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June 15,200O 

Mr. Stewart Crumpler 
Dockets Management Branch (HFA-305), 
Food and Drug Administration, 
Department of Health and Human Services, 
5630 Fishers Lane, rm. 1061 
Rockville, MD 20852. 

Subject: Expedited Variance Request to the Regulation 21 CFR, Part 898, Performance 
Standard for Electrode Lead Wires and Patient Cables 

Dear Mr. Crumpler: 

Based on our telephone conversation from June 13,2000, and subsequent investigation of the 
market place, the undersigned submits this variance request under Section 10.65 of the Federal 
Food, Drug, and Cosmetic Act or any other statutory provision for which authority has been 
delegated to the Commissioner of Food and Drugs under 2 1 CFR 5.10, requesting that the 
Commissioner of Food and Drugs grant a variance to St. Jude Medical, Daig Division for a 60 
day extension to allow St. Jude Medical, Daig Division to continue marketing the PacelrM Family 
of Temporary Pacing Catheters and the Electrophysiology Product Families (ResponseTM , 
SupremeTM, and LivewireTM) Catheters without compliance to the Regulation 21 CFR, Part 898, 
Performance Standard for Electrode Lead Wires and Patient Cables. 

A. Action Requested: 

St. Jude Medical, Daig Division is requesting that the Commissioner grant a 60 day extension to 
St Jude Medical, Daig Division to specifically exempt Daig from compliance to the Regulation 
21 CFR, Part 898, Performance Standard for Electrode Lead Wires and Patient Cables for 
continuing to market the Pace1 TM family of Temporary Pacing Catheters and Electrophysiology 
Product Families (ResponseTM , SupremeTM, and LivewireTM) Catheters. 

Device Name: St Jude Medical, Daig Division Pace1 Temporary Pacing Catheters 
FDA Class: II, LDF, 21CFR870.3680 

CARDIAC RHYTHM MANAGEMENT CARDIOLOGY/VASCULAR ACCESS HEART VALVE DISEASE MANAGEMENT 
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Device Name: St. Jude Medical, Daig Division Electrophysiology Catheters Product Families 
(Response , Supreme, and Livewire) 
FDA Class: II, DQX & DRA, 2 1 CFR870.1220 & .I280 
Labeling: Attached 

B. Summary Statement of Grounds (Reasons for Exemption/Alternatives): 

1. We are writing to request that St. Jude Medical, Daig Division be granted the same extension 
provided by FDA to any other manufacturer of Electrophysiology (EP) Catheters and/or 
Temporary Pacing Catheters allowing for shipment of product with exposed pins, and to formally 
express our disappointment with the process used by the FDA to grant such an extension to any 
industry supplier without first notifying or seeking input from other industry participants. 

2. We confirm for FDA that, as statutorily required, St. Jude Medical was ready on May 9,200O 
with complete redesigns of all our exposed pin products in both the EP Catheter and Temporary 
Pacing Catheter product categories, with sufficient inventory to meet historical demand for such 
products. To be ready on that date, our organization invested hundreds of thousands of dollars 
and committed engineering resources totaling approximately 25% of our available EP related 
R&D personnel during the first four months of this year. 

3. Since May 9, we have experienced a marked increase in US demand for shrouded pin 
products, which we believe is attributable to two issues: 

l An inability of some competitors to provide compliant product by the FDA imposed deadline 
(e.g. we know that Johnson and Johnson’s Cordis Webster subsidiary has elected not to make 
the required modifications to its temporary pacing catheters and has elected to exit this 
business segment). 

l A perception among some customers that the moratorium on sale of exposed pin products 
extends to a hospital’s ability to use such products after May 9,200O. 

The inability of some manufacturers to supply compliant temporary pacing catheters has placed St. Jude 
Medical into a “out-of-stock” or backorder situation with some versions of our PacelTM temporary pacing 
catheter product line. An out-of-stock situation in the United States could create a serious health care 
concern since many of these products are used on a emergency basis and or required for post cardiac 
surgical patients or post myocardial infarction patients. This out-of-stock situation could result in 
prolonged hospital stays, serious injuries, or even death. A backorder situation for St. Jude Medical is a 
significant issue because of our relatively large market share in this product segment. On a unit sales 
basis in the first quarter of 2000, US market shares for the principle competitors in the temporary pacing 
catheter market are as follows: CR Bard (34.6%) St. Jude Medical/Daig (26.6%), Baxter (25.3%), and 
other (13.5%). (The enclosed IMS data form 1Q ‘00 provides complete, independent third party 
confirmation of these numbers. ) 
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In addition, the increased demand for shrouded pin EP catheter products precipitated by the two 
issues raised above has resulted in some backorders for certain St. Jude Medical EP Catheter and 
cable products. We are ramping up production capacity and expect to meet this new demand by 
the end of the month of July. However, to avoid current customer stock out situations, we would 
like to receive a temporary exemption from the requirements of the exposed pin regulation. We 
believe that a period of sixty days from the original May 9,200O implementation date will be 
sufficient, but we would formally like to request an extension period equivalent to that provided 
to any other manufacturer so as not to put us at a disadvantage to any industry competitor. 

4. We were disappointed to learn that a sixty day extension was provided to at least one of our 
competitors, Johnson and Johnson’s CordisBiosense-Webster division, without the Agency first 
having solicited input from the other major suppliers in the industry. We have been led to 
believe that the basis for FDA’s approval of this exemption was an argument by Cordis that it 
holds greater than 50% of the revenue share of the EP catheter market, and that their inability to 
supply product would cause hardship in the Electrophysiology community. While it may be true 
that Cordis revenues do represent up to 50% of total EP Product revenues in the US, this is only 
true if one includes sales of EP related capital equipment which, in our view, is not relevant to 
the exposed pin issue. If one looks strictly at EP catheter and accessory products, the US revenue 
market shares of the principle competitors in the first quarter of 2000 are as follows: Boston 
Scientific EPT (34.3%), J&J Cordis (3 1.5%), St. Jude Medical Daig (22.3%), CR Bard (9.9%) 
and Other (1.9%). Cordis’ relatively high revenue share is principally because of their product 
sales in advanced mapping catheters (i.e. Biosense catheter products) and steerable diagnostic 
catheter products (i.e. Webster products) which tend to give a weighting of product sales at the 
“high priced” end of the market. In one looks at unit catheter market share which we believe is 
the most relevant basis for comparison, the market is virtually evenly split in descending market 
share order among St. Jude Medical (27.5%), Boston Scientific EPT (25X%), J&J Cordis 
(24.4%) and CR Bard (18.2%). (As with the temporary pacing catheter data cited earlier, the 
enclosed IMS data form 1Q ‘00 contains complete, independent third party confirmation of these 
numbers.) In our opinion, none of the products manufactured by Cordis provide such unique 
functionality that they cannot be substituted with products from other suppliers. 

5. FDA’s decision to grant a unilateral extension to Cordis because of their inability to 
effectively comply with published regulations is disappointing for many reasons. First, it 
exposes patients for an additional sixty day period to the risks of exposed pins which the FDA 
has deemed sufftciently dangerous as to require very expensive product changes by industry 
suppliers. Second, it was based on the erroneous assumption that Cordis’ inability to supply 
product would cause industry wide stock outs. If St. Jude Medical and the other major industry 
suppliers had been informed that Cordis would not be able to meet its obligations under the new 
statute with 45 to 60 days notice, we believe that we could have increased our manufacturing 
capacity in advance of the May 9,200O effective date and not caused any disruption in the field. 
It is particularly troublesome that the decision to continue patient exposure to exposed pin 
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products was made without even seeking the input of other major suppliers as to whether or not 
Cordis’ assertions were true given that there was an obvious financial incentive for Cordis to be 
less than fully forthcoming in providing information on the subject. 

Third, the exemption provides a significant competitive advantage to Cordis at the expense of 
other industry suppliers by allowing them a unique flexibility to use non-compliant product to fill 
demand created by the implementation of the new regulation. While we would prefer that no 
supplier be provided such a unique advantage, it would seem that those suppliers who used their 
best efforts and effectively complied with the agency directive for their own customers should be 
given that advantage as opposed to those who failed to effectively comply. This is especially true 
given the fact that the Agency provided industry with ample time to implement the directive, and 
because the non-compliant supplier is by their own assertion an industry leader who should be 
providing an effective example to other industry participants. 

6. We hope the Agency will take our comments in the spirit in which they are given, as an 
opportunity for FDA to improve its fairness and effectiveness in the future. In the meantime, we 
hope they will approve our request to an extension consistent with that available to other industry 
suppliers so as to remove the competitive disadvantage to which we are currently exposed. 

A. Environmental Impact: 

St Jude Medical, Daig Division claims for a categorical exclusion under Sets. 25.30,25.3 1, 
25.32,25.33, or Sec. 25.34 of this chapter or an environmental assessment under Sec. 25.40 of 
this chapter. 

B. Economic impact 

It is St. Jude Medical, Daig Division’s understanding that a competitor, Johnson & Johnson 
Cordis Webster Division, has been previously granted an extension to this regulation for their EP 
Catheters. Daig’s product lines of the Supreme, Response, and Livewire Catheters are identical 
in type and purpose to the Cordis Webster EP Catheters. This exemption for Cordis Webster 
provides them with an unfair advantage in the marketplace and allows Cordis Webster the 
opportunity to ship noncompliant product to the government and public health care consumers. 

In addition, the out-of stock situation in the Temporary Pacing Catheters will directly affect the 
financially stability of this industry and US healthcare. If US patients are denied access to these 
products it could result in higher US health care costs in the form of longer hospital stays due to 
less than optimal care. 
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C. Certification 

The undersigned certifies, that, to the best knowledge and belief of the undersigned, this petition 
includes all information and views on which the petition relies, that it is well grounded in fact 
and is warranted by existing laws or regulations, that it is not submitted for any improper 
purpose, such as to harass or to cause unnecessary delay, and that it includes representative data 
and information known to the petitioner which are unfavorable to the petition, 

(Signature) &2? #4$.#&- 
Dean Bruhn-Ding, RAC 
Director of Regulatory Affairs & Oualitv Assurance 

(Mailing address) St. Jude Medical, Dain Division 
1490 1 DeVeau Place 
Minnetonka, Minnesota, 55345 

(Telephone number) (612) 933-4700 

Attachment 

FDAvariancerequestO 1 .doc 
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a St. Jude Medical Company 

ELECTROPHYSIOLOGY CATHETER 
Instructions for use 

ELEKTROPHYSIOLOGIE-KATHETER 
Gebrauchsanweisung 

CATHETERS D’ELECTROPHYSIOLOGIE 
Mode d’emploi 

CATETERE PER ELETTROFISIOLOGIA 
lstruzioni per I’uso 

CATETER ELECTROFISIOLOGICO 
lnstrucciones de uso 
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Patent Pending 

Patent angemeldet 

Brevet d6pos6 

Brevetto da rilasciare 
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ELECTROPHYSIOLO;Y CATHETER 

Ses Product Catalog for Reorder Numbers and product deecrlption. 

MISUSE OF THIS CATHETER AND ACCESSORIES MAV RESULT IN SERIOUS COMPUCATIONS. 

SEE INMVIDUAL STERILE PACKAGE LABEL FOR CONTENTS. 

SINGLE-USE DISPOSABLE MEMCAL DEVICE. CONTENTS ARE STERlLE IF PACKAGE IS UNOPENED AND 
UNDAMAGED. DO NOT RESTERILUE. 

CAUTION: 
DO NOT alter this ~WICX. 

Federal (U.S.A.) Law restricts this device to “se by or on the tier Of a physician. 

This device should onty be used by physicians thoroughly trained in the technique of angiography and 
electrophyswlogy and i”traCardiac recording and dmulatiOn. 

Th,s device should only bs used with equipment that compkes wth l”tematkXal sefety Sta”darclS. 

Individual patlent anatomy and physician technique may require procedural van&ions. 

For spec~flc details in the use of electrophys~ology catheters and the techwues employed in an electmphysiology 
study, the physician should be referred t0 the m&iii literature and rely on training and pr& experience. 

STORE IN A COOL, DARK. DRY PLACE. 

SUGGESTED AVAILABLE EQUIPMENT FOR 
THE ELECTROPHVSIOLOGV LABORATORY 
1. Fluoroscope. 
2. Programmable stimulator. 

3. Multicharmel Physiologic Recorder (50 mm per serxmd to 200 mm per second paper speeds) 

4. Resuscitation equipment. 

5. Intracardiac Electrode Catheters. 

6. Introducer Kits. 

INDfCATfONS FOR USE 
Dalg Electrophysiology Catheters can be used in tt?e evatuatii of a vari& of cardiac anbythmii. 

CONTRAINDICATIONS 
. Electrophysloiogy studies are contraindicated when ecute factors make the fkdings unreprese”tative of the 

pattent’s usual state (1.~. electrdyle abnormality, acute wchemla. and drug toxicky). 

. Whan the patlent’s underlying cardiac disease makes it likely that induced anttythmias will be extremely ditffcuft 
to terminate and cwy a high nsk of death (i.e. acute mycuardial infarctsm, unstable angma. hemob/namic 
Instability). 

RISKS RELATED TO CARMAC CATHETERlZATfON 
The “sks of use of electrophysldogy catheters include those risks rekted to cardiac catheterization in general, such 
as thromboambolism. cardiac perforation. tamponade. and infection. The induction of atrial fibnllation, ventricular 
tachycardia (VT) requmng cerdloverslon, and VF can bs risks associated with electrical stimutat!.o”. 

CATHETER PLACEMENT PROCEDURE 
Follow general laboratory procedure for general patient management. 

* Patient Informed consent. 

* Anharrhythmlc drugs-patients with file threatening arrhythmias should bs tidy m~litored when 
antiarrhythmlc drugs are disconbnued. 

. Premeditation-avoid if pos&le due to electrophysidogic effects on the study. 

NOTE: Use local anasthssta (Lfdwame 0.5 percent or 1 percenl withoof Epkwphrina). Usa smallasmnacsssafy 
doss lo avoid syslemcc levels of tidxai”e with its affendanl elecfrophys~ologic sr%c?s. 

. Most elactrophysiotogy catheters are placed via the femoral vein. Venous access by the S&linger technique is 
often used. 

. Place electrophysidogy catheter. 

. Record electrograms. 

NOTE: Use anticoagulant as training and expenence may dicfale. 

ELEKTROPHYSIOLOGn;E-KATHETER 

Beatellnummorn und Produktbeeohm&ung dnd Im Katelog zu Rnden. 

MlSSBRALfCH DfESES KATHETERS KAIlN SCHWERWIEGENDE KOYPLlKATfONEN VERURSACHEN. 

INHALTSVERZEICHNIS SEflNDET SKZH AUF DEY AUFKLESER DfZR STERILEN EINZELPACKUNG. 

ER ElNMALGE T T UCHSARTIKEL. DER INHALT tST STERIL, SO LANGE DIE VERPACKUNG 
UNGE FFNET UND UNBESCH DIGT IST. NIGHT RESTERILISIEREN. 

VORSfCHTz 
Das Ger& DARF NIGHT ver&ndert we&n. 

Des G&t darf “ur van einern Arzt oder in sefnem Auitrag benutzt werden. 

DasGeretdarfnurvonA~ten(oderinderenAuteag)benuutwerden.dieeineginde”Methoden 
der Angiographie, der Uektrophysioiogie und intmkardialen Aulzeichnwg und Stlmukerung besitzen. 

D~eses Ger&t ist nur mat Eawchtungen zu verwenden die den mternationalen Siierheitsnormen entsprechen. 

lndividuelle Anat& des Patienten und &z&he Anwwdur+pslech”ik k&me” Verfahrerwariationen notwendig 
machen. 

Fiir spezifische Einzelheiten in der Arwendung van elektrophysiologisohen Katheter, und fur die in einer 
elektrophvocoboiachen lf”tersudwng angewandten Methoden. wird der Ant auf die medizinisoha Fachliieratur 
venviesen w-d hat sich au1 Ausb4dmg und praktische Erfahnmg LU verlassw. 

KOHL, WNKEL UND TROCKEN AUFBEWAHREN. 

EMF’FEHLUNG FiJR BEREITSTEHENM GERATE 
FUR DAS ELEKTROPHVSlOLOGlSCHE LABOR 
1. fluoroskopie-Leud-tschirm 

2. Progremmierbarer Stimulator 

3. Mehrkan&PhyeidogisAufzeii (50 mm/Sekunda bis 200 rnnx!Sekunde Papiergesohwmd+gkeit) 

4. wiedaltle~t 

5. lnwakardii Uektmdenkatheter 

6. Einfirhnmgegetit, s(ltze 

ANWENDUNGEN 
Daig Elektrc@yaicdogfe-K sind in der Untersuchung van vewhiedenen kardraien Artrythmien venvendbar. 

K~~~TRAINDIKIT~DNI~~ 
* Elektmphysiolopischa Untersuchungen sind ko”traitiziert. wen” die Ergebmsse durch akute Faktoren so 

beeiiluf3t werden, daS sie nicht repr%entativ far den NonnefzuaW des Patlenten sind (d.h. elektrokardiale 
AbmmCit, skute IachAmie, und ArzneimittettoxiziiI). 

. We”” die bestehende kwdiiische Krankheit des Patienten es wahwheinlich macht. daR ausgel6ste 
Arhythn%n &uSerst sdwer LU been&n sind und mit einer ho&en Lebensgafahr verbunden sind (d.h. akute 
myokardii krferzimmg, instsbile AngIna. MmodyMmihs Instablliit). 

MIT KARDfALEN KATHETERISlERUNGEN VERSUNDENE RlSlKEN 
Zu de” Anwendungstiien fiir elektrophysidogische Katheter gehdren sokhe Risiken. die atlgemein mit einer 
kard~Kstheterisierunpverbunden~nd,wiez.B.Thrwnboembolie.~rdialePerforation,Tampo~deundlnfeMion. 
Die Ausi6sung van atriafern Rmmem, einer Kardioversion notwwdig madwnden ve”trikuYren Taohykardi (VT), 
und Karnmerfliimem kdnnen mk eiektrischer Stimulierung verbunden sein. 

KATHETEREHSATZ-VERFAHREN 
Nonnale Labonnethoden fOr allgemeine Pattentenbetreuunq beachten. 

Pateintenrustimmung einholen 

Antiarhythmrsche Medikamente - Pat&men mit !abensbedrohe”den Arhylhmien sind bei Entzug van 
Antiamyuvnika sorgf#tig zu irbenvachen. 

Pr&nedikatio” - we”n ma(liii vwmeiden. weil eine etektrophysiologisdw Seemflussung der Unterauchung 
rntgkf~ ist. 

AfWEFMUNG: LokalavxWhasfs varwenden (L&c-ah 0.5% odar 1.0% ohne Ephinephrin). Zur Vermefdung 
van systamischan Mangen wn LUocain. und den dam/l vertwndensn elektrophysfobgischen A&Man, 
niedrfgsle nohvendfge Dosis anwenden. 

Die meisten efektrophysiologiachen Katheter werden durch die Vena femoralis emgeftihrt. Der Venenzugang 
wird h&fig nach der Sddinger-Methcda ausgeftihrt. 

Eiektrophysiologrschen Katheter anbringen. 

Etektrogramm aufzetinen. 

ANMERKUNG: Antfkoagufans vewendan, we es durch Ausbifdung und Erfahrung angezeigt sein kann. 
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CATHETERS O’ELECTR?hYSIOLOGIE 

Se reporter au oalalogue pour obtenir ks no, dea r&6-s n6oasalnm et Ia dowfption du pmduit. 

LA MAWAISE UTILISATION DE CE CATHETER ET DES ACCESSOIRES PEUT PROVOOLJER DE GRAVES 
COMPLICATIONS. 

SE REPORTER A CETlQUElTE DES EMBALLAGES STERILES INDIVIDUELS POUR INFORMATION SUR 
LEUR CONTENU. 

MATERIEL YEDlCAL A USAGE UNIQUE. LE CONTENU EST STERILE SI CEMSALLAGE N’EST PAS OWERT 
ET ENOOMMAGE. NE PAS RESTERILISER. 

ATTENTION: 
NE PAS modifier ccl Bquipement. 

Cet 6quipement ne peut Btre Milk6 que par des m&de&s. ou bien sow leur supervision. 

Ce rrw4riel ne peut 4tre Uil!ll que par “” m4decin form4 flux techniques d’angbgaphii, 4le&ophysllk. 
enregislrement et stimulation intracardiaque. 

Cs mat&iei ne doit Btre utiliSe qu’avec un Bquipement repondant aux normes da s4curft4 intemationale.9. 

Csnatomie de t’indiiu et la techniqw employ&e per Is medecln parvent nkessiter des rwdffiitii dens la 
procedure d’emploi. 

Pour des d&ails plus precis SW t’utitisatttr! das cath&ers cMecirq3hyskl@e ainsi que sur tes techniques em@oyeeS 
dsns 18s etudes &ctrophysiologiques, Is m&kin pourra se r*l&er eux marwets mediux w s’appryer SW 
I’exp&lence pratlque. 

A CONSERVER DINS UN ENDROIT FRAIS ET SEC, A L’ASRI DE LA LMERE. 

EOUIPEMENT RECOMMANDE DANS UN 
LABORATOIRE D’ELECTROPHVSIOLOGIE 
1. Fluoroscope 

2. Stlrnulateur programmable 

3. Enregistreur physiologique mutiansl (vitesse de papier de 5Ommk L 29Ommls) 

4. Equipement ds r&Mnatin 

5. Cath4ters 4 4kctrcdes intra-cerdiaques 

6. Kll d’introducteur 

INDICATIONS 
Les catheters d’&ctrophysiokg~e DAIG peuvent Btre utilis& pow 1’6valuattw d’une gracde vari6t6 d’arrythmles 
cardiaques. 

CONTRE-lNDICATlONS 
. Lea dtudes Blectrophysiologques Sent Conbe-indiqu8es quand des factews aigtis rendent les r&ultats won 

repr4smtMs de I’Btat du patient (par exempte: anonnalit~ Btecbvty?o, isohemie aigde. intoxication 
m&licamenteuse. 

. &and la m&die cardiaque pr&um&e du patient fail cowir un grand risque de d&&s en cas d’arryItnnie 
provoqu& (par exemple: lnlarctus du myocarde eigiw angine instable, instaMlit6 Mncdynamque). 

RISGUES LIES AU CATHETERISME CARMAGUE 
Les risques d’utiltsatiin des cath&ers d’8lectmphys~ologis comprennent les rtsques Ii& au cath&Brkme Cardiaque 
in g&&al. tel le thromboembolisme. la pwforatii cardiaque. latamponade et les infections. Le dedenciwment d’une 
fibrillation auriculaire. 1s tachycardie ventriculaire requ&ant cardio version et Is librillation ventricuta~re sent des 
dsques qui peuvent r&ulter de Is stimulation Blectrtque. 

PROCEDURE DE POSKIONNEMENT DU CATHETER 
Suivre les procedures g&&ales des laboratoires pour la p&e en charge g6n&aie des patients. 

* Consentement du patient aprLs information 
. Injection de prod& anti-arrythmique. Les pattents dent Is vie es1 menac& par l’artythmie devront &re suivis 

de tr6s p&s lorsque I’injection de prodults arrythmique est anMe. 

* Pr6mWitiin & 6viter si possible ?I cause des Mets 6tacbophysiologiques SW Mude. 

NOlE Uti/iser I’anesth&k locale (Lidocairw 0.5% ou 1% sans Epirwphrfne). Utiliser /es doses minim&s 
requites pour dviter ks niveaux syMfflf~7~es de Lidccafi?s et MIS effek Blectrophysidogipue~ as~od8s. 

* La plupari des catheters d%lectrophysiolc& sent placC par la veins f6morale. Lknis veineux selon la 
technique Seldinger es1 couramment utilis8e. 

. Placer te catt+ter 

s Enregistrer les Blectrcgraphes 

NOTE: Utiliser /es sntf@.xwgulants cornme k montmnt /a fm’mation et f’exp&kr?ce. 

_..I 1_ A__.- 

CATETERE PER ELETi~OFlSlOLOGlA 

Veden II eatPlqyo prodottl per I numerl di codice. Ia dmcrlriom del prodotto. 

CASUSO Dl QUEST0 CATETERE E DEGLI ACCESSORI PUb PROVOCARE SERIE COMPLICAZIONI. 

PER IL CONTENUTO DI CIASCUN PACCO STERILE, VEDERE CETICHElTA. 

DIS~OSITTIVO ~133~0 MONOUSO. lL CONTENUTD L STERILE ss lL PACCO C CHIUSO E NON 
DANNEGGIATO. NON RlSTERILlZZARE. 

A-KENZIONE: 
Non si modffll quest0 dttttivo. 

Lb0 di west0 wodon0 4 rxmsmth golamente ai medid oomtrs sscwdo le lore isbuzioni 
Quest0 catetei dew essere utitizzato e&usfvamsi+s da’ personele medico espefto in tewiche ang~ograliche, 
elattroflsiikgllhe ed imrasive di reoistrazfone e di stfmdazione intracoronarlca. 

Quest0 dis&.iUvo deve essere &to solo con apparecchlatura confomw alle norme intemazionatl di sicureua. 

L’anatamia individuale del paziente ed i metodi del medico pcesono esigere variazionl procedurali. 

Per ulteriori ragguagli circa I’uso del catetere per etettrofisiokgii e la tecnice impiegats negli studi dettrofisiolog’ki, 
riferirsi alla letteratura specifica sullkgomento e all’esperienza pratica. 

CONSERVARE IN LUOGO FRESCO E ASClUl-TO E AL RIPARO DELLA LUCE. 

MATERIALE NECESSARIO PER UN LABORATORlO Dl ELElTROFiS!OLOGlA 
1. Fluoroscopio 

2. Stimolalore programmabile 

3. Registratore multiinale (velocit8 di sconimento delle carta: 50 mmkec - 200 mmkec) 

4. Equipaggiamento per rianimszione 

5. Elettro-cateted intracoronati . 

6. Kii di intrcduttori 

INDlCAZlONI D’USO 
I cateleri per elettrofisiologia DAIG possono essem usati neila valutazii dl adtmie di vari tipi. 

CONTROlNDlCAZlONI 
. Gli studi di etettrolis~otogiasonocontmindiceU iwsaodifwomeni acubche e&ran0 it nomwle statodel paziente 

(esempio. squlibd elettrofitid, wbemis scuta. intossicazione da farm&). 
. Nel case in cui le affezioni cardiache del p&ante abbtano Motto aribnia, rtsulter~ eetremamente difficile 

intenmpeds e rends piti elevalo il rischio di morta. 

RlSCHt DELLA CATETERI ZZAZIONE CARDIACA 
I r&hi dell’uso di catetere per aiettrofisiologia sono q&i specifii della cateterkzazione cardiaca; in 
generate: tromboembolia. perforazione cardka o infezioni eoc. Ciwione di fiirilfazions atriale. b tachicardia 
ventffcofare (VT) s la VF possono wstituire I rischi asso&i alts stimolazione elettdca. 

PROCEDURA DI POSlZiONAMENTO 
Seguwe la normale prccedura: 
. consenso del paziente 
. i pezienti a terapia antfatitmii devono essere monitorizzatl quando I’assunzione di farm& B discontinua 
. evftare trattamenti preprocedura ov* possibile. a%ch& non interferiscano am lo studii. 

NOTA: wars anesles~ locale (Lidxaina 0.5% o 1% serua Epinefrina), ware la piripiaok dose necessaria 
per evifare interfererze ekttmfis~iche. 

. La magpior parte dei cateteri per elettrofisiologia vengono positiati acceder& Qlla vena fernorals. 6 
frequente I’utilizzo dells tecnica di Seklinger per kcesso VWtOSO. 

. Posizimare il catetere per etettrofis~ 

. Registrars f’ekttrcgmmma 

NOTA: usare anficusgu/ar?fe cvrne suggerisce l’esperienza. 
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CATETER ELECTROklOLOGICO 

ver el cat6logc de productoa para obtener loa witneD de -In y IS dNcrlpcl6n del producto. 
EL USO INCORRECT0 DE EWE CATETER V ACCESOFHOS PUEDEN RESULTAR EN SERIAS 
COMPLlCAClONES. 

EN l-A EllGUETA DE CADA PAGUETE INDIVIDUAL ESTERIL SE YENCIONA EL CONTENIDO. 

mswsmvo mEmcg DESECHASLE DE UN SOLO uso. EL CONTENIM) ES ESTERIL SI EL PAGUETE ESTA 
CERRADO V SIN DANAR. NO VOLVEA A ESTERILIZAR. 

PRECAUCION: 
No aftwar este dispositivo. 

La utllizaddn del producto este permitida Pnicamente a km m&Iii o segtin SUB indkaciwws. 

Este disposftii d&e ser utflizada tinicamente par medicos cumpfetamertte entrenados an la tknii de attglograffa 
y ektmfisiafogfe y reglstro cardtacw y estimula&n. 

Este dispositivo ~610 deberA utilizarsa con equellos equipm que cumf&n km esterdares intemackwtafaa da 
seguridad. 

La anatomla individual da cada paciente y la teCnlca del r&dim fweden requerir varia&nes dei pmcedffto. 

Pare datalies especifiis en el us0 de cat&eras efectmfisii y de la.5 t&nicas empleadas en un astudio 
ekcmflsid6gico. el medico d&w4 referirsa a la lfteratwa medica y contar con entrenamfento y experiancia prktka. 

ALMACENAR EN UN LUGAR FRESCO, OSCURO v SECO. 

EGUIPO SUGERIDO PARA EL 
LABORATORIO GE ELECTROFISIOLOGIA 
1. Fluoroscopio. 

2. Estfmulador Programable. 

3. Registm Fisiiico Multicanal (vehxidad de papel de 50 mm pcf sagundo a 200 mm par segundo) 

4. Equip0 de resucitaci6n. 

5. Cat6terea de Elactrodos lntracardiicus 

6. Equipos de Introduccidn. 

WXCAClONES PARA SU US0 
Los Cat&ewe Electroffsio!+icus Daig pueden ser utiii en fe evafua& de una variedad de arritmias cmdlacas, 

CGNTRAlNmCACIONES 
* Estidios electrofisiol6gicos e&n contraindffs cuando factores agti hacen los resuftados nq 

represerttatiios del eslado USUQI dal padante (par aj. atwmalfdad electrdltff laquamie aguda a intoxica&n 
medffmentosa). 

* Cuandc Ias enfermedades cardiacas subyamntes dal p&ante hacen prababfe que las arrttmies indwklas ser6n 
extremadamenteditidlesdeteninarytie~unsltorissgodemuerte(porej.lnlartoagudoalmiocan#o,anglra 
inastable. inestabiliiad hemodm8mica). 

RIESGOS RELACIONADOS CON LA CATETERlZACtON CARMACA 
Los nesgos par el us0 de catkW3ras electmfisiol&tka incluyen aquellos rieegos rafacionados con la cateterizacf6n 
cmdiaca en general. tales coma tromboembolismo. pertoracti cardiaca, tamponada e infecci6n. La inducci6n de 
fibrffacf6n atrial, taquicardia ventricular (VT) raquiriendo cardfioversi&t. y N pwdert ser riasgos asodados con la 
estwnulaci6n elktrica. 

PROCEDfMIENlO DE COLOCACION DEL CATETER 
Sii fos procadimientos generales da labxatorio psra un man+ general del pa&m. 

Conserttimiento del pacwte 

Drogas entiarrftmicas - pacientes con arritmiaa que amenazan la vida deben astar monitoreados muy de cerca 
cuando se suspenden las drcgas antiarrltmicas. 

Premwlicacf6n - avitelo an lo posible debida a los afactos electrofisbf6gicos en el estudio. 

NOTA: Uff/ice enestesia local (0.5 porciento de Lidaaina 0 1 prciento sin Epfr~eftina). Utilice /a cL5sis 
necesaria m&3 peqth9fla pm evitar niveles sisthkws de Lidocaina con sus afeccionss efectrofisioh5gicas 
intrinsecas. 

La mayoria de los cet&eres electrofisiol6gicos son mlccados via la vena femoral. El accew venoso par la 
t&nlca de Seldinger es frecuentemente utilizada. 

Col6que el cat&er electrofisiol&ggicn 

f3egistre los electrogramas. 

NOTA: lftth snticoagulante iomo dzte 64 entrenamiento y/a experiencie. 
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LIMITED WARRANTY AND DISCLAIMER 

Daig Corporation (“Daig”) hereby warrants that if any Daig product fails 
to perform within normal tolerances for a patient due to a defect in 
materials or workmanship, Daig will provide, at no charge, a 
replacement Daig product for the patient’s use. Th,is limited warranty 
applies only if each of the following conditions are met. 

1. The product was packaged and labeled by Daig. 

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

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

4. The product was used before the “USE BEFORE” date marked on 
the packaging of the product. 

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

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

DAIG CORPORATION 
14901 DeVeau Place 
Minnetonka, MN 55345-2126 USA 

Tel: (800) 328-3873 
In MN, call: (612) 9334700 
FAX: (612) 933-0307 

ST. JUDE MEDICAL EUROPE, INC. 
Arianelaan 5 
1200 Brussels 
Belgium 

TEL: 32 2 774 68 11 
FAX: 32 2 772 83 84 

40916 REV. B 
01197 COPYRIGHT 1997 PRINTED IN U.S.A. 

DAIG, the stylized Supreme. and the stylized 0 are tradematis of Daig cwporation. 

Cf 
0044 

I 



, ; 

, 

@ AIG 
a St. Jude Medical Company 

RESPONSETM 

ELECTROPHYSIOLOGY CATHETER 
Instructions for use 

ELEKTROPHYSIOLOGIE-KATHETER 
Gebrauchsanweisung 

CATHETERS D’ELECTROPHYSIOLOGIE 
Mode d’emploi 

CATETERE PER ELETTROFISIOLOGIA 
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CATETER ELECTROFISIOLOGICO 
lnstrucciones de uso 

Patent Pending 

Patent angemeldet 

Brevet d6pos6 

Brevetto da rilasciare 

Patente pendiente 



RESPONSETU 
ELECTROPHYSIOLOGY CATHETER 

see Product Catsbg for Reorder Nmbars and pmdti dncrlptlon. 
MISUSE OF THIS CATHETER AND ACCESSORIES MAY RESULT IN SERIOUS COUPLlCATlONS. 

SEE INDIVIDUAL STERILE PACKAGE LABEL FOR CONTENTS. 

RESPONSE” 
ELEKTROPHYSIOLOGIE-KATHETER 

Boabllnummm und PraduktbasnMb4m~ ofnd I”I Katafog zu fiti. 

MkiSBRAUCH DIESES KATHETERS KANN SCHWERWIEGENDE KOMPLIKATIONEN VERURSACHEN. 

INHkLTBVEFZEKXMl S BEFIW StCH AUF MM AUFKLEBER DER STERICEN EINZELPACKUNG. 

: 

j : 

) 

S,,,QLE-USE DISPOSABLE MEDICAL DEVICE. CONTENTS ARE STERILE IF PACKAGE IS UNOPENED AND 
UNDAMAQED. DO NOT RESTERILKE. 

NISCHER EINMALGEB 
ZZAFFNET UND UNBESCH%T mu. NlCtiT RESTER~LISIEREN. 

UCliBARTlKEL DER INHALT IST STERIL, SO LANGE DIE VERPACKUNG ; j 

CAUTION: 
DO NOT alter flus device. 

Federal (U.S.A.) law restricts Ihts device 10 use by or 0” lhe order of a plQ&ia”. 

This device should only be used by physicians thOrWghiy trained In the technigue of angioQraphy and 
elsr.trop”ysiology and intracardiac racordi~ and stimulation. 

This device should only be used WlM quipmen that C0mplies Witn inlemtbnal Ssfely slanderd.5. 

lndivldual Datient anafomv and phvsfcian technique may reauire procedural variations. 

For specific details in the-use 0; &ctrophysiol& calheters and the techniques employed in an electrophyslokqy 
study, Iha physician should be referred to the m&cat literature and rely on training and practical experience. 

STORE IN A COOL, DARK, DRY PLACE. 

SUGGESTED AVAILABLE EGUIPMENT FOR 
THE ELECTROPHYSIOLOGV LABORATORY 
1. Fluoroscope. 

2. Programmable stimulator. 

3. Mullichannel Physiclogic Recor&r (50 mm per 68cond to 200 mm par second papar speeds) 

4. Resuscitation equipment. 

5. Intracardiic Electrode Calhaters. 

6. Introducer Kits. 

INMCATIONS FOR USE 
Dalg Electrophyslolcgy Catheters ca” be used i” & evaluation of a variety of cardiac anhymmias. 

CONTRAINDICATIONS 
. Electrophysiolcgy studies are contraIndicated when acute factors make the findings unrepresentative of ihe 

pabent’s usual stale (i.e. electrolyte abnormality. acute ischemia. and dNg toxw). 

. When the patient’s underlying cardiic disease makes it likely that Induced arrhythmias will be exlremely diffkxll 
lo terminate and carry a hiih risk of death (i.e. acute myocardial infarction, unstable angina. hemcdynamic 
Instability). 

RISKS RELATED TO CARDIAC CATHETERZATfON 
The risks of use of electrophysiolcgy calh%ters indude those risks related to cardiac c&hetarization in general. such 
as thromboembolism. cardiac perforation, tamponade. and infection. The induction of atrial fibrillation. veotrkxlar 
tachycardia (VT) reguirir!g cardiiversion, and VF can be risks associated with electdcal stimulation. 

CATHETER PLACEMENT PROCEDURE 
Fallow general laboratory procedure for general patient “~a”agemenl 

Patient informed cansant. 

Aniirrhylhmic drugs--patients with life thraatening arrhythmias should be dosaly manilared when 
antiairhythmic drugs are discontinued. 

Premrdicatl-void #possible due to electrwhvsiok& effects 0” the Study. .- - 
NOTE: U~al~anas~sie(LidocanaO.5percentor 1 parcantwithcxtlEpi~tirm)pinephrins). Usasmatt~Wnacassary 
dose 10 avoel svsremlc levsb of L&c&e with its atfa”dant atactrwhYstoWc affeds. 
MOSI alectrophysiokqjy catheters are placed via tha femoral vein. Venous acce5s by fha S&J@@ leclMque is 
often used. 

Place electrophysMlogy catheter. 

Record elactrograms. 

NOTE: Use antimagutant as training and axparfana may dictate. 

VORSICHT: 
Das Oar&I DARF NIGHT verA&M warden. 

Das Ger& dad nw ~00 einem Arzt c&r in se&-em A&rag benutzf w&en. 

DasGe~~BtdarlnurvonArzten(oderinderenAuftrag)benulzlwerden.dieelnegrijndlicheAusbildungIndenMeUloden 1 
der Aneiographia. def ElekfqhysMgie und intrakardiakm Aufzeichnung und Stimuliarung besifzen. 

Dieses Geti isf nur mit Eiirichhmgen zu verwenden die den internationalan Sicharheitsrvxmen anfsprechen. ( f 

lndivMuelle Analomie des Patienten und Bnwche Anwendungstachnfk kdnnen Variahrensvariationen notwendig 
machan. 

Fiir spezifische Eiielheifan in dar Anweridung vor! elektrophysidogischen K&h&r. und ifir die in elner 
&klrophys~sd’e” Urutemuchu”g anpewandte” Methoden. wird der Am auf dii medirinische Fachllteratur 
vemiesen und hat slch ati Auabddung und praklischa Erfahrung LU verfassen. 

KOHL, DUNKEL UND TROCKEN AUFBEWAHREN. 

E PFEHLUNQ FljR BERElTSTEHENDE GERATE 
F t R DAS ELBKTROPHYSl0LOGlSCHE LABOR 
1. FllJmskopis-Leuchtschirm 

2. PrQ$vammierbarer Sti”Iulator 

3. Mehrka”al-PhysiofogieAufz&h”er (50 MnlSakunde bls 200 mm/Sekunde Papiergeschwindiieif) 

4. WiederbalebungsgertIt 

5. Infmka”jMe Elaktrodankatheter 

6. Ei”firhrungsgar&t, S&e 

ANWENDUNGEN 
Daig Elektr~y&ogleXattMeatheter skuf in der lln(ew van verschiin kardii Arhythmien vemendbar. 

KONTRAfNDfKATIONEN 
. Elekiraphysk&gische U”tersu,chungan sind kontraindizleri. wenn die Ergebnisse durch akute Faktoren 90 

b&nlluSt warden, daR sic nicht repr&entativ ftir den Nm’malzustatvd das Patientan sind (d.h. elektrokardiie 
i 
: 

AbmmMAt. akute ld-drnii. und Arznei”Meltrxizitit). 

. Wenn dia bestehende kardiaHsche Kra”kheit des Patienten es wahrscheinlti machl, daB ausgel&te 
Amyttm+n BuSarM schwer zu beer&n sind und mit einer hohen Labensgefahr varbunden sind (d.h. aktie 
myckard& Infarzlarung, InstabIle Angina. h&rnodytxamhdw Inslabilit&t). ” . 

# 

MfT KARGIALEN KATfiETERfSfERUNGEN VERBUNDENE RfSlKEN z 
Zu den Anwemfungsrisiken fOr eleklrophy&@ische Katheter gehlken s&ha R&ken, dfa allgemein mif eimr 
kardialen~~eris~ngverbvndensind,wiez.S.Thmmboembolie,kardia~Pertoration.Tamp~ladeundInfektion. 
Die AuMurv~ vo” f&i&n F&nvcern. einer Kardioverskm Mendig matianden ventdku&ren Tachykardie (vr), 
undKammdhmmk6nnenmllatakW&w sximukww verbu”den sain. 

KATHETEREINSATZ-VERFAHREN 

,,. 

Normala l.atomlelhfJdan fir, allgemeine Patie”tenbstreuu”g beach&“. 
Pafeintanrustimmung einhoien 

Anliarhyihmische Medikamente - Patienten mff lebensbedrohe”d~ Arhythmien sind bei Entzug van 
Antiarhythmika sorglmig zu Obetwacfm”. 

Llgrti IN. 
r&&ikatto” - wenn “+glich vsrmeiden, weil eine elakirophy*doglsche Saeinflussur-q der Untersuchung 

ANWERKURG: LokalanBsfhesie ve”ve”den (Lide&” 0.5% c&r 1.0% ohne EphinBphrin Zur Vermatdwrg 
YM SySlemLdren Maqmn vOn LidOCBn, und den damif V&unde”e” eJektrcpttysiologi.schm Affe/&“, 
rltedrfosle M(rugndioe Dasls an-. 

Die meiswn elaldrophysio~i Katheter wardan dwch die Vera lemoralll oingefiihrt. Der Venenzugang 
wird hiiuflg nach der Saldinger-M&ode ausaefijhrt. 

ElaMr+~ - Icatheter anbdng%n. 
El&tmgremm aufzeichnen. 

ANYERKUNO: Antikoagdans vemendtm, wia es durch Ausbildung and Erfahrung angezaigf sein ka”” 

__ .._ . ,,_ , _ -_ _. -._.___ -.--. -- . . -,.. _.__.. 
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RESPONSETU 
CATHETERS D’ELECTROPHYSIOLOGIE 

Sa reporter .U catalogua pour obtenlr lea nos des r4Mrencas n4caaalns el la descrlptlon du prod&. 

LA MAUVAISE UTILISATION DE CE CATHETER ET DES ACCESSOlAES PEUT PROVOGllER DE GRAVES 
COMPLICATIONS. 

SE REPORTER A CETIGUETTE DES EMBALLAGES STERILES INDMDUELS POUR tNFORYATlON SUR 
LEUR CONTENU. 

MATERIEL MEMCAL A USAGE UNIQUE. LE CONTENU EST STERILE Sl CEMBAUAGE N’EST PAS OUVERT 
ET ENDOMYAGE. NE PAS RESTERILISER. 

AlTENTlONz 
NE PAS modifier cet Bquipement. 

Get 6quipemenf ne peut Btre utiliiB que par des mMns, w bten sous kur super&on. 

Ce mat&al ne peuf We utilis6 que par un m&?%cfn fornk3 aux techniques d’angfographie. &ectrophysiobgie. 
enragistrement et stimulatbn intra-cardlaque. 
Ce matMel ne doit Btre uiilis.6 qu’avec un 6quipement r&pondant aux nonnes de SecurlM intemationales. 

L’anatomie da I’individu et la technique employ&e par le mklecin peuvent Mcassiter des modifications dans la 
pmc4dure d’enlpki 

Pourdesd~hsspfus preds surI’utilisationdescath&ersdWectrophysiologieainsiquesurles techniiwsempby6es 
dans les Btudes Blectrophysiologiques, 18 m&de& paurra se r&rer aux maw& mediux ou s’appoyer sur 
rexp4rle”ce pratique. 
A CONSERVER DANS UN ENDROfT FRAIS ET SEC, A CABRf DE LA LUYIERE. 

EOUIPEYENT RECOYMANDE DANS UN 
LASORATOIRE D’ELECTROPHVSIOLOGIE 
1. Fluoroecop 

2. Stfmulateur programmable 

3. Enregistreur physiologique multicanal (vitesse de papier de 50mmk B 2oDmnVs) 

4. Equipement de r.+animation 

5. CatMers B &ctrodes intra-cardiaques 

6. Kll dintroducteur 

INDICATIONS 
Les catheters d’&ctrophysiilcgie DAiCi peuvent 6tre tAilis& pour 1’6valuatbn d’une grande varied d’anythmles 
cardlaques. 

CDNTRE-lNDlCATlONS 
* Les Btudes &ctrophysiologiques sont contre-indiqu6es quand des facteuo aigirs rendent les rksuitats non 

repr6aantatifs de I’Btat du patient (par exempb: ancxmaw Uact&yte. isd16mim aigiie, intoxication 
nl4dii”le”leuse. 

* Quand la maladie cardiaque prkum6e du patient fait cnurir un grand risque de d&&s en CBS d’arrythmle 
provoqu~e (par exemple: Infarctus du myocarde aigiie, angine Instable. lnstaMlit4 h&nodynamique). 

RISQUES LIES AU CATtiETERtSME CAROIAGUE 
Les risques dutiliition des catheters @&ctrophyslologke wmprennent les rfsques lies au cath&risme cardiaque 
ing&Mal. tel le thromboembolisme. la perforation cardiaque, la tamponads et Ies infections. LedWenchementd’une 
ftwillatbn auriculaire. la tachycwdie ventriculalre requ&ant cardlo version et la fibdllatbn ventriculaire sent des 
rfsques qui pewent r4sulter d.e la stimulation &ctr!que. 

PROCEDURE DE POSITIONNEMENT OU CATHETER 
Sulvre les pro&lures g&&ales des laboratoires pour la prise en charge g&kale des patients, 

* Consentement du patient apr& Information 
. Injection de produits anti-arrythmique. Les patients dont la vie est mena& par l’anythmie devrbnt Btre s&is 

de t&s p&s brsque I’ii de produits anythmique est enwe. 

* Pr&n&iition B Bviter si possible & cause des effels Blectrophysiologiques sur I’Btude. 

NOTE: Utiliser l’ane.sth&ie k-de (Lidocaine 0.5% Ou 1% sans Epinephrine). Utik?er les ties minima/es 
requises pow dvifer /es niveaux systdmiques de Lidccaine et ses effefs dlec~rc@iysiotogiques associds. 

. La plupari des catheters d’8lectrophysiolcgie Son1 placds par la wine fkorale. L’tis veineux selon la 
technique Seldingar est couramment Milk&e. 

. Placer le catheter 

. Enregistrer les &ectmgraphes 

NOTE Utiliser /es anlkwgulsnfs -me le mnfrem /a formation el /‘eq&kmce. 

RESPONSETU 
CATETERE PER ELElTROFlSlOLOGlA 

Vaf.bn II Cahbgo pmdottl per I numarl dl codice * h riamxklmm dd prodotto. 

CABUSO M GUEST0 CATETERE E OEGU ACCESSORI PUb PRGVOCARE SERlE COMPLICAZIONI. 

PER IL CONTENUTO DI ClASCUN PAW-0 STERILE, VEDERE CEtlCHEITA. 

DISPOSITIVO MEDICO MONOUSO. IL CONTENUTO & STERILE SE IL PACCO fk CHIUSO E NON 
DANNEGGlATO. NON RBTERILUZARE. 

ATTENZfONE: 
Non si modifchi quest0 disposnivo. 

Cuso dl quest0 pdotb 4 consm6to sdamenta ai medid oppure sewndc te bm istruzlonl. 

Quest0 catetere deve esaere utiliuato esclusivamente da personale medico esperfo in tecnfche angiografiche, 
elehWblogbhe ed Invasive di reglstrazione e dl stimolazione intracoronnrica. 

Questo dispasitivo deve essere usato solo con appare+xhiatura confonne alk mrme intemazbnaki di sicurezza. 

Canatomla individuele del paziente ed i metcdl del medico possono esigere variazioni procedurali. 

Per ulteriori ragguagli circa I’uso del cateIere per efettrofiswogia e la tecnka irnpiegata negli studi elettroflsiologicl. 
rifedrsl alla letteratwa specifica sull’argomento e alresperienza prstica. 

CONSERVARE IN LUOGO FRESCO E ASCIUlTO E AL RIPARO DELLA LUCE. 

MATERULE NECESSARN) PER UN LABORATORIO Dl ELEl-fROFlSlOLOGlA 
1. Fluorot~~+ 

2. Stimolatore programmatile 

3. Registratore tMtknale (vebci7& di scorrlmanto della carta: 50 mmkec - XXI mm/se@ 

4. Equipaggiamento per rianimazione 

5. Elettm-cateteri intracomnarld 

6. Uil di introduttori 

INDlCAZlONl D’USCi 
l cateterf per elettrofisblcgia DAIG possono essere usati nella valutazione di arftmie di varl tipi. 

C~NTRMWWCAZI~NI 
’ Gli studi di elettroflslologiesona controindicati In case di fenomeni a&i chs alteranoil normale stat0 del paziente 

(eaempb, squilibri elettrolftki, lsckmia acuta. lntossicaziine da fanacl). 
. Nel case in cuf le affezbni card&ha def pazlente abbiano indotto witmia. risulterb estremamente diffiie 

intenwnperla e reeds piir efevato il rlsdti di nwte. 

RfSCHl DELLA CATETERWZKINE CARDIACA 
l rischi dell’uso di catetere per elettrofisbbgii sonc quelli speciti dells c.atetad27.azbne cardiaca; in 
$3erWafez trOmboembolia. perforazbne cardiaca o fnfezloni act. L’lnduzione di fibrillaziine atdale. la tachicardia 
ventrkdars (VT) e la VF possono costkdre i r&hi associati alla stimolazff elettrica. 

PROCEOURA M POSIZKWAMENTO 
Seguire la normale procedura: 
. CMIsBnM) del pazlente 
. I pazfentf a terapla antiaritmii devono essere monftoriuati quando l’assuwione di farmaci B discantinua 

. evltare trattamanti pre-procedura eve possibile. affii non lnterfedscano mn lo studio. 

NOTA: USBIB anestesis locale (Lfdocaina 0.5% o 1% senza Epinefrna), usare la piti pfccvfa dose necessaria 
per evitsns interlere”xe eieft”JHsio~~. 

’ La maggbf patie dei catetefi per elettrofis’tiogia vengono posizicnati acceder& dalls vena femorale. c 
fraquente l’uil#z~o della temica dl S&finger per l’accesso ve~x)so. 

’ Posiziinare il catetere per eletirofWofogia 
. Aegistrare I’elettroqramma 

NOTA: mare entimagulante come su~rke ,‘es,wrienza. 

.  _ _ 
I -  ___ ___._.. 
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LIMITED WARRANTY AND DISCLAIMER 

Daig Corporation (“Daig”) hereby warrants that if any Daig product fails 
to perform within normal tolerances for a patient due to a defect in 
materials or workmanship, Daig will provide, at no charge, a 
replacement Daig product for the patient’s use. This limited warranty 
applies only if each of the following conditions are met. 

1. The product was packaged and labeled by Daig. 

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

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

4. The product was used before the “USE BEFORE” date marked on 
the packaging of the product. 

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

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

_ 

‘* 

‘, ,’ 

DAIG CORPORATION ST. JUDE MEDICAL EUROPE, INC. 
14991 DeVeau Place Arfanelaan 5 
Minnetonka, MN 55345-2126 USA 1200 Brussels 

TEL: (809) 328-3873 
In MN, call: (612) 933-4790 
FAX: (612) 933-0307 

Belgium 

TEL: 32277468 11 
FAX: 32 2 772 83 84 
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COPYRIGHT 1996 PRINTED IN U.S.A. 

DAIG, Response, and the stylized D are trademarks of Daig Corporation. 
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STEERABLE ELECTROPHYS~OL~GY CATHE’TER 
Instructions for use 

STEUERBARER ELEKTROPHYSIOLOGIE-KATHETER 
Gebrauchsanweisung 

CATHETER ORIENTABLE D’ELkCTROPHYSIOLOGIE 
Mode d’emploi 

CATETERE ORIENTABILE PER ELElTROFlSlOLOGlA 
lstruzioni per I’uso 

CATETER ELECTROFISIOLOGICO DIRECCIONAL 
lnstrucciones de uso 
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Lhmw~m 
STEERABLE ELECTROPHYSIOLOGY CATHETER 

Se Product Cat&g for Fkordsr Numb and product 
dmcrlptlon. 

. These instructions are general in nature. The physldan may 
wish tpdefar from thesemstnxtionsin light of personalclinical 
expenence. 

~~EAD:“S”UCllONS FOR USE PRIOR TO USE OF THIS 

SEE INIXVIDUAL STERILE PACKAGE LABEL FOR 
CONTENTS. 

SINGLE-USE DISPOSABLE MEDICAL DEVICE. CONTENTS 
ARE STERILE IF PACKAGE IS UNOPENED AND 
UNDAMAGED. DO NOT RESTERILIZB. 

CAUTlONz FEDERAL (U.S.A. LAW RESTRICTS THIS 
DEVICE TO IJBE BY OR ON d E ORDER OF A PHYSICIAN. 

DESCRIPlIDN 

The D&g Liwwtre” Steerable Electrophyslology Catheter is 
designed for usa In temporary intracardiac elactmxdk~raphii 
recording. mapptng, and/or padng. 

APPLICATION 

The Daig Livewire” StwraMe Electroph 
flexib!.s &cfmds catheter condruct d 

sl$y CmrrtiL: 

%e active insuktiorrlshaft and incorporates platinum etsctrodes. 
ma 

Z Jlhe catheter. 
be manipulated by remote means located at the proximal 

CAtJllONz 

. 

. 

. 

. 

. 

. 

. 

. 

. 

. 

. 

Do not alter this device. 

Inspect al components prior to use. 

Not recommended for long term padng. 

Unipdar resistancs should not exceed 50 ohms. 

Do not reuaa thls device. Thor0 
Y 

h deanin!~ of bid 
3 

ical 
and for 

“a 
n material is not possible. dverse patient rea Ons 

may rew from muss of this device. 

Use of this device should only extend to those physicians who 
are skilled in the techniaues of transvemus intracardiac 

Vascular and/or cardiac perforatlon ma occur d&i 
reslsmce is observed, DO NOT & RCE CA#f%R! 
withdraw catheter, correct ditflcuity. and rainssrt. 

This devics should only be used with equiprnant that Complies 
with international safety starMa&. 

Proper electrical functioning of this device requires that you 
handle the Livewire” StearaMe Electrophysidcgy Catheter 
with care. Stretching andlor kinking while wiping may result in 
damage. 

l Become thoroughly familiar with the operation of the 
proximally located hp deflection control handle. 

. STORE IN A COOL, DARK, DRY PLACE. 

CONTRAlNMCATlONS 

. This device is contraindicated for uss as an ablation catheter. 

SUGGESTED DIRECTIONS FOR USE 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

6. 

Use a Da’ Fast-Cath’ lntroducar to inseti the Livewire- 
Steerable lectrophyslology Catheter. 2 

.4w&&uw flwmsccpy when positioning the electrode 

To record intracardiac electrograms. mnned patient cable to 
catheter. Obsewe polarity of pmximal end connector pins of 
patient cable tin cannectfng to an ECG amplifier. 

To uas this devils for temporary padng, mnnect patient cable 
to catheter. Observe polarity of proximal end cofmector pins 
of patient cabte when axlnscttng to an external pulse 
generator or pacing systems analyzer. 

Use care to isolate any unused connector ins. This will 
reduce the chances of developing a.33 & ntal current 
pathways to the heart. 

To manipulate the tip portion of mis catheter, rotate the 
actuator control located in the handle at the proximal end of the 
catheter. 

Always use fluoroscopy when manipulating tip of catheter. 

Always straighten catheter tip before retnoting catheter from 
patient. 

’ 
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4kaa+p 
STEUERBARER ELEKTROPHYSIOLOGIE-KATHETER 

Bestellnummem und Produktbeschrelbung slnd lm Katefog 
N fkldfm. 

DIE GEBAAU HSANWEISUNG VOR VERWENDUNQ 
DIESES GER E TES LESEN. 

INHALTSVERZEICHNIS BEFlNDEl SIGH AUF DEM 
AUFKLEBER DER STERILEN EINZELPACKUNG. 

MEDlZfNISCHER ElNYALGEBRAUCHSARllKEL. DER 
INHAL 

d 
IS1 STERIL. SO LANG DIE VERPACKUNG 

UNGE FFNET UND 5 UNBESCH DIG1 IST. NIGHT 
RESJERILISIEREN. 

VORSlCHT: DAS GERAT DARF NUR VON EINEM ARZf 
ODER IN SEINEY AUtTRAG BENURT WERDEN. 

BESCHREIBUNG 

dk 
Der Daig~ehr~~;nteuer+re Elef;fph~;ioe-Karheter igr ftir 

m 
efektrokardfographischen k.r 

intrakardralen 
Aufze ““nge”. 

und’oder Sdvittmacherel~tzen vorgesehen. 
Kartierungen 

ANWENDUNG 

Der Datg t&wire” Steuerbare Elektrophysiol ie-Katheter 
beaIM eme Aexibte Elektrode. deren Scffaft mrf ,B olyurethan 
isoliert und mif Ptatin-Elektmden ausgeriistet ist. Die aktfve Spttse 
kann durch eine am proximalen Ende des Katfteters sltuierte 
Femsteuerung manlpufierf werden. 

VORBKXT: 

l Das G&d dart nlcht veranderf we&n. 

l Affe Bestandteile vor Gebrauch pr(lfen. 

k Nicht fin langzeitige Schrfttmachung efnsetzen. 

. Unipolarer Wcferstand sol1 nicht 50 Ohm iiberschreiten. 

. Dteses Garit nlcht wtedwvemenden. Griindtfche 
Remigung und Beseitigung van biofogischen und 
Fremdmaterialfen isf nicht m8glich. Unerwirnschte 
Patientenreaktionen konnen durch be Wiedewemendung 
dieses Gerates verursacht werden. 

. Die Anwendun dieses Gerles ist auf Arzfe zu beschranken. 
9 die in den echmkee der transverrdsan imrakardialen 

Untersuchungen temporaren Schnttmachung 
ausgebildet smd. 

l Vaskulare und/oder kardiale Perforation kann wahrend der 
Benutzu eintreten. Wenn Wcferstand fest estellt wird DIE 
BEWEG%G DES KATHETERS NICH$ ERZWIN&N. 
Katheter herausnehmen, Schwierigkeit aufheben und emeut 
einfuhren. 

l Polarftgt feststelien. 

. Patfentenisoiierte Gerate verwenden. 

l D&es Ger# ist nur mit Einnchtungen zu verwenden die den 
intematfwnalen Sicherheitsnormen entsprechen. 

l Zum richti 
sine 3” 

dektrischan Funktffnieren dieses GerPes ist 
sorg altfge Behandkmg des Livewire” Steuerbaren 

Elektmphysiologie-Katheters notwendig. 

l Diese Anwefsungen sind van affgemeiner Natur. Der Arzf kann 
sich auf Grundseiner 
Umst&fen entsch&en 

rsbnlichen klinischen Edahnmg unter 

abzuwelchen. 
van diesen Anweisungen 

l Werden Sie vollkommen vertraut mff dem Betneb des 
pmximal bafindlichen Spitzendeflexion-Steuergnffs. 

. KiiHL, DUNKEL UND TROCKEN AUFBEWAHREN. 

KONTRAINDIKATIONEN 

. Dieses Get% fst kontraindizie” fur die benutzung als 
Kathater-Ablation. 

HtNWElSE FirR ME ANWENDUNG 

1. ;;z,Qaig FastCath’-EinMhrer zur ,Einf(hwg des 
vemenden, Steuerbaren ElektrophysrologrcKatheters 

2. lmmer Fluoroskople bei der Positionferung des 
Elektmdenkatheters einsetzen. 

3. Zur Auheihnu”g intrakardtafer Elektrogramme. 
Patfentenkabel an den Katfwter anschlieSen. Beim 
Anschlffn an einen EKG-Verstarker 1st die Pdaritat der 
Verbindungssttfte am pmximalen Ende des Patfentenkabels 
zu baa&en. 

4. Bei Benutzung dfeses Gertltes zur tern r&en 
Schrfttmachung, Patfentenkabal an den P atheter 
anschfMen. Beim AnschlieSen an einen extemen 
Pulsgenerator oder Schrktrnachersystem-Analysator ist die 
Polaritat der Verb&fun sstfffe am pmximalen Ende des 
Patfentenkabels zu bea 61 ten. 

5. Unbenutzte Verbindu sstifte sind sorgfaltig zu isofiiren. 
Damit werden dim %gfffkeiten zur Entstehung van 
versehentfiihen Stmmpfeden sum Hem verrfngert. 

6. Zur Manipulation des S itzenteils dieses Katheters die im 
Gdff am pmximalen E! nde dreses Katheters bedndliche 
BetHfigungssteuerung rotieren. 

7. lmmer Ffuomskope bei der Manipulation der Katheterspitze 
benutzen. 

8. lmmer die Katheterspifze vor Abnahme des Katheten vom 
Patienten ausrfchten. 

:. 
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CATETERE ORIENTABILE PER ELElTROFlSlOLOGlA 

Vaders II catalogo pmdottl par I numarl dl codlw s la 
dssctizlons del prodotto. 

LEGGERE AlTENTAMENTE LE ISTRlJZlONl PRIMA 
DELL’USO. 

PER IL CONTENUTO DI CIASCUN PACCO STERILE, VEDERE 
L’ETlCHElTA. 

DlSWStTtVO MEDICO MDNOUSO. IL CONTENUTO Fk 
STERILE SE IL PACCO @ CHIUSO E NON DANNEGGIATO. 
NON RISTERILIZZARE. 

ATTENZIONE: CUSO Dl GUEST0 PRODOTTO lk 
CONSENlllO SOLAMENTE Al MEDICI OPPURE SECOND0 
LE LORO ISTRUZIONI. 

DESCRlZtONE 

It catetere orientabile Daig Livewire” per elettroftslotogia 6 
studiato per la registrazlcne elettrocardrograftca intracardIaca 
temporansa. II mappagglo e/o il padng. 

APPLlCtiNE 

isolante ed elettrodi incorporati In platino. La punta ortentabile pub 
essere manwrata da comandl postt atl’estremita prosslmale dei 
catetere. 

ATlENZlONE: 

Non si modiftchi quest0 dispositivo. 

Controltare tutti i componenti prima dell’uso. 

Non utillzzabite per procedure di pacing a lunge termin*. 

La reslstenza unipotare non dwrebbe easere superior* ai 56 
ohms. 

Non rtutllluers queslo dlsposltlvo. Non b possibile 
effettuare una completa pullzia del catetere da matenale 
biologko o attro. II riutrliizo dl questo disposittvo pub 
comportare diverse reazioni nel paziente. 

Cuso di questo disposttlvo a consentlto esdusivamente a 
personale medko asp&o in studi intracardiaci tranavenosi e 
kdng temporaneo. 

Un use improprio di quest0 prodono pud implicare il rtschio di 
perforazione vascolare e/o cardiaca. Se viene awertita 
resistenza. NON FORZARE. Ritirare il catetere. cormggere la 
posizrone e reinserire. 

Rilevare la polarit& 

Utiliuare i sistemi di isolamento dJ paziente. 

. Ouesto dispositivo deve essere usato solo con 
apparecchiatura confomte alle noK)rme intemazionali di 
scureua. 

. Per onenera un’ottimale prestazione del cat&era orientabile 
Daia Livewire” oer elettrofisiolwia B necessarto manicolario 
con”cura. Stim’mentl o pieganienti durante l’uso p&son0 
danneggiarto. 

l Seguim te istmzioni fomite in linea generate. Csspertenza 
indrchera poi come procedera nel case specifico. 

. Et;;;yare con il sistema di odantamento della punta dei 

. CONSERVARE IN LUOGO FRESCO E ASCfUt-fO E AL 
RIPARO DELLA LUCE. 

CONTROlNDlCAZlONl 

. Quest0 sistema a wntmindiito p+r essara utilizzato come 
catetere d’ablazione. 

SUGGERIYENTI PER CUSO 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

6. 

Utiliuam un intmduttore Daig Fast-Cath” 
tr inserim iI catetere ortentabile Daig Livewe” per dettm srokgra. 

Posizionare sempm il catetere sotto contmlto ftuoroscopko. 

Per registrare I’ECG intracardiaco. connettere il cave pazlente 
al catetere. Rilevam la poiarlta atfestramita pmssimale del 

Per usare questo dtsposithro per I* stlrnotazione temporsnea. 
collegare il cavopaziente al c&tare. Rilevare la potarita 
all’estmmita prosstmate del connettora con pin del 
cavopaztente se si collega con un generatored! impulsi 0 con 
analizzatom della timdazione. 

Isdare i pin inuttliuatl. Guesto eccorglmento ridurm le 
possibilita dt sviluppo di correnti accidentali dirette al cuore. 

Per Orkdare la P nta del catetere, n&are il disposltlvo dt 
controllo post0 ai astremrla pmssknale del catetem. 

Manovrare il catetere sempre 5060 controlto Ruoroscoplco. 

Porre sempre la punta in posizlone diritta quando si rimuove 
il catetere. 

. 
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L2eiM~T” 
CATETER ELECTROFlSlOLOGlCO DIRECCIONAL 

Ver ei catllogo de productos psra obtener tos nlimeros de 
referenda y la descrifxi6n del producto. 

LEA LAS INSTRUCCIONES DE US0 ANTES DE USAR ESTE 
DtSPOSmVO. 

EN LA EtlGUETA DE CADA PAQUETE INDIVIDUAL ESTERIL 
SE MENCIONA EL CONTENIDO. 

DlsPosmvo MEDICO DESECHABLE DE uN soL0 uso. EL 
CONTE@tDO ES ESTERIL SI EL PAQUETE ESTA CERRADO Y 
SIN DANAR. NO VOLVER A ESTERILRAR. 

PRECAUClON: LA UTtLtZACtON DEL PRODUCT0 ESTA 
PERMmDA UNlCAMEHTr A UN MEDtCO 0 SEGUN SUS 
INDICACIONES. 

El Cat&et Electrofisid6gico Direcdonal Daig Livewire” est& 
diseaado para u~lizarse en el registro temporal ,de 
~~~diirafia 8ntracardiaca. mapeo y/o de estlmuiaudn 

APLtCAClON 

El CatbIer Electrofisiobgico Diraccional Daig Livewire” es un 
cat&er flexible de eiactrodo constwido da aislador/tunda de 
poliuratano e i-a aiectr*s de platino. La punta activa 
puede ser manipulada por medlos remotos localizados en 81 
extreme proximal del CatbIer. 

No alterar este dispositivo. 

lnspeccione todos lx? cnmponentes antes de usarse. 

No se recomlenda para estimulaci6n cardiaca permanenta. 

La rasistencia unipolar no deix axceder de 50 ohms. 

No m-use cste dlspositivo. No as posible la limpieza 
completa de materia bioi6gica y cue&w exbafios. El ra-use 
de aste dispasitwo puede resultar en reaccbnes adverSaS 
para el paciente. 

El “so de este dispositivo deba ser extendido dnicamente a 
aquellos medicos que tengan destreza en las IeCnicas de 
estudio5 intracardiacas transvenosos y estlmulo cardiac0 
temporal. 

Perfofacidn vascular o cardiacs puede ocurrirdurante so “so. 
Si se obsewa rasistencia, NO FORCE EL CATETER. Saque 
el cat&er. corrifa la difuultad y reinsette. 

Observe la polandad. 

Utilke equip0 para aisiar al paciente. 

Este dispositivo s6lo deber6 utiiizarse con aqueilos equipos 
qua cumplan 10s estdndares lnternacionales de saguridad. 

. El funcionamiento eiectrtco adecuado de este dispositivo 
requiem que Ud. maneje ei Cat&r Electrofislol EO 
Direccionai Daig Livewire” con cuidado. Esiirado o torcer o al 7’ 
limpiarfo puade daiiarlo. 

l Estas instrucciones son de naturaieza enerai. El medico 
podria difetir de estas instruccionas basa ? 
clinka personal. 

o en su experiencia 

l Famiiiarlcese compietamente wn la operaci6n dei control de 
la punta de defleccidn proximal. 

. ALMACENAR EN UN LUGAR FRESCO, OSCURO Y SECO. 

CONTRAINDICACIONES 

. Este dispositivo es contraindicado para usarsa coma un 
catdter de abiad6n. 

INSTRUCCIONES SUGERIDAS PARA LA UTlLiZACtON 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

6. 

Utiike un introductor Daig Fast-Cath” eara insertar ei Cattier 
Eiectrofisid6gico Direccionai Livewire 

Utiike siempre fiuomscopla cuando poskbne ei cat&er de 
ebmcdo. 

Pam r 
de1 pa 2 

istrar electrcgramas intracardiacos. con&e ei cable 
ente al cat&r. Observe la polar&d del conector de 

agujas dai extreme proximal dei cable dei paciente cuaodo 
coned6 a on amplificador de ECG. 

Para utilizar este dispositivo en estimuiacMn cardiaca 
temporal. con&b el cable dei paciente al cat&w. Observe la 
pdaridad d-d conector de agulas del extreme proximal del 
cable del paciente wando conecte a un generador de pulse 
extemo o anaiizadcf de sistema da estimulaci6n. 

Tengacuidadodeaisiarcuaiquierccneztordea ujasqueest6 
sin usar. Esto raducid ias probabiiidades B desarmiiar 
trayectorias de corriente accidental al coraz6n. 

Para manipuiar la porc!& de la punta de este cat&er, gfra ei 
control de mando iocaiiiado en el mango en ei extramo 
proximal dei cat&r. 

Utilke siempre fiuoroscopia cuando manipule la punta &I 
cat&3r. 

Siempre endereca la punta dei catdter anles de removerio del 
paciente. 
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LIMITED WARRANTY AND DISCLAIMER 

Daig Corporation (“Daig”) hereby warrants that if any Daig product fails to perform within 
normal tolerances for a patient due to a defect in materials or workmanship, Daig will 
provide, at no charge, a replacement Daig product for the patients use. This limited 
warranty applies only if each of the following conditions are met. 

1. The product was packaged and labeled by Daig. 

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

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

4. The product was used before the “USE BEFORE” date marked on the packaging 
of the product. 

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

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

DAIG CORPORATION 
14901 OeVeau Place 
Minnetonka. MN 553452126 USA 

TEL: (800) 328-3873 
In MN, call: (612) 933-4700 
FAX: (612) 933-0307 

ST’. JUDE MEDICAL EUROPE, INC. 
Arfanelaan 5 
1200 Brussels 
Belgium 

TEL: 3227746811 
FAX: 32 2 772 83 84 

, 
. 

40789 REV. F 
12f96 COPYRIGHT 1996 PRINTED IN U.S.A. ; 

DAIG, Livewire, the stylized Livewire, Fast-Cath, and the stylized D 
are trademarks of Oaig Corporation. 

U.S. PATENT NOS. 5,395,32&I & 5,395,329 
CE 
0044 
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BIPOLAR PACING CATHETER 
Instructions for use 

. . .’ 7. 

i. 
i 

: i. 

BIFOLARER BCilR~ACHER-KAmf3ER 
Gekuchsanweis~~ 

: 4 .L 

.‘. 

CATHETER BIPOWRE DE STMULATION CARDIAQUE 
Modecfemploi : 

. : 

. . 
.: 

CATElERE BIPOLARE PER PACEMAKER 
lsbuzioni per I’uso 

CATETER BIPOLAR DE ESllMULAClON 

.. : ..~,. . . . . .: 
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LIMITED WARRANTY AND DISCLAIMER 

Daig Corporation (“Daig”) hereby warrants that if any Daig product fails to perform within 
normal tolerances for a patient due to a defect in materials or workmanship, Daig will 
provide, at no charge, a replacement Daig product for the patient’s use. This limited 
warranty applies only if each of the following conditions are met. 
1. The product was packaged and labeled by Daig. 
2. The failed product must be returned to Daig and becomes the property of Daig. 
3. The product has not been mishandled, reprocessed or altered in any way. 
4. The product was used before the “USE BEFORE” date marked on the packaging of 

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

DAIG CORPORATlON 
14901 DeVeau Place 
Minnetonka, MN 553452126 USA 

ST. JUDE MEDICAL EUROPE, INC. 
Arianelaan 5 
7200 Brussels 
Belaium 

40335 REV. K 
12J96 COPYRIGHT 1996 PRINTED IN U.S.A. 

f-G%qiq 
DAIG, PACEL, and the stylized D are trademarks of Daig Corporation. Cf 0044 
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PACELTM 

FLOW DIRECTED PACING CATHETER 
Instructions for use 

FLUSSGESTEUERTE SCHRITTMACHER-KATHETER 
Gebrauchsanweisung 

SONDE DE STIMULATION A BALLON 
Mode d’emploi 

CATETERE PER PACEMAKER A GUIDA PNEUMATICA 
lstruzioni per I’uso 

CATETER DE ESTIMULACION CARDIACA CONDUCIDO POR FLUJO 
lnstrucciones de uso 
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PACEL 
FLOW DIRECTED PACING CATHETER ---. 

SaFmduck~lor~Numbm -_ 

MISUSE OF THlS CATHETER AND ACCESSORIES MAY RESULT IN SERIOUS COYWCATlONS 
SEE INMVIDUAL STERILE PACKAGE LABEL FOR CONTENTS. 

SINGLEUSE DISPGSAl3CEUSQlCAL DEVICE. CONTENTS ARE STERILE IF PACKAGE Is UMOPENED AND 
UNDAMAGED. W NGV RESTERlLlZE. 

RECWUENDED COUlPMENT 
I. mpcormmum 

SIJGGESVW DIREC’fKJNS FOR USE 
1. 

2. 
3. 

4. 

5. 
6. 

7. 
a. 

BALLOON kUPTURE WITHIN THE CIRCUIATORV SVSTSY. AIR SWOULO NOT SE USED TO INFLATE 
SALLGON DUE To THE RISK OF AIR EYSGUSY IF THE BALLOON SHGULD RUPTURE. m NOT USE 
A LOUID PGR BALLGC+l INFLATlGN. 

1 
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LIMITED WARRANTY AND DISCLAIMER 

Daig Corporation (“Daig”) hereby warrants that if any Daig product fails to perform within normal 
tolerances for a patient due to a defect in materials or workmanship, Daig will provide, at no charge, 
a replacement Daig product for the patients use. This limited warranty applies only if each of the 
following conditions are met. 

1. The product was packaged and labeled by Daig. 

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

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

4. The product was used before the “USE BEFORE” date marked on the packaging of the product. 

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

Except as expressly provided by the limited warranty, DAIG MAKES NO WARRANTY, EXPRESS OR 
IMPLIED, INCLUDING, BUT NOTLIMITEDTO, ANY IMPLIED WARRANTY OF MERCHANTABILITY, 
OR FITNESS FOR A PARTICULAR PURPOSE. 

j DAIG CORPORATION 
i 

‘; - 
: 14901 DeVeau Place 
: Minnetonka, MN 55395-2126 USA 

: Tel: (800) 328-3873 
1 In MN, call: (612) 9334700 

FAX: (612) 933-0307 

48357 REV. H 
! --Oil97 

ST. JUDE MEDICAL EUROPE, INC. 
Arianelaan 5 
1200 Brussels 
Belgium 

TEL: 32 2 774 68 11 
FAX: 3227728384 

COPYRIGHT 1997 

DAIG, Pacel, and the stylized D are trademarks of Daig Corporation. 

PRINTED IN U.S.P 

CC 
0044 
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IMS DATA 

Each quarter IMS conducts audits of hospital purchases of medical devices 
and provides unit dollar market information. IMS is the standard in the 
medical device industry for determining market share. 

Enclosed is the IMS report that reflects data from the first quarter of 2000 
for electrophysiology catheters which includes the class of diagnostic non- 
lumen leads and ablation catheters. 

IMS Health first quarter 2000 class 1271 and partial 1303. 

Company Name Ql2000 Market Share % Units 
Daig 27.5 
EPT 25.8 

Cordis 24.4 
Bard 18.2 
Other 4.1 

Also enclosed is the IMS report for temporary pacing catheters class 1267 
and 1266. 

Other 
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