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Carehdiy rwd all hrstrucfions prior to use. Observe all contrahrdicafions, WaffriIIgS
and precautions noted in thesa instructions. failure to do so may result in patient
Complications. Boston Scientific relies on the physician to determine, assess and
communicate to each patient aii foreseeable risks of the procedure.

Description
The Boston ScierrfificlEPTechnologies’msteerable diagnostic catheters are
comprised of the Polaris DXTM,Steerocath DXTMand the EPT Dxm 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 EPTDx
product lines are uni-directional steerable products, whife the Steerocath Dx product
line provides M-directional steering.

The Polaris Dx is actuated by means of a patented thumb-slide (see Fig. 1) while the
EPTDx and SteerocathDx are actuated by means of a steerbsglever (see Fig. 2 and 3).

indications:
The catheter is intended for temporary use in elaclrophysiology studies for
intracardiac stimulation (pacing) arrdior recording of electrical potentials.

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

Warnings
“ Contents supplied STERILEusing an ethylene oxide (EO) process. Do not use if

sterile barrier is damarred. If damaoe is found call your Boston Scientific
representative. -

● Forsingle useonly. Donotreuse, repro@s orresterilke. Reuse, reprocessingor
resterllization may compromise the structural integrity of the device andior lead to
device failure which in turn may result In patient injury, illness or death. Reuse,
reprocessing or resteriliiafion maY also create a risk of contamination of the
device antior cause patient infection or cross-infection, including, but not limited
to, the transmission of infectious disease(s) from one patient to another,
Contamination of the device may feadto Injury, illness or death of the patient.

. The device(s) should be used by physkians thoroughly trained In the techniques
of invasive cardiolwy and in the specific approach to be used.

● Care must be taken to ensure that any equipment used in connetilon with the EP
Catheters meets IEC601-1 and lEC 601-1-2 Safety Standards.

● The use of catheters or cables with unprotected male pin connectors presents a
risk of electrical haxerd. Inadvertent attachment of pln connectors 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 somafii and genetic effects, to both patients and laboratory staff due to
the x-ray beam and intensity and duration of the fluoroscoplc imaging. Steps
should be taken to minimize this exposure as much as Possiole.

● Careful catheter manipulation must be performed to avoid cardiac damage,
pt?rforation,or tamponade. Catheter advancement should be performed under
fhroroscopic guidance. Do not use excessive force to advanceor withdraw the
catheter when resistance Is errcountared.

● The device is not intended for use as an ablation catheter.

Precautions
Q Exrxsslve bending or kinking of the catheter shaft may damage internal wires.

Manual prehending of the distal curve can damage the steering mechanism arsd/or
electrical wires, and may cause patient injury.

Adverse Reactions:
Thefollowing potential riiks or dlscomfons may be associated with diagnostic EP
procedures. The frequency and severity of these adverse events can vary, and may
necessitateadditional medical intervention, including surgery.

Adverse Reactions (continued)

Allergic reaction
Arrhythmias
Cardiac or respiratory arrest
Cardiac valve damage
Cathetar entrapmerrf/errfanglement
Chest pain
Damage to vessel intirne or cardiac

structures
Death
Embolus, air embofus

, Hematomalecchymosis
Hemorrhage
Hypotension
Infection

InsurrectionPrior to Use:

Myocardkd infarction
Perforation
Pericardbi effusion -
Pericardifis / pleuritis —
Pneumothorax
Pseudoarrerrrysm
Pulmonary edema
Sinus or AV node Injury
Stroke
Stroke or cerebral vascular accident
Tamporrarfe
Thrombosis
Vasovagaf reaclion
X-ray exposure

Car;fully inspect the package prior to use for any breach of the sterita barrier or
damage to the contents. If the sterile barrier intagrity is compromised or the contents
damaged, contact your Boston Scientific representative.

Directions for Use:
1, Patient should be connected to an ECGrecording system prior to commencing

the procedura in order to Permit arrhythmia monitoring.
2. Remove components from packageand Rlace in a sterile work area.
3. Create a vascular flccess fry either cut down or percutaneous technique. The

catheter maY be used from femoral, brachial, subclavian or jugular access sites
through a sheatfr/dilator (7 Fr. [2,3 mm] for Staeroceth Dx and 6 Fr. [2,0 mm]
for EPT Dx or Polaris Ox).

4. Continue to advarlce the catheter under fluoroscopic guidance to the desired
intracardiac position.

5. Orrca inside the vassel, the tip can be deflected as necessary to facilitate
advancement intcl the selected heart chamber. The degree of tip defection is
controifed by the steering knob or the steering iever.

EPT DX

if the steering knob Is rotated from rls zero posittirr, the tip wiii csJrw
propotiionaferY iv one dkecthn. Aiferrrativaiy rotating fhe sfeering knob back fo
its zero posifiorr wfli cause the tipto defiacf back to fha sbaighf position (Fig. 2).

Steerocalh Ox
if fhe steering iever is pushed forward from ifs neutrai position, fhe tip wiii
curve proporfionafe!v a ma)dmum of 270” In one dhecfion. Aitamativati
puiiirrg the steeling iever back wiii cause fhefip fo defiacf simiiariy in the
Opposfte direcfiiDn (fig. ?).

The EPT Dx and Steerocath Dx catheters have an adjustable tension corrtrof
wheei which m;ly be tightened to hold the tip in the desired poslfion. The
catheter is stripped with the tension adjustment in the ‘(-)’ position which is the
mbsimum avaifable tension. in this positiirr, the catheter steers freefy and will
not hold a preset curve.
In the ‘(+)’ position, maximum tenslom’resistance is acfrkved, To increase
stearlng resistance andior hoid a preset curve, the tension controi wheel is
rotated as necf!ssary.
To prevent over-stressing the tip, the steerhrg knobifevar is fimited by handle
design.

Polaris Ox
The fip can be deflacfad to a~iow for curve changes instantly by ushrg the
thumb s~ide mechanism. I?Ypushing fhe thumb sijde up, the curve becomes
tr@htec6Y pushing the fhumb S)ide down, the cfrrva sbrdgirfens. (FiQ. 1)

6. For intracarrthc recordings, connect the appropriate quick connector lead tip
pins of the cclnnector to the appropriate electronic recording equipment and
perform the study.
NOTE:Closer spaced electrodes may enhance Io@iiition of aberrant path
ways.

7. For pacing, connect the distal catheter terminal to the negative terminal of an
external pulse stimulator and any proxhnai ring electrode to the positive
terminei. The standard pacing sfimufi is set at twice diastolic threshokf with a
duration of 1.5 to 2 msec. If the pacing threshold is greater than f to 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 materiil. EP Technologies further warrants that sterite 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 trot designed for reuse. This warranty shall not appty to products which have been
resterlllzecf,repaired, altered, or modified in anyway, or to products which have been
improperly stored or improperly hrstalled, operated or malntilned. EP Technologies
will not be Iiabie for any incidental, special or consequential loss, damage, or
expense 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 Nme of shipment If notice thereof
is received within the “use before” or expiration date described on such product’s
label. Buyer assumes all tiabilii, whether based upon warranty, contract, negligence,
or otherwise, for damages resulting from the handling, possession, use or misuse
(including reuse) of this product. Because EP Technologies has no cordroi over the
operation, inspection, maintenance, or use of its products after saie and has no
control over the selection of patients, THIS WARRANTY IS EXPRESSLYIN LIEU OF
ANY OTHEREXPRESSOR IMPLIED WARRANN OF MERCHANTABILITYOR
FiTNESSFORANY Particular PURPOSE,AND OF ANY OTHEROBLIGATIONON
THE PARTOFTHE SELLER. The remedies set forth in this Warranty and Limitations
shail be the exclushreremedy availabfato any person, No agent, employee, or
representative of EP Technologies has any authority to change any of the foregoing
or assume or bind EP Technologies to any additional tiability or responsibility in
connection with this product. Buyer’s use of th~ product shall be deemed
acceptance of the terms and conditions of this Warranty and Limitations.
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Figurel. Figure l. Abbiidung 1. Figura 1. Figura 1. Figuur 1. Figur 1. Figur 1.
Figura 1. EtK6va 1. ~ 1

EPT DXTM

L J

Figure 2. Figure 2. Abbildung 2. Figura 2. Figura 2. Figuur 2. Figur 2. Figur 2.
Figura 2. EIK6VCI 2. @ 2
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Figure 3. Figure 3. Abbildung 3. Figura 3, Figura 3. Figuur 3. Figur 3. Figur 3.
Figura 3, E1K6VCI 3. ~ 3

1. Tension Adjust Knob. Molette de rbglage de la tension. SpannungstJinstellungsknopf, Perilia de ajuste
de tensi6n. Rotella di regolazione dells tensione. Weerstandregelingswieltje, Greb til spsandingsindstilling.
Vred fbr sphringsjustering. Bot~o de ajuste da tens~o. Eni.Aoy6a~PIMWTK TdorIc.~ti%X>7
2. Steering Lever. Manette d’orientation, Steuerhebel. Palanca de direcc16n.Leva di pilotaggio. StuurhendeL
Styrearm. Styrspak. Alavanca de direcg~o. fvtoxIVX 05rlyriorK 2T7”J >~ oL/‘f–
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Careful@ read all instructions prior to use. Observe all corrhahrrfications, warnings
and precautions noted in these instructions. failure to do so may resu/t in patient

? complications. Boston Scientific retreson the physician to determhre, assess and
communicate to each patient all foreseeable risks of the procedun.

Description:
TheCatheter is designed for use In intracardiac pacing and recording only. The
following suggested technique is suppfied to explain the use of this catheter. The
physician may elect to vary the Insertion technique in accordance with their judgment
and experience. The catheter may be introduced either by cut down technique or vie
a percutaneous sheath introducer.

The Catheter has been designed to carry electrical signals for the purpose of
errdocardial stimulation or recording. The Catheter is designed for single use onfy.

The contents suppfied are sterile as long as the package is undamaged or unopwmd.

Indications:
The Catlreter is intended for temporary use in electrophysiology studies for
irrtracardnc stlmutation anrf/or recording of electrical potentials.

Contraindications:
Caufkm should be exercised, in the use of this or any ofher catheter, in patients with
prosthetic valves. Patients with recurrent sepsis or with hypercoaguable state should
not be considered candidates for transvescukrr catheters, since the catheter could
serve as a focal point for septic or blood thrombus formation.

Warnings:
● Contents supplied STERILEusing an ethylene oxide (EO) process. Do not use if

sterile barrier is damaged. If damage is found call your Boston Scientific
representative. -

● For single use only. Do not reuse, reprocess or desterilize.Reusef reprocessing or
desterilizationmay compromise the structural integrity of the device and/or tead to
dfivice failure which in turn may result in patient injury, illness or death. Reuse,
reprocessing or desterilizationmay also create a rtsk of contamination of the
device and/or cause patient infection or cross-infection, inciudirsg,but not limited
to, the transmission of infectious disease(s) from one patient to another.
Contamination of the device may lead to injury, illness or death of the patient.

● The device(s) shouid be used by phys!dans thoroughly trained in the techniques
of rnvesive 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 IEC601-1 and iEC 601-1-2 Safety Standards.

● The risk of vescuiar perforation exists with any intracerdnc catheter. Oo not
advancethecatheterif resistance is encountered.

● This catheter is not indicated for use in cardiac ablation or coronary artev
mapping procedurk?s.

● This use of catheters or cabies 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 operator. 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 discomforts maybe associatedwith diagnostic EP
procedures. The frequency and severity of these adverse events can vary, and maY
necessitate addilmnal medical intervention, inciudhrg surgery.

Allergic reaction Myocardul infarction
Arrhythmias Perforation
Cardiac or respiratory arrest Pericardial effusion
Cardiac valve damsge Periirditis / pieuritis
Catheter entrapmrmffentanglement Pneumothorax
Chest pain Pseudoerreurysm
Oamage to vessel irrtima or cardiac Puimorrary edema
ultrastructures Sinus or AV node injury
Oeath Stroke
Emhoius, air embolus Stroke or cerebral vsscufar accident
Hematoma/ecchymosis Tamponade
Hemorrhage Thrombosis
Hypotenslon Vasovagal reaction
infection X-ray exposure

Inspection Prior to Use
Carefuliy inspect the package prior to use for any breech of the sterile barriir or
damage to tha contents. If the sterifa barriir integrity is compromised or the contents
damaged, contact your Boston Scientific representative.

Directions for Use:
f. Patiint should be connected to an ECGrecording system Prior to commencing

the procedure in order to permit arrhythmia monitoring.

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

3. Create a vascular access by either cut down or percutaneous technique. The
catheter may be used from femoral, brachial, subclavian or juguiar access sites.

4. Continue to advance fhe catheter under fiuoroscopic guidance to the desired
irrfracardnc position.

5. For intracardiac recordings, connect the appropriate lead tip pins of the connector
assembty to the appropriate electronic recording equipment and pertorm the
study.

NOTE Closer spaced eiectroites meY enhanc%localization of aberrant path
ways.

6. For pacing, connect the distal catheter terminaf (D) to the negative terminal of an
externai pulse stimulator and any proximal ring electrode to the positii tarmlnai.
The standard pacmgl stimuti is set et twice diastofic threshoid with a duration of
1.5 to 2 msec. if the pacing threshofd is greater than 1 to 2 rnA, repositioning of
the catheter should be considered.

References
Available upon request.

Warranty and Lirniiaiions
EP Technologies, Inc. werrsnts that this product has been manufactured, packaged,
and tested with reasonable care and will be free from defects in workmanship and
material. EPTfurther 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 onty, and it is not designed for reuse. This
warranty shall not apply to products which have been resteriiized, repaired, altered,
or modified in anyway, or to products which have been improperly stored or
improperly installed, operated or maintained. EPT will not be IIable for any incidental,
speciai or consequential loss, damage, or expense resulting, directly or indirectly,
from the use of this product EPT’s sole obligation shali be to repair or replace, at its
option, any device that EPT determines was defective at time of shipment if notice
thereof is received within the “use before” or expiration date descritxd on such
product’s Iabei. Buyer assumes ail tiabitity, whether based upon warranty, contract,
negligence, or otherwise, for damages resulting from the trandlkrg, possession, use
or misuse (hrciudirw reuse) of this product. Because EPThas no control over the
operation, inspection, maintenance, or use of its products after sate and has no
control over the seiection of patients, THIS WARRANTYIS EXPRESSLYIN LIEU OF
ANY OTHEREXPRESS OR IMPLIED WARRANTY OF MERCHANTABILITYOR
FITNESSFORANY PAffTffXfW PURPOSE,ANO OFANY OTHEROBLIGATIONON
THE PART OF THE SELLER. The remedies setforth 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 assume or
bind EPT to any acktitional fiabitity or respcmsibitity in connection with this product
Buyer’s use of this product shall be deemed acceptance of the terms and conditions
of this warranty and Limitations.

Strict adherence to the foregoing instructions before use will help reduce the
incidence of complications.
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comp&Mons. 8aslon Susmfific rWs on the uhysMan to d&nrne, aSSaSSand
mmmurrk=ta to aaoh patkmt au fomseaabia dsfrs of the pmixrdwrr.

Dovke Dewipiion
Theconslaltalkw Multfpia Eleouc4e IWcordkg and PaskUfCatheter [COIMOIMIM
Catheter) allows UMphysklaft to ~ and r600M lntrw~isc @lmoO~m$- fie
dlslal, expandable %aske~ assrsmtrtycontakrs an array of IM elecmdas. TwrI
conftguratlons are avalfabb, unlpoler and bipolar, with elactrodas eventyspwed
(ursipolar) or arranwd !n 32 pairs (blpo!ar).

lnd!cations [or Use
Foruse In right aWal etec!roptrysbkrgy prOSSdUfSSIO ~51at In tfre I@~$k Of
complex arrhythmias mat w ba difficult to ldenfJfyusw cOnWMlOn# maPPinr?l
systems alonu (Le., Ilneer mauplng fatftefers). The Constaltafian MuluDkEbctmde
Recordhrg w Pacing CaUmtarSystsm may ako be !@ for Mivery of axtarnalty
gensratad uacing stlmu!l.

Contraindications
WI mehaparin-coamd and uncoatad vsrsIon of the ConetouetionCameterand the
ConsfeMlon Guutii Catheter are amfraindicated In DatiantswIIOcannot ba
ardhxgubted 01 infused with haparinked saline.
Additionally, use or the Consfellatlon CathaMr is conrsalndlcatti in DafMts wlfh W
of the follow-w.
c permanent leads or umsthatic or sfarfoflc valws Pmsert
● Astfw swtamic irrfectlom
● rmfsoardlrxyaphimtly-confirmed dsual prwrscs of thrornbw
. For whom the inablllw of obtaining VSSCUfaraocass mlsfa:
● Hrrparln-induwd UrrwnOS@IOPSnlX
● hemcdyrrsmis inatablllv or shock

Warfflffg3 and Pfecautlons
me W or this devIce Irr conWrction with radofmquancy abkfton ,aspartofttw
dlagnosls and iheraoeutk treatment of etrfel ard@mfas, may rxswran Increased
fisk or - evants, such as card6c wtloratbn, ~rrfial infarctkln, air
embolism, and hematoma requrnntj surgbal repair antirsr blood transfusbn.

I Thb @vim has not tw 6kwn to tw safrsand effecdw for use In anYcerdiao
chamber except the right abhrrn.

● Malrrraln -tad c!offlno time (ACT) IsM!fsabove 300 sesonds at all times
during the prwrdure and monif.or.~xsghaut ConstellattrsnCatheter usa. Fallurs
to do so may Imrrsm the risk of thrombus farmatbn, wll”~ could lead to
cOmNc@cnas.

● Do not k%vethe sathetar in s“RrImom than thres hours fw the cxmulaflwduration
of mew @WfIanL

s Cafhder meppirw pmcaduras uresenf the pofandal for s19nlficantx-m exmwm$
which can redt In rcute radiation injury as welt as Iktweasedrisk for SOtnalk and
geneti defects In both palkartfsand Ietsorafoy staff duo to Me X- f.wn
krtsrssifyend Wratkm of tho fluoroscopic Imaghra. CatlaeM rnappirtg should oniy
be performed afleradequatesttmtbnMa beenglverrb ti~ rxstantialmdladon
exposure associated with the pmcedufa, and stws hew been taken to mlnlfntus
this exposura,

Prr3cautiosaaSpffcifitrto Const911atlonCathalar
“ Precllnbal andclinicaltastingshw thatsrnauthrombi may atteeh to rho basket

and splines at lMiOOS where w la an atarui)tchange lo Oeomefry.Howmmr,
mare were MSclktlcal SMIuelw. Ensure me fladem Is apiwopri~ anfkcoaoulti
to ensure thrombua forrrmon is mlnlmfzad.

● Aa wiur percutaneous placement of MY large rlhrnefef (11 Fr) Gutilng CAttIetSr,
mrefulty rnonltortha wscswrr puncture she.

“ To mlnlmize risk of air embOIUh !lu.@the Guiding CaffMtsr to remokv all air
before introduction into vascufiWgfy,I?re infmrfwtion of the C4mstetlatbnCattwler
Imo tbs Guiding Camatfrra!so haa MrefaotanfiralbI inbcrduca ab Inm the Gukilnu
C@l@Sr.Theseti, durlrw the Irltoducf.fon of the Comtetlatbn Cathetar into the
Gukjbrg Cathetes,eoakI aSpl~ iluld b @PSlany ak.

● If other L?IfR_glersare used crsnryrrynlfy w“~ the ConsteOatlonCathaWr,remove
thoaa cattmtem bafom ranmlng m ?sfkWlrsnlrsgthe COMSIIMIM Catheter.

● The ConateHedonCafhater i$ NCrT@nded for uerras an ablrstkmcalheter.
● carafulfy manlfwtata UraGsthatwm. wrjd causino cardiac daanagmperforation, 0s

famponads.Mwce me cethetar !#rdsr fhsrsmsmpic guldanca.Do nol advancs or
wilildw the cathstar ‘a@@ ax@sFI@resktarrce. DOnot torque the catheter
while itIsfultjdrrployeil

“ ExcessNa banding ar kinking ot tha cedteter shaft maYdsrnrwti !ntemal WIr’a%
Manual preberldhgofthedisblasssmbw an dema(fe the baskst assambty and
m~ cause pedant rnjry.

-—r----” -

PrecautlOnsDuring Ck..Jiar Use
cardiacrrrapplng prucadun$sshould bs pertormed onfy by ptrystctim !hOmughly
uahwd h-ltha elactrophyslologic techniques In a fulh gqulpped WtmPhYSIO~
Iatx)ratm.

The ~ft tfp oftheGukflrw Catheterhas lfrrrlted rad~wiW DOIWt i%fwm
aoalnst msisfarux.
usO ontj kotatsd arn@fiirs, pacing aquipmenf, and ECGeauiprrrent or patlant
kyury or death may c&ur. leakage currsrtf fmrn any mrrrrecfad drMcs IOdte
padent must not exceed 10 mbxo~mps under any clrcomstertsas.
Cattmtsrmatertak are not campet!frle with magnetic resonanca Imaging (MFII)
meuseofmtiabrsorcableswithunpr0tS)5fadmale oln mrrrwforsprasswsa
r!sk of elactr!calhazard, Inadwrtant attachment of pin COIInaOfWs!0 Power SUPPIY
scdrde or connectors cou’d result in alectrocutbn of the patient or cge@or.
Thwe who use components wifh unprotsctad meb pin mnrrecmrs must exerci90
extreme cautiifi during tie setup to Pmwnt PSWII or owatof WINY.

Handllng and 310rilfMon
The Comtellatlcm rMMer is intended for sinole fMlienl use onty. Do not reDroc4ss
or reuse. Reuse can cause patiant Inlury andlor the communicaW4t of mfecflous
tisoase(s) from ona psdksntto another.
Tno Gwding CSmStSrIs Intendad for single @ant use onty. Do not reprocess or
r~~. Rnusacan cause patient injury andbr tho mmrnunkadors of infectious
dbaaaes from one catktito roomer.

Advaraa Evania

O&wwd Adwree Ewnls
71MConsteltsrhxrMhetw was srudbd In 34 PSflentSUndergrslnfaNectm@ysbbgic
(EP) rnafrulrrg and ars~orr. Tha number of Birdenfswfth adwme events (@ or
mhorJ was 12 of U {14.3%). The d!ffafense of 14.3% has a 9S% confldarrm
ksfarvalof [7,2%, 21.4%]. The edwrsa wants am Iii m Tabb 1. S@ kwpauIs W
al?T-

Polenllal AdffameEvents
Adverse SYWMS(!malpmabeticsalorder) tilch may be associatedWr cathdmizatim.

● air ambolkm ● throfnbl
. arrfrymmlas . thmmtxwmbousrn
. rW fiatufa * fhrombosia
. cardiac pSrlOGXlOfI . wlwkr damage
● hrrmrrthoresr 9 vascu~ar~wgltrmsl
. nsrw palsy Orwwakfress
. fmmmthomx , wss~al reactions
. psaudoanerwint b vbual blurring
* tafnpor!ada

Cllnlral My
A cllrtlcal UM was performed to establish the saf@ of ?JIOConsteUafWrC41hetar,In
whtth 116 padardawere enrolled fmrrr 18 csnkrs. TM pSdSntpopubtion inctudarJ
w adu~patientnaedhgan fdecfmPh@okIuY [EP)SfIIIO.fOrwhomabcme
reeordngand pacing tafhefers would k mmdrad in the duhtafrlwnEarfYinthetrii
pademawererandomlnd (21) wan EP WiY wim either the &mstslMiorr Cameter
(ConstekationGroup) of a cornmwciadtyavailable dlagnusdc EP cathoier @ndard
CafhatarGroup). r%ftyf+swmnpatfenfs were randomlzad to me constedatbn, whlb 24
palierwswere enrolbd in the Standard CatheterGroup. M @ems wars folw kr
mspital dlecheny Ns@the midway PoInt of fho trksf,randomkad@n~M was
termlnateafandpmsp@vamroilrawntfor the CorrsteMtonGrormtEQen.Thm
sawnPSUSntSwares@mwmtty nnmwaifor the Conefsksf-tmGmIIP, pfosoec@@Y.
M addtinai 10 paderrb wam Pmscrecfhfelyenrolrad who receired both mrrdard
cameters and the Corrst@lhtfryCat&tar durfng the same prowdur% fOrdkecf
pedormanos curnprrrieons.Thesa 10 patients ware rsmsored from the .safatYanatyws
(rime Werienccd a cornplkatbrr). TfssStandard Catheter Grourr tharsfore included
24 D3tlerds,tiik U@ConQeltallon CaftmtswGroup fcrWd M Oatknts.

Pacing ~resho!d$ and Eiaalrogram Remrdlng Parlormance
fw rhoConstalfation Group, the capabllftj of the CanafeftaffanCadrster to dallwr
paclno s’l!mun(et either 3 MA or10MA)w sturfkd. Of 2E47 SOWPechvammrsk,
1393 of h e!@rodea (52%) captured. For unswcaesful CaPmm,ti baakst
ekrctrcxlewas maat Waly raofIn corrtacf to the endmafdial surlasa. Unsucmssful
@ram w th?rahlm Indicaflwsof eifhec (1)non-contact of tha basket and basket
dastrorfas to w-tibb mkxwdii surfaces, or (2) an unknown oerosnfaraaof ma
basamtarbcfrcdes may I!MVSban sffustod dimctfy over the Ufcus@dvafva orifios,
whore erndomrdw qsntact WESnot oosslbls.

Proce@re and ~uoroawpy Timaa
Dafawefaavellablawithrsspect to Drocadum tfme end fluorossopy time for the
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standard Cameamr3roLIP(0=24) W W@M3fr GI. . (n-), =-m T~k 4

Patient Sahactionand Ti’Gatmant

Inrl[wldualtaaflors of lrealmenl

Malmakr wthratsd Cbttlnfj drns (ACT) Ieveisabove 300 semrrds atatltknssduring
ths uraerfura andnwrltorthmullxart ConsCslkfdonCathetm use. 00 not laifue the
cathrrlsr In 5184more than fhmrshours for ftre cunwfatM matlcm of cashebrr
placamant.Ths Consfalladan Guldtno cathetsr should ba flusfred wdfr h@rInKad
saiin~ solution Prior to US6.and lmmacfk4e&mnnacmd m a hef.winiz~ g~lfle IV
Infuskm drip. Start meheparfnhod saiirra drip and sontlnwusly flU.Shthe Guldlnu
Catheter at an approsdrnafsdrip rahsof 100 muhr throughout ma procwfure. Fidluro
fo do so may Iflcraasafh!arisk of thrcmixrs ?orrnatkur,which could lead S0
complications.

/ ) UloIn fapecma Populations
The Iorrg-lrxm rlsk5 of pmsnrcted mromscow haw not bosn wmsblkhed. Careful
crrnslderatiorr must ther~fors tM giusn for the use of the device lo pI’Sg~nt women
or rsre-plibessem children.

lnstruol~ona
Before the orocsdrm, parfarm two dbwMonal acaocardloomohy to determloe d!+
apcrrarrlnratedimnhc dimensions of the rtgtrt SblUm. A corractty skdd catheter may
appear sllgfrtfy comlmassad, llse ebctrmtarlssua contact can h evwfuatedby
srafrdard pacing pmtacok
Cress refermm the lono and short ‘&w dmotors of tha ~ht atrfum to an
alwwkrfe Coostelatlart Csthatar size (3B to 7S mm dbmeter). CharmtarfsIls rtght
atrisl dlrnsrIskrns am Dresisntadin Tabfa5, and suwlestad basket skas fOf
corraspmldlng atrfd dimension are presertsedIn Tabb 7.

Mahtainina Dmrice Eilactivanssss
.
.
.
.
b

.

The Cansta~satiorICathernrk dwlamrd for Slnoie use ofrfy.
DO NOT REUSE OR RE-STERILIZ.
The rlxreteltrntron Gufdlrrg Catheter is intandad far slr’falepafieti uss Onfk
DO NOT REPROCESSOH REUSE
Regularfy Irrspac[andtsstreusabbMcessoryCables. Thrrkrxssary Cables MaY
only be stsfflbad ISDto 20 times by ethyfarreardds sfMkration,
Keep the !MstelMfon Paclna SwtMrtms dry Md out of the strmb tilt

Patlonf Courrselhrg Mormallerr
ISoslmrScierItiflc/ EP Technoboles reibs on tht @rysklassto determine, was, and
communicate to szh Iridlvldual patient all foreseeable risks of cerdii mapolng
procedures.

A

Flgrlro 1- TM CsuWlalfon CaMtar

Urrtdled Davice Dawi@lon
ThsEP Tacfrrrofogiaa(EPT) Consfslla@mMuti@e EMfroda Rmrdlno and Pac@
Cethetw may ba usari to dated ektricai patentfala from fha ertdocardbl surfaces of
mo rigntatrhsm, and mrryako be used to dedvar IXU6rrsaUYqenwa~d PtinO ~mull.
ma distal. axpandabks“tsasW assembly canlains S4 elec?xrdwswith Wrct@eS
evsn& spaced (unlpolar) or arranged W 32 pairs (Mpofar). Tectrrrical5Pec”~
for both the cathetar and the ConstelSa60nGuldtfsoLWtwter a? rtesaibed in Tabb 6.
&I iBusb-ationof tfw Corrswlalion CatheSer~tam 5 presanmd In Ffoure 3, showino
the conmctkms between tha ConstelktratsCafheter, Acs.9ssaryCables, Constellation
Pacing SwrtchbIC P@rro SIlmulus Generator,and EP RacarWar.
The Can.stelladonCaltwsermnslsls otthrE9 major aornOorkwrW
● T?rab-. The basluX Is mada of ektrt I’osllWt S~rt struoturss, dad

spmw me thudole spllrm.sconform to the shape and mavamertts of rho right
atrium. E@r spllre has between two (2] and oblrt (B) dacbodes. TM ewtr’ode
ringson all sp+lnesand tfrB Dr@naf marker bands are radklpaqua.
Thare ara saswrrrmarker bends, orls aach oft splkre ‘N Lhrough ‘W. The marker
band on spftna ‘N Is ad@mt h rha numbrrr 1 akctrada, and the rwrker band

●

☛

✎

–—_
pasttkn Is oifsat try 1 on’ ‘of tarefokx$q spllnss (adf&Wrt to elec!rom 2 on
me’9 scdlne,electrodo 3 on dre ‘c’ sDlirIe.9S0. TM sDUnesare ortenosd103
cfockwkimannar from the dktai ‘Dsti* (Ioaklmj at tfm IaadkMltip of tho
rxdhetm.
Tfre crrlfrewrrahefl. Eloctrtc@connectiam from the clactrodas run the bngth of
!he cafnefershaft to the cathatw fmndle, A short-tip sheath k wwrrountad on tho
sh!m to colkmse Urabasket for Intradustlwr.
LMraQoCr.Mw. me tsrskat ls Swrtihl h rmfll Coew and rmo-coalad Versbns.
For the ccwd kwshm, fh tihrt ad cashefershaft era cmbrd MM Dum+?o
CcMtinal:
TIM cathelsr handle. Ths cadratar handle is used for bWldlnOthe Catneterthrough
the sheath far posibnlng. The rabbmnrrwtiIMrday%ekctrkldsionak 10the
ekctrophyeiologicsd Mxdlng and oadr!l efaukww~
The Cmsatellallan 6Mtdlna Catheter. The ConstsflatlonGuktino CatMar orovw
a conduit fOJiIWrdLIMg u wlthdrawlno the CofraMkrtkXI C-r m the right
afrium. A IIon-raoerwdsoft tip Is ircfuded at the dlatst and of the CorrstaiMimr
Guiding Camsmr. A akteport on the CafrstsM4n Mrfino Cslhstar allows for
mtusiart of ttqulds (e.g., medkstians, heparhkafhre flush, etc.) Itrrough tha
shah. The sheath h not caatsd wilh DumF& Caatkxj. ~ ConstelIaIion Catheter
is Int$nded for usa only with this rim$k Crsn5bMhfbrfGUMSSJQUW.
An ancillary mmpwrnt to UsecafheSaris the Corrsfsllatkxr Pfaw SwItchbox.
E@ocMdti Sl@S bSfISMitbId’@ tfts Mhs@f and COIUW3M osdanslonwfjes
are relayed to WISW@katlon Pacino Swhchbm srfrii trimsfm ifw
urrprocassadslonak to a data &@SltiOfI and dispkry system for avaluetkbl and
tiIno by the DSSYSICtan.The Cmteffafkm *IISO Swhchbox - mO
Physkbn to we frmr the ConstaffaBonCatMNar,via a cmwnercblh ava!abte
axiarrsalpammafrer pulse gsrrsratnr. Rafts to F!gura 3 for an uvrwfew of the
ConsfeJlabafiCatheter arrd accessory ConsfeKatkn Pacing Switchbax. !nstrucIions
fw usiilo the Paclrqg =Imrr am mcfudsstIn theC4srssteffatlonPashg SwitdItrrM
section below,
noCmswtionGamatarsnauklb used omy vdth ma wstslktiM GukunO
Cafhear 1IF and aocassary @es. The CarlatalfadgrnPacJrrgSwiMsax Is
optkrnaf. Omw requlrod estullrrrrmrt(not supMrrd) krdurfss an 1IF Intfoduwr with
taperau hsrnosraW VSIW,a prwsurtzad IV of frerWdzed normat sMne safrrtkrrr,
and a 20 ml ayrirwe. Diner opdanal squicmrmt kwfrkles a long (160 cm) .028 cm
Ouldewlre end w cdthamr (not supplbrt).
The ConetellaUonCsdreter is mnsfrrsctsd In a verlety at sisaa and axdfguradmrs
deal#’Iad to meet the mqurremants of varkbla @iant anatomy afrd rsfysicirsn
profer%ncefor usw Dirrmnmnal charactsdti are Oiwft In MS 5. TM cetfmkrr
sarr be used to map elactrlsal orMLiela in rritlaarMOMLWIWor bipolar tie,
Flgura 1 dsptr?s the ConsteUartkrsGrtNrtOr.

Sugoaaiad Dirrmfionafor l)sff
1, With th alsproximrsteUibsblk dknerrslons of the right alrfwrr having Isaefi

2.

*
a,

4.

prwiousiydwmhsd via two dhnenslonal schomrdiintphy, crass rshronce the
krrg arid shti ,wea dlarnatara of right SUILIM& a mrresponrling SIZ9as r8SbMSd
In Tssble7.

Flush fha OonsWation &sidl~ Catfwserwith hs$erlrsdad ?aIine. Dkp4ce afl sir
MM the COtwteltatbrI Usitllfig CrKhetw.

Obtain Pemutarwous awasa W thrr SMinoartechnlmw or surgical cutdawn,
-Mll Fm*rlnS~w WMLMwwdulto@Mw
intmduosr al afl oblique an@s@rprrrrxdm* 30? to lhe VSSSSlauk. MfY mm
tnrr Intial bard of the intrcdsaw ISnot berrt sharPM If a sham bend axkts.,
reparsothe Irlofaducw.

Insert fJra.038” ofrkleMrs Into an 8 F ~tafl cafheter. N* insert the
plgbsiVaultird combtftatlan lrraoare ConatelfataonGutdlng fMrsrter of the
CansMaflorI Mturtar, IMU the plgfaltsamaferPmbtsdasaimxdmately 10 cm
b6yOnd the Crm$trrlfafisarQukfufo Cadbatsrtb. Mdii, the @dwlrrs sfwd
mtensfabout 10 cm worad the end of p!gtall caUsetar.i%rsh the Canstallatbrr
Guiding Cafhmr, obtau cattrrdw, and oukkvtrs aS$6ffrW satin w’* ~@ntied
sallne to wrrlfy ma remfrd of all entrapped air. lnsarI the loaded Constrrlirdion
GuldtrsoCattwfESinto tfa@11 F lnWadur%r.Under Iluomswpy, first gab’stfas
gdwfro krto US? ri@ss atrium sod pass the Wail OWN @I rIISklMVh and 1~
the right afrtum. Pass the CoMdfdian GuidlnO Caihatw over the pi@Sil Info
pasltlrsn.Oriimt any prwrw W at the dW end of the Constallatlon Guiding
Cattrabr to fiacllftatethe trsnsrtthrough ma mlsvant PerfPhed bnd SYstamlc
vasswsature.

. Pkwe ttw dktd orrd of the ConatelfafJonG@dlnLfMMrr near the abiid5, .
aopendaae under tfrrormcopis gtuoancs (mare-is no tXI marker).

6. ConthtIIOUStywatch for rrracharrw induced Prsmatwa Wrrsricufar cnntracdons
(PVC’s) or wemalurs strial mntmaUon5 (PM’s). Wlthdrrrw the CcMWaIton
Guldlng CaWSr system if MS or PAC’Sam oboerwsf.

7. once ure Cmtstladan GuldlIw Catheter fs paced into WMOn, removo the
guldewlra autdPIoWI catheter tilb mrrirrtainirfothe posllion of the Constelkitton



0.

9.

—-

Guiding Caflwter
~ a syrimyeal Ura ConsteHafiOnGuldlng Cathatar sida-porti draw a w+cuum
to ramow axcess air, closa fha StOIXM and flush the COnstfNaUOflGuldM
Catheter with tiep$rlnized sallne soluihrs.

Imrawdistaly conned a hapennrzed SSllneIV Infusicardrfp to use Constellation
didmg camabw skle-poft SfM thE ~~n~ Wh drip ~ ~ndnuousbr
flush the CorrsfelfaflonGuldlng Cathomr ~ M aPPf@Ms dflp mk ~ 1~ m~r-

10. AI-IIntravamus bOIUS of hermrbI should bs adrnMs’tarfrd Mhfe lntrodtirru thfI

Constelfacion Cafhetsr Into ma right abium. Malntalrr ACTovsr 300 seconds.

11. Prior !0 Inserdon, collapse fha Spllnas of the basket W adWICifig the short.tilr
sham ma mtrtj provided on ma MtfWfIr body war tha l=ikaf. JUiOw
approximately 1-2 mm of tha corrstralrradbasket assemby to estenUmycrnrl the
end of ma short-to slwh ro allow cro.s.w the hemoslatk valw WIWtne SOftth,4
of the short-tip snaam.

12. Insert the PO-flushed short-tii sheath mntakrlrua the cohapsad basketas6embk
through ma hemostatic valvo at me CmstalladorI Gukting Cathatex MWCU the
short-tip smsam aoproslmately 2 cm into the ConsSalbfJonGuidii Catheseruntil
the short-tip slwratfsengages (the sheath will “stop’) the Consta!labrsfiGukMo
CtiheSsf, MI NOTfOrM the short-no she9UIbwr-rnd WI ldti If ti SPlifla
assemblywillnot advam Into ma Constallatlou Guiding Camatar,vdtfrdraw tha
short-tip sheath allghfty until tha basket SSSeMblydwrcaa aaaily Inm fhs
Constellation Quldlng Catheter.
when me oafhemr has barrrradvancad apprcsdmatsly5 cm M the Constellation
Guiding (XW3r, parmlt beckfbw 0( MMd for a few ssJCOrrdsti ax W
remafnin~ air from the sheath. ContfrruatiMOClnO to ?Ip@mataly 25 cm Into
ttraConstellation Guldlng Catfwter, tin C$ISWWPUUttM short UPWere. n~~,
6i0wtY withdraw the SIIOMP sheafh O@Offh$ lSeMOSfSdCV31WSnd .Md9the
short tip stwam all the way back to the cafhster handle.

13, AdwirIca the catMer mrough the Conatdksthn Gulrfino Ca!hater.Undar
fluomacoptc ouidance,enrnkre ha cathotar and the CcsrslaltelfonGuldlno
CamNerforkinks or sharp B&Ids, Ffemow and inspect the COfiSSSlkIttfM GuidlnO
Cathatar If necessary.CIONOTform lhe bitskat assambly tnrmirlh dte
consteilatkm GuldfrvaC@helar.The cafneter shouM adw=s SIIKXMMYtMh W
an lncreass In reslstarca whan tho basket Sssarnb& baolns rD _ a cu~

14. AS stafsd in Stap 4, the Constellation Guiding Camafar should haus bmn
wsvioush Iroaitionad near fhe dletal wall of tha right afrlum, Ad’varu the cathetar
until tha tiafal tip o?me Constellation Cathatsr la afao posirionad mar tha dlatal
WSNof the atrium. f-fotdiio th+sumaww a-. SIOWIYwmd~ tfre
ConstelIadon Guldinu Cathatar fo allow ths baskst asaww ti -d Inm Mo
atrium,

15. If PM7a are obsarvad, rw~lure and rapoaihorr the ConsbsllatlonCathetaras
wtlfnad in Ma nesdsesdoo.

15. Connect the IWO44-frin O-Sub MIUSUMn9CtOrSto the SPPrOP* @*n*n
cable or to the acmssory Pscamakar Swlteh BossTha ‘A” mnnscSrMcorresponds
to spflnes A to D and she“B” mnnactor corresponds to SDIIIW E to H. See
Cm-rstrsfkrftonPacing Wtchbox for completa hstrMkms on MO USOISCCSSSOW
CcmstelhrtiorrPalrIo SwItchbcm

!krao Arsaxtamal pacamakar wlsa oansmilrwshould M udllaadtoddfw @fiO
stimuli. Durlrqpacafmapfsfrrg,onlyorneWctrode(unlwlaf corrfiouratfon) or one
electfcnteOSII(bipolar confiouralion) shwkl be sehcbd to l-. fJutifIOmSPPhJ.
only ~“e saracfadWsctmdawill be mnnac8ad to tha pufaa 03nemt0h piaclnu
output.

17. Rsvkw rworrMos to mlsrsrecortrractfoosars adequafa.
f 8, Verify the orknfatbrr of tha Consbr!lationCalhalsrbaskatassambiy, using

fhrorosmfly to VW the tccatirm of the marfsw bands M lha bitskat swnas. Men
tiawtng me basksi aaserrabtyfrom the distal end, mesohtes am orbnfad
clockwiSS in lrtsraas~ spilne ordrar,

To 14ecapturaBaskwlAesembty
1. Whik witherawlrtg fhe Constalladon Mfratar, simuliarseoustyadvancs the

Constaliatiort Guidino CatfSeMovar ttra baabt aasambbj until lr3 of the baskat
bsmmss conatralnad. Thfa maneuvsr should be parlormed in ono smooth,
cmfnuws motJorr.
CAIJTION Newr form the Constalfatlon Gathetara@I@ axcassiw rOSkMrlS&

2. Aftar ma Constanatkm Catheter k kr poslflon, the Constaflsfion GuidlnOCathstar
shouldbefurtharwifhdrawt

3. If ropoaltkmfno of ma basket is reWad, foliow OW S@LW
lstrhIo nuorosoofiy, advanw sheConstalladon Guldfrrg catheter lntrr me right
atrium.

Withdraw thrr t?askafMb, mrtrrUtSty hd’f Ofth9 bSSSkOfk carattalrsad.
@n, under tluoroaqrj, sbwty torqus Me cathatar @ rotata the tdraf.
.Redepby It into the right akkrr.
CNTfOW 10 ansure VJnbnueu tWrorte confhwity araadnlca performanm, do
not rSdeplW tha oathufef more than We (5) tirnrr$du~ a prmeduns.

CatheterRemoval
1.To rernoua me CorMMon Camafar, ra-wsl!lon 8SSConstaiWlorI GukJIw

CathaterMO the fleht atrium, advancfno It lust oroxlmaf to ma baskrrt assernby.

2. ,.,.,.,—. .I-. “---..,l-CA- ------ .. A,,. A-. .,-. -., .L ..I. --J-- u.-

3.

4.

5.

wmsrawmu uuusumrrran fmnaar, WIUH awiuuaneousy mVWGMU w

ConaMlation GIJWngCathetir over fha oaakafassambkf until In of tha baakat
becomos mnWWt3U. This maneuvsrsfmuklb priormadInona SMOOth,
continuous motion.

CAUTKW DO NOTtug on the Constaltatlon Cathetar.New farm the
Comtal!ation Cafhetar aoalnst amsslve re5ts6nss.
Afmr me twskat ammbty k ormcrlalaiymilepsad Into tha ConstaGatfonGuldlng
Cafhetw, return Ma short-so sheath to Haposition wlmln the tramosbitJcwriw.
Inserl me pre-frusfwd shOrt-tip sheath containing ma @J@rSadbSSf@fa~m~
through the hemostatic ‘@M of the Constellation Guldlrrg Catheter.&fvanar the
shmt-tip shealh approxknataiy 2 cm info me CorrsfsllaliotrGultmra Camater untfl
the shomdl! shaaLhOnOSOSS(fhs shaalh wtl ‘stop”) me ConsssllatkxrGuiding
Caths&r. bU NUTforc6fhashort-tipsheathbemd thk ~ m91na$+OW
wfthdrawisloftheCoMr#t@rrCafheteL
wnty pulltheConsieflation Cathstar until Urebasket aasem~ Is C@@d
wmin me short-tip sheath

Removarho short-tip sheath and Urabaak91assembly Sc@her as one unit. Onca
me shoR41pshaatfr ml basket awmbty havrrMan remwed from the
Constallallon Guid@ tlsthernr, oarrlly sliia tha mflapslng fb shaatfr M tin
me cathetar shafL thus enpandlno the baafratSasembtt MO Its ura-farm@ $hu

6. lbrnwa tha CQnaWahon Guiding Cathesastmm fho vaacufaturs.flrmlly, afbw
mmovai of tha vascular introducer, fc410wIosal rrracka norm for aOprODF@n
cam.

FlgIure 2- Cenaldhlfon PiSCfMBSwUchbox

How Supplied
Thecontentsaumkl in starsla!afls4rwfohr~, wpensu PaMJa:
c DuraFlo-CoatadcorwrsnrsaonCathatara Isaw a tfdrty momh ewlratfon dafw
. NM—C@M CmtalMbrr Cathatsrrshave a thraa YJSWSXPmn dm MM tie

data @ manufacfufal.
● If the starila barriar iim~ broken or mmPmmiWd, do not uss UMdev@$.

Detall@dDesoripliortof the Pacing Swilahbox Acmaofy
TheConatafbtion PrrdrIo Switchbox Psrmlfs sPSCiBsamass @a pardculw sulhrq
akctrods (or pair of elactmdes for MIIW mdKfuti meta~) ~ tie ~~~l~on
cathstrtr.Tfro Constskn!on PacM UfKM w m fw da!w ~ *sW
oanarabd piwto !it!rnull, orfordatacfhg and ramrdlrtg ektrfsal uokmtbk from ma
aebctad andomrdlaf surkicaa of the heart Tfra Constel!adon Packro Gwiibmr Is
showOIn FIOWS2.
Pacrngcan ba krltiated from an 6xIwM sUfnu@r In SIMLSb@lar mode (VrScaflY
I@ for pace mappfng), or unlpolar rrroda -fry used & ermalrrment 01 mat
rnappirw). ~lna or @ctroda saladion la acmrndfshad by robdina me rxmstrof
knobs on the ConaMlsrtioraPec4ngSwhcMos until tha chosen ekscuoda or spUne Is
mastad.
TIM Con- PS15110swltchtmx k hmt-wimd. No ehctrkal com90nefr6 ara
ISW bI m@cn bawaao ekctmdas or SPW% m Co@sMbrr ~a~ MO- @
the aroansfoncaL4aby Iwo female 44@r hloh dens-o D-sub SmMctors, one
m@tfgl :A- (mat mrrssponda to spflnrraA to D Oftie utie~)} ~ me other
marked “B” (hat corrwsponos to mslnss E to H.)



..-.

h awmptvslobfw modar m M corrnti 1$. -w totiecam@@Wm@w
!ho witchingcowxmnfs ofthe MtChMi. In fhls ‘=s, mm- Is
acmp!khed ‘W two mile 44-D~ hmh d@fl$ifY ~ub COflP@@%wnkh fn turn am
conrrecfad to the racmrtiAg systsm, uslno tha sarna marldna scheme as the
conrnacuorrto ma csmster.
A ferrrda 2 mm Hlrs$hrnSMSDln PIUOk US@to COn~thO SwitchboX to the
nmttw (.) hmuf from the Constallatlm WOO StimulusGmorafwtiepo$lt~a(+)
Inputk connsctad to the refarenca electroda. For bfpolar mcino, a Wrrala 2 mm
liirsctrmarmpin plug Is conrractsd to ths Swifchbox fmm the posltfws(+) kput fmm
the Pacing Stimulus Garrwator (mak pin).
Two corrkol knobs are used to swdch LWwaersspllnss A to H, Or dactmdes 1 to 8
(each located on a single olven spfii) Eachccatrol knob stops at alaht posltfon.s,
corresponding tn the desired S@rU Or9bctM@ c@m.
A mroe way switch Is used to chan~ from unlpoiar to b@larpacing modes, l?w

, ~ third posldon of the switch disconnec~ the !wrnri stirmdi ffOm !he ConstalkWon
cathew

Sugges!ed Dir8ctlons 10 Include the Ps@ngSwltchboxAsceasory
Refer to Fburu 3 to irldude fhe Pacing SwiichfsOx.
!f me i%shw BwtMMx is not dssked, rafer b me SugUesmdDlractlons h Excfuds
ShePaclrrQSwitchbOx ACSSSS~ (nest SrZtI@.
1. Corrrract the sterile extension cabia to fte CorrstallaltonCatheter.Cormaofthe othsr

two rinds of the sfrwtllzadExtansion Cabb to ft@Comtalfatton ptio Swifchbox
on the slds rnariwd “CONSTELLATIONCATHETER”.Ensure that ma amnadw
rxbla Iatmled“A- comwcfs to ma rrrofsar“A” recwwa on the Swilshboz
Iikawfse, connect the ‘E” crmnscfor cable appmpriably.

2. Co+mecfthe ConsfeUatlonCables, model rWmbStS901A and 901B, from the
corrsbmtion Pastng Swltchbox raceptask marksd “RECORDER”,to the
elacfroplrysiolouy racordlng system. The cables tsrmlnate in 2 mm rmaa pikfype
conrrectsm. Phgrs may b required m arnrwcf to your laofllw mawinu mmtam.

3. Cormact rho “A” connector of the Swifshbox to the chanr%+sof the ~WiIVf
system carrasponding to $dinas A to D. Cormest the “B- mnrmcfw of ttw
Swimhbox to channnls corrasporsdir!gto sollrws E to H.

4. Tthstsledochss are orlsntad wttfr the smstler numbsrs (1) Ixatad on tha most
dlsfat porfion of the 0sssss[assembkr and ma iarger mrmtm (8) Ioc.aredon ma
most pmxlrnal POrftonof me rsskat asasmbfy.

S. For BIectrophyslrJogy wording s@ms with few lnout shannefa, ma “SPLtNE
osmur connscfor of the Wf@rIsox e@MS mrmaotlng ektrodes from a
particular Constellation spllna to thu racmdlng system Ma hstrurrrant Mes
Modal Numbm 3S7 and MO. Tha “SPLINE” swltoh determines wlkfr splina’s
ebctrO@ afaroutsdtothsNmdw system.

& Switchtfra‘PACING MODE’ to lho “OFF position bafore mmacdng thrr mtinu
stimulus to mirrimfre emsflC~lrrg,

7. Connacf the n@tue (-) lead of ths “PACINGlNP~ to the rregafiva(-) Wrd Of the
Pacifio Stimulus Generator vla 2 mm male PMypa plugs.On!yone of tha four
pirr-fypa plugs orr the !iwhchtrox rraadsfo bs mnnaofscf.

0. To passIn bipolarnwrf$betweenadjsoamspllno IJsctrodea, cormacf the posltiw
(+) toad of the ‘PACING lNPU~ to the posiWm (+) Ieral of the Padrq Stimulus
Genarafm via 2 mm mab Nr-woe 9@s. Onfyorraof thefourplndugsonUr*
SwWchboxnasds to bmconnscfed.

9. Tow in unlsolar mode batwwona splirm ebcfmde and arsfsranw(lndffferarrf)
destroda,connect one of tfra retsmrrra pin plugs to drs posh (+) lad of the
ihcing SUmuhrsGenara@rvb 2 mm m@apiwtyps plugs, MarnastW mnnact
the poslttw (+) W of ths PaclrrgSthrrrrtusGanarafor to a Dostttva (+) ‘PACING
mpur lead of the SwItshbox Tlssrrmnnact the rafarsnce Wfroda vlsr2 mm
rnab pktypa PIUOStoiirmtherfmalfiwr(+) ‘PACING INPUT leadoffire
Swimhboz

10.TOdaliir pxjng Stjmuli through the SwlIohbosg salad aither “UNIPOLAR” Or
“BIPOLAR”, as appruprists, horn fha “PACINGMODI? !hraa-vay switch.

11.A illus~d in FIoura3, Ursgvrtrolknobrnarfwd“SPUNE’$Afr2hssbrXUWI
ConsteltafkrnCaMar spfines. The ftrst spflne, Spllno A, can be idanltfiad undar
fhsoroampy, bwmsa me tssgketassemoiy Is marked wlrh ons prmdrrral rrbcfrode.
~tine B, tfxsssmnd spmm, ts matirsd with Mu Uroxlmsl aWrodea (@n,
vklbb undsr fUoroscopy). The rast of the spflnas am ortarrtad In a dodwlse
mmer fmrrr ths dfstal Pwwctlvs (looking at fha badlng tfp of tfra cafhater).

12. Tna control @f@ marked “ELECTRODEOR E1.fmfWrOE PAltV sefactathrough
eight Poaltlorrs,albwlrrg aetactbns batwwanalaumdss In Ihe unlpolarmods,or
batwaanpaksofadpcantefeotrodesIfi.&loMpo!armockThealnstrodsslwfjn
with”1”lc4afedat the dfstaland of each spMrra,and “U”Iocafsd S! me fsroxlmat
end of sach spflrre.“NC” designaras no cwmctlon.

—=--

SssuuastedDiractiona . ixclude the Pacing Switahboxkca~
1.

2.

4,

5.

6.

Carrnacfthe starii exfensbn cst4e (Modal 900) to the Conatsllsdon Catheter ‘
Connacflhe othsrw) sodsottheExtension Cable (MOM 900) to the Modal
9(I1A w M(rdd 9(I1B lnSbUI’nP.tItCabbs.

Corrnactffra Instrument CaMes,Modd nrrmtws !7MA ard NIB @ me
el@mptryMooy rscwd~g systant Ttracablss @rminafe In 2 mm maIe p!n-typa
connacfors. Plues my be raquimd to cmact to your facillfy’s maoplng sysfam.
3, Connwf fhs .A” connecfu of the Conaellsdon Cathatsr to W cfuma!s of ma
mapprng system corfwomling to spllnas A to D. (k+lrreci the ‘B” connacfw of
theConsfahafton CathrNertn cltannak correswmc!intl to spilnes Eto H.

The aktrodas are orbmad with the smafler numb=srs(1) located 04 the most
di$fi potion ot tha baskaf sssarnblyand the larger numbers (a) Imxfed on the
most prosdmal porfiiln of the tmkst assombty

Pacing protccds may bs seledad acmdlng to the manutacturar$ Operator’s
Manuai fortha racwwng PacJngsm@m-
?lm first soltne, SrrdneA. cm be Marrtlffed urrdor ffuorosmpy, kause the bmlrct
assembttis Wd wttfr oria PmximaI d-. Sma B,me wOM sfMM. k
mvksd wdh two Prswlmaleledmdas (a@irr, Wslbfaundsr fluoroscope). The rest
offhs spflnasara urimfsd In a ciockwke mannar from ffre distal perspecfkm
(Iooldno at the Iwdlnu tip of me cathefar).

sarvice
EP TechnokQlos/SostorrScIemlflc Coruorasion reprasenfaaivssara avaltableto
provlm Valnlng to quaYflaOhosrrltal personnel m me use of EPTAISCProducfs In
addhkrn, EPTmSCconsultants to prouida Echnicd and madk=l mnsuhstlonto
productusers. l%r supolhrrunbd informsdon, cmact your load EPT/BSC
reprasanfadvs,call CusfrsrrrsrSarvloa (800.552.67Mt) or wrfta m Mar EP
T’hrmloplsa or Boston.!kiantilloCorporab.

Llmitad Wa~~ And Diaolaimer
EP Technofoelssand Bosrmr SWmfts Corfroradon (EPTMSC)wamsm that
raa,s@s@bwe h.@bean used in ma design Snd MSIWf&WfI Ofmk IISSISUIIWIL
mis wan-.@ Is !n lieu of awl exfuoars allothar warramks not sxwaasly set form
hedn, wtwthw expressed or imoifad h ofmfion of law or ofharwke, hssludin(f,Out
not Ilmf@dto, any Impiiti warranfhs of mercfranfabllffy or fitness. Handhqf,sforaus,
c!eanimaand sbbdirxt of fJrb Ir@umantasweftasfasrorsrdatingromopsffens,
dfagnasis, Wfmefit riulrgtal promdrrmsi and other mattam bsyonrt EPTif.fSC’s
- diraCtlYalfasfrhoIfrstrurrrenfanrlfharesultsobtainsdfromits uss,
EPWTJSCSotsltgationurtier fhii warrarrw Is IkrWXt to the refsakor rO_flt of
fhk !mtrumant and EP77BSCshallnot bs ksbb frx anyIncldararaior consaqrsrmfiat
@, damaga, or a@srssedlractfy or indirectly arishra from the usa of fhls
irratmment EPT/ESCrdther rsasumas,nor auifrorizas any omar parson soassuma
tmmm~mrhafor arfdilional IWSIIWor responslbiiii tn sonnscftorrwith thii

Duraflo Coating Is a mrjstered trademark of Baxter CVG
ConstalMioN Multlple Elactrods Recordingand Pacing Catheter System
Isa reg”hwad trademark of EP Technologies, inc. / Boston Scientific
Cworatiorr patant numbers 5,651,7S0and5,647,870.

1 The catheter Is coated with fJuraFlo Coating, a hsparin coatirtg, but
teats results do not demonstrate that the coating will pmvida increased
antf-thrombogrtnicity or tremosompatibilii for the Conateltation Catheter.
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Figure 3- The Cofrstsllation Cathatef and Cable Cmmctions

Figure 5- The Constellatlori Cathetar Eowluding Pacing SwItchbox
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Clinical Dab

Table1- Obsoewd AdwJraa EWnU In !ho Conatolbtlofr Calhdor 13rrmp &4)
Ewl wtiof m m~~ Prmwmrd U% conMmrA

Ucw
[wMm]

/41 12 M 0143(143) 0.073-0.214

Ma@r 3 w o 0% (3.61 o.aon
Minor 9 M D.C35 (9.5) 0.049- O.tw

Crniisllmllnmy WA
&4h Dwlr,,D ::. Iv

vd
.—

Tablo 3- PacltItl andEleclroamt fiocardlna P6rfomsansa
Padre PerIormanm Propomorl
(N=44Dallerrta) N (N baaabh/

ioEa! AIWrlP!Od) %
Paclrm swl%a6 13s3 5P
Pacin~ Fallura 1274 46
Told 26s7 100

Elscmooram i?acurdho Pwforrnmm
(Slnnal CWex N=63 ‘Noms)

AC&t8!JIs (N) - 11s6 M
19

Tmi

Table 4- Procedura snd Fluofwopv Tlmaa
Awragd standard Mhlrnum Madmum

(mlnubn) OWWorl (minutes) (Ilrlrwrw)
(mlmdw)

FIWrwaoPY nwm
coflaldbllM Gmug 36!02
SuMad CaUwmr Grouu 41,04 J.2

179
: 169

PFWON n~
CorIstdWloII Group 4.39 1M 1w 94
StanoardCatirnr Group 9.69 1.s 1.26 r.a

TabrA S - Characladatlc !lIald Md 221aaaw@rnafrom WaltkePlw Cllnlsal SludV
HI ralirw~m.m) : so

MY.wli Nur!rw .S Pimllls Sbl AM$ m w LomlAds u M ‘-
Slaa Who Ru#nri &&_&. (mm) (MM) Dhrnaw [ml)

EJthm
[:)

. MBm z SD
(m (mm)

37 2s.0 41&0.7 31.0
~ 3?

S2.O’
2s.0 *S7 dl.61=4.B

83
31.0 53.0

41.M=72 m au 4a2z=03 M.o M.o
75 B 44ax7,4 3S,0 52.0 4e.za=o,o *10 MO._ —._

----

Table @- lbstmlc?l Sywlllctallens
Gmmmm NominalOlmemlon

UwhetDbmmer(mm} 38.48,6475
UImMaUOn Gathebr 13WrWlar

(fl 6
LMom (cm] 90-190

Electmdse (N) a4
— ..—

Malwlal Platlnwn / IrldlUm
Conkmlona _ U(dpolwof sloolar
C*IO Cc+lmc!om— — – Two(2) d~tin Mnb Amphmd ComMora
Gddlno Callwtar OiItSf Ularne19r WI 11

Guldlti Catheter UataBla 14n0th ~ti) W3-llo

Tablo 7- Corwlallallnn Catleatw Slzlaa Racommendsllooa
SnortArm {mml

m w 40 50 60 m m w
Lono
Axi((mm)

xo -
ii IMIM
606033
60004
m6060
600060
u) 6075
100 607s

now m46 w Wsa Ma bow Lw
ao48 6046 &Ma em 604 6C80 6075
walw5maoao 5075 8075 -

m Mm 807s ao75 -
KRlL075M7sw 5--
6060 6075 6075 m - - -
20766076 -----
— -- _


