accassory

Tha Constallation Paclng Switchbox panmits spacific accass to a particular spiine,
eloctrode (or pait of slactrodas for bipotar configured cathatars) on the Constaliation
Catheter. The Constaliation Pacing Swiichbax aisa allows for defivery of axtarnally
genaraled pacing stmull, or far detecting and recording electrical potentisls from the
salectsd endocardial surfaces of the heart. The Consteitation Pacing Switchbox s
shown In Figure 2.

Pacing can be inltiated from an external stimulator In lther bipolar mode (typically
used for pace mapping), or Unipotar mode (typicatly usad for entrainment or raset
mapping). Spline or alactroda selsction 18 accompilshed by rotating the cantrol
knobs on the Consteliation Pacing Switchbox until the chosen ekectrode or spine is
connacted.

The Constallation Pacing Switchbox is hard-wired. No electrical components ara
used o switch batwaen alectrodas or spiines. The Constallation Cathetar connects o
the gx1ension cable by two female 44-pin high density D-sub connactors, one
markeg “A” (Mat corresponds to splines A to O of the catheter), and the other
marked “B" (that corresponds %0 spilnes Eto H.)
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An slactrophysiology recordar may be conneciad ¢v. .y to the catheter, bypassing
the switching componants of the Switchbox. in this case, connection 13
accomplished with twa mala 44-pin high density D-5ub conngctors, which fn turn are
connacted 10 the recording System, using the sama marking schema as the
connection to the catheter.

A famala 2 mm Hirschmann pin plug Is used to connect the Switchbox to the
nagative (-) Input trom tha Constaliation Pacing Stimulus Gensrator; the positive (+)
Input Is connected o the refarance electrada. For bipolar pacing, a female 2 mm
Hirschmann pin piug ' connectad to tha Switchbox from the positiva (+) iaput from
the Pacing Stimulus Generator {(male pin}.

Two conlrol knobs are used to switch between splines A to H, or alectrodes 110 8
(sach located on a single given spline). Each control knob staps at eight pesitions,
corrasponding o the desired spline or elactroda position.

A three way switch Is used to change from unipolar to bipolar pacing modes. The
third position of the switch disconnects the pacing stimuli from the Constaliation
Cathetar,

Supgsasied Diraclions fo Include the Pacing Swiichbox Accessory

Refar 1o Figura 3 to include the Pacing Switchbox.

1 the Pacing Swilchbox is not desired, refer to the Suggested Dirsctions to Exclude

the Pacing Switchtiox Accessory (next section).

1. Connect tha sterlla axtension cabia to the Constallation Catheter. Connact the other
two ands of tha sterliizad Extension Cabis to tha Conslellation Pacing Switchbon,
on the skie markad "CONSTELLATION GATHETER". Ensura that the connector
cablo labeled “A” connects to the propar “A” recaptacie on the Switchbox;
likewtse, connact the “B” connactor cable appropriately.

2. Connect the Constetlation Cables, model numbers 801A ang 801B, from the
Consteilation Pacing Switchbox raceptacie marked “RECORDER®, tu tha
slectrophysiology rscording system. The cables terminate in 2 mm male pin-type
connectors. Plugs may be required to connact to your faclliy’s mapping system.

3. Connect tha A" connector of the Switchbox to the channals of the mapping
systom corrasponding 10 splings A 10 D. Connact the "B™ connector of tha
Switchbox to channels corresponding to splines E o H.

4, The slactrodes are orlented with the smallar numbers (1) located on the most
distal portion of the dasket assembly and the larger numbers (8) locatad on tha
most proximal portion of the basket assembly.

5. For electrophyslology recarding systams with few input channeis, the “SPLINE
QUTPUT* connactor of the Switchbox enables cannacting slacirodes from a
particular Constefiation splina to ths racording system via instrument cables
Madel Numbars 857 and B26. The “SPLINE™ switch determings which spline’s
alectrodes are routed to the racording systam.

8. Swilch the *PACING MODE" to the “OFF" pasition bafore connecting the pacing
stmulus to minimize erratie pacing,

7. Connect the nagative (-) lead of tha “PACING INPUT™ o the negative (-) lead of the
Pacing Stimulus Genarator via 2 mm mgie pin-type piugs. Only ona of the four
pin-type plugs on the Switchbox needs ip ba connectad.

8. To paca In bipolar mods between adjacent spling alecirodes, connact the positive
{+) lead ot the "PACING INPUT to the positive (+) iead of the Pacing Stimulus
Generator via 2 mm male pin-type plugs. Only one of the fout pin plugs on the
Switchbox neads to be connacted.

9. To pace In unipolar mods between a sphing electrode and a referencs (indifferent)
alectrode, connect one of the rafarenca pin plugs to the posttive (+) lead ot the
Pacing Stmubrs Ganarator via 2 mm male pin-type plugs. Altarnatively, connect
the positive (+) ad of the Pacing Stimulus Generator 10 a posiive (+) "PACING
INPUT" laad of the Switchbox. Than connect the reference slectrode via 2 mm
male pin-type plugs to another positive (+) *PACING INPUT" lead of the
Swilchbox.

10. To delivar pacing stimuti though the Switchbox, salect sithar "UNIPOLAR" or
“BIPOLAR"™, 8s approprials, [rom the “PACING MODE™ thres-way switch.

11 As iltustrated in Figure 3, the control knob marked “SPLINE® switchas betwaen
Conslallation Catheter spiines. The tirst spiine, Spline A, can ba identtfied under
fluoroscopy, hecauss the basket assembly is marked with one proximal siectrode.
Spiine B, the second spline, 1§ markad with two proximal elactrodes {again,
visible under fuorascopy). The rest of the splines ars orlanted In a clockwise
mannar from the distal perspective (looking at tha leading tip of the catheter).

12. The control switch marked “ELECTRODE OR ELECTROOE PAIR" selects through
elght posttions, allowlng selections between alectrodas In the unipolar moda, or
bstwean pairs of adjacent electrodes In the bipclar mode. The elactrodes begin
with “1* locatad at the distal and of each spline, and “8" locatad at the proximal
ond of aach spline. “NC” designates no connaction.

N

Suggested Dirsctions . V.m:Iude the Pacing Switchbox Accassory

1. Connact tha starile axtansion cable (Modal 500) to the Constsiiation Cathater,
Connect the other two ends of tha Extension Cabie (Model 500) to the Modal
801A or Model 9018 Instrument Cables.

2. Connect the Instrumant Cables, Modsl numbers 901A and 9018 to the
glectroplysiology recording system, The cables terminats In 2 mm male pin-type
connectors. Plugs may ba raquired ta connact to your facility's mapping system.
3. Connect the "A” connector of the Consieliation Cathelar fo the channals of the
mapping system correspanding to spiinas A to D. Conngct the "8” connactor of
the Constaliation Catheter to channals corresponding to spiines £ to H.

4, Tha alectrodas are criented with the smafler numbers (1) located on the most

“distal portion of the basket assambly and the [arger numbers (B) located on the
most proximal portion of the basket assambly.

5. Pacing pratocols may be selacted according ‘o the manufacturer's Oparator's
Manuat for the recorting pacing systam.

8. The first spline, Soline A, can de deatified under fluaroscopy, bacause the basket
assembly is marked with one proximal sloctrode. Spilne B, tha sacond spiine, Is
marked with twa proimal slectrodes (again, visible under uorascogy). The rest
of the spiines are oriented In a clockwise mannar from the distal parspactive
{lookdng at the lsading tip of the cathater).

Sorvice

EP Technologles/Boston Scientific Corporation raprasentatives are avallable to
provige tralning to quailtied hospital parsonnel m the use of EPT/BSC products. In
addiion, EPT/BSC consultants to provide technical and medical consultation %o
product users. For supplemantal intormation, contact your local EPT/BSC
representative, call Customer Service (800.552.6700) or write 10 elther EP
Technologies or Bostan Scientific Corporation.

Limited Warranty And Disclaimer

EP Technologles and Boston Sclentifie Corporation (EPT/BSC) warrant that
r5ascnabie care has been used i the design and manufacture of this Instrument.
This warranty is 'n heu of and exciudes ali othar warrantios not axprassly set forth
haraln, whether sxpressed or impfled by operation of aw or otherwise, including, Dut
not limited to, any Implisd warrantiss of merchantablifty or finess, Handling, storage,
cleaning and sterifization of this instrument as well as factors relating to the patient,
dlagnosis, traatment, surgical procedures, and other mattsrs beyond EPT/BSC's
control dirsctly affect ths instrument and the results obtained from its usa.
EPT/8SC's obllgation under this warranty Is limited to the repaif or rapiacamant of
this Instrument and EPT/BSC shall not ba lisble for any incidental o consequential
loss, damage, or expense directly or indiractly arising from the usa of this
instrument. EPT/BSC nelther sssumes, nor authorizes any other person 10 assume
far it, any other or additianal liabiity or responsibility n connaction with this
Instrument.

Duraflo Coating is a repistered trademark of Baxter CVG

Canstellation® Multiple Electrode Recording and Pacing Catheter System
Is a registarad trademark of EP Technologies, inc. / Boston Scientific
Corporation: patsnt numbers 5,651,780 and 5,647.870.

1 Tha catheter Is coated with DuraFio Coating, a heparin coating, but
tests results do not demonstrate that the coating will provide incraased
antl-thrombogenicity or hemocompatibility for the Consteltation Catheter.
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Figure 3 - The Constatlation Catheter and Cable Connections
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Figurs 5 - The Constellatlon Cathetsr axcluding Pacing Switchbox
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Clinical Data Table 8 - Tachnical Epacificialions

Tabie 1 - Observed Adversa Events In the Gonsteliatlon (:alhslur Bm-p {N=84) Componant Nominal Blmensian

Evort  Numoer O Paliens  Tols Mumberof  Praporion of % Confdunce Dlameser (mm} 38 48,

Yoo Exedancng Psterma (M) Pulacna With Evama (N)/ lmrvd Cangtallation Cathatar Diametar

Adverse Events (N) Totad Member Of Palerts (N)  Lower Boundary, Unper G 8
Ugoer Langth (erv) 90130

Electrodes (N} ]

Al 12 8 0143{143) 0.072 - 0214 Matorlal Platinuen / tfidlum

Major 3 ) 0.0% (3.6) _0-0078 Configuratons Unipoe: or Blogiar

Mnor 9 8 0.085 (95) 0.049 - 0.108 e T e Two (2] 48-oin Hee Amghenl Connaclors
Gulding Cathetar Liseabla Langth (em) 80 - 110

Tabie 2 - Patlent Poputaiion

Pallam Euhﬂm Consaiiation Group (n) Standardt Grovp (n)
281 5
Rangomired

Hnwwlr hslmmummwmmmuﬂwm v

Table 3 - Pacing and Electragram Reccrding Performance

Pacing Pertormance Proporton
{N=44 pationts) N {N usaadie /
. \’ tal Ammg!ed) %

Paclng Succass 1353

Pacing Fallure 1274 IB

Toua 2657 100
Elactrogram Racording Performancs
(Slgral Quality; N53 Patiems)

Accaptably (N) 1126 A

Unaccaptable (N) 268 Ja

Toral 1384 100
Table 4 - Procedure and Fluorescopy Times

Avorsge Standarg Minlmym Maximum
(minutes)  Devistion (minutes) {minytes)
{minutes)
. __H Time
Constaftation Group 35.02 324 2 179
Standard Cathetar Group  41.04 3.9 9 169
Procedurs Time

Constellation Group 4.39 1.9 1.3 9.8
Stangard Catheter Group  3.69 1.88 1.26 78

Tabel § - Characlaristic Righl Alrial Dimensians from Multiesnier Cllnical Stus
g Al Dyt () 3

Dhmlllr (mm3  (men) (mm)  (mm)
EschDevice  Maan =SD Maan = §P
mm nmy
L= 250 7 61=40 310 520
4 k14 M08=-52 250 97 $1.61=49 e 520
] L] 41.88=72 30 &0 4922-82 X 86.0
75 L] 44.29x74 330 520 40.20-0.0 380 60.0

Table 7 - Constsliation Catheter Sizing Recommendallons

- Shont Axis {mm)
20 30 40 50 7 ] )
Long
Axig (mm) .
k'] - 8038 6048 8048 8048 0048 8060 8060
40 B038 5048  BOMS 8048 8048 6046 5060 8075
&0 BQ3& 8043  BOA8 8060 5080 OS5 -
€0 8043 4048 0080 8080 8075 807 8075 -
(] 8060 8060 8060 8075 8075 M5 - -
80 8060 M0G0 8075 8075 8075 - - -
30 6075 8078 0075 - - - - -
100 8075 - - - - - - -



