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1.0 DEVICE DESCRIPTION 

The Guidant MULTI-LINK VISIONTM RX Coronary Stent System and the Guidant MULTI-LINK 
VISIONTM OTW Coronary Stent System (Guidant MULTI-LINK VISIONTM Coronary Stent and RX or 
OTW Delivery System) include: 

. A pre-mounted L-605 cobalt chromium alloy (CoCr) stent. 

. Two radiopaque markers, located underneath the balloon, which fluoroscopically mark the working 
length of the balloon and the expanded stent length. 

. Two proximal Delivery System shaft markers (95 cm and 105 cm from the distal tip) that indicate 
the relative position of the Delivery System to the end of a brachial or femoral guiding catheter. 
Working catheter length is 143 cm. 

. For the Guidant MULTI-LINK VISIONTM RX Coronary Stent System only, a shaft color change 
denotes the guide wire exit notch. 

Table 1: Device Specifications 

Stent Inner Stent *Minimum Guiding **in vitro Stent 
Diameter Length Catheter Compatibility 

(ID) 
Nominal 

(mm) (mm) SF (0.056” / 1.42 mm) Pressure (atm) 

3.0 8, 12, 15, 1X,23,28 5F 9 

3.5 8, 12, 15, 18,23,28 5F 9 

4.0 8. 12, 15, 18. 23,28 5F 9 

Rated Burst 
Pressure - Stent Free 

RBP % Area 
(atm) 

16 87 ~- 
16 85 

16 87 

*See Individual manufacturer specifications for (F) equivalent. 
**Assure full deployment of the stent (see Clinician Use Information Deployment Procedure (9 5)). Deployment pressures should 
be based on lesion characteristics. 

2.0 HOW SUPPLIED 

Sterile. This device is sterilized with electron beam radiation. Non-pyrogenic. For one use only. Do not 
resterilize. Do not use if the package is open or damaged. 

Contents. One (1) Guidant MULTI-LINK VISIONTM RX Coronary Stent System or Guidant MULTI- 
LINK VISIONTM OTW Coronary Stent System, One (1) protective / regrooming sheath, One (1) flushing 
tool (for Guidant MULTI-LINK VISIONrM Rx Coronary Stent System) 

Storage. Store in a dry, dark, cool place. 

3.0 INDICATIONS 

The Guidant MULTI-LINK VISIONTM RX and Guidant MULTI-LINK VISIONTM OTW Coronary Stent 
Systems are indicated for improving coronary luminal diameter in the following (see Individualization 
of Treatment (8.1)): 

l Patients with symptomatic ischemic heart disease due to discrete de n~vo or restenotic native 
coronary artery lesions (length < 25 mm) with reference vessel diameters ranging from 3 .O mm to 4.0 
mm. 
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l Patients with symptomatic ischemic heart disease due to lesions in saphenous vein bypass grafts 
(length 5 25 mm) with reference vessel diameters ranging from 3.0 mm to 4.0 mm. 

l Restoring coronary flow in patients experiencing acute myocardial infarction, as confirmed by ST 
segment elevation or angiographic findings, who present within 12 hours of symptom onset with 
native coronary artery lesions of length 5 25 mm with a reference vessel diameter of 3.0 mm to 4.0 
mm. 

Outcome (beyond 9 months) for this permanent implant is unknown at present. 

4.0 CONTRAINDICATIONS 

The Guidant MULTI-LINK VISIONTM RX and Guidant MULTI-LINK VISIONTM OTW Coronary Stent 
Systems are contraindicated for use in: 

l Patients in whom anti-platelet and / or anti-coagulant therapy is contraindicated. 

l Patients judged to have a lesion that prevents complete inflation of an angioplasty balloon. 

5.0 WARNINGS AND PRECAUTIONS 
(see Individualization of Treatment (9.1)) 

WARNINGS 

l Judicious selection of patients is necessary since the use of this device carries the associated risk of 
subacute thrombosis, vascular complications and / or bleeding events. 

l Persons allergic to L-605 cobalt chromium alloy may suffer an allergic reaction to this implant. 

l Implantation of the stent should be performed only by physicians who have received appropriate 
training. 

l Stent placement should only be performed at hospitals where emergency coronary artery bypass 
graft surgery can be readily performed. 

. Subsequent restenosis may require repeat dilatation of the arterial segment containing the stent. The 
long-term outcome following repeat dilatation of endothelialized stents is unknown at present. 

l When multiple stents are required, stent materials should be of similar composition. Placing 
multiple stents of different metals in contact with each other may increase the potential for 
corrosion. The risk of in viva corrosion does not appear to increase based on in vitro corrosion tests 
using an L-605 CoCr alloy stent (Guidant MULTI-LINK VISIONTM Coronary Stent) in 
combination with a 3 16L stainless steel alloy stent (Guidant MULTI-LINK TETRATM Coronary 
Stent). 
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5.1 Stent Handling - Precautions 

For single use only. Do not resterilize or reuse. Note the product “Use By” date. 

Do not remove stent from its Delivery System as removal may damage the stent and / or lead to stent 
embolization. Stent system is intended to perform as a system. 

Delivery System should not be used in conjunction with other stents. 

Special care must be taken not to handle or in any way disrupt the stent on the balloon. This is most 
important during catheter removal from packaging, placement over guide wire and advancement through 
rotating hemostatic valve adapter and guiding catheter hub. 

Do not manipulate (e.g.,“roll”) the stent with your fingers, as this action may loosen the stent from the 
delivery balloon. 

Use only the appropriate balloon inflation media. Do not use air or any gaseous medium to inflate the 
balloon as this may cause uneven expansion and difficulty in deployment of the stent. 

5.2 Stent Placement - Precautions 

Do not prepare or pre-inflate Delivery System prior to stent deployment other than as directed. Use 
balloon purging technique described in Delivery System Preparation (9.3.2). 

Implanting a stent may lead to dissection of the vessel distal and / or proximal to the stent and may cause 
acute closure of the vessel requiring additional intervention (CABG, further dilatation, placement of 
additional stents, or other). 

When treating multiple lesions, the distal lesion should be initially stented, followed by stenting of the 
proximal lesion. Stenting in this order obviates the need to cross the proximal stent in placement of the 
distal stent and reduces the chances for dislodging the proximal stent. 

Do not expand the stent if it is not properly positioned in the vessel. (See Stent / System Removal - 
Precautions (5.3) 

Placement of a stent has the potential to compromise side branch patency. 

Do not exceed Rated Burst Pressure (RBP) as indicated on product label. Balloon pressures should 
be monitored during inflation. Use of pressures higher than specified on product label may result in a 
ruptured balloon with possible intimal damage and dissection. 

An unexpanded stent may be retracted into the guiding catheter one time only. Subsequent movement in 
and out through the distal end of the guiding catheter should not be performed as the stent may be 
damaged when retracting the undeployed stent back into the guiding catheter. Should any resistance be 
felt at any time during withdrawal of the Coronary Stent System, the entire system should be removed 
as a single unit. 

Stent retrieval methods (use of additional wires, snares and / or forceps) may result in additional trauma to 
the coronary vasculature and / or the vascular access site. Complications may include bleeding, hematoma 
or pseudoaneurysm. 
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5.3 Stent / System Removal - Precautions 

Should any resistance be felt at any time during either lesion access or removal of the Delivery System 
post-stem implantation, the entire system should be removed as a single unit. 

When removing the Delivery System as a single unit: 

. DO NOT retract the Delivery System into the guiding catheter. 

. Position the proximal balloon marker just distal to the tip of the guiding catheter. 

. Advance the guide wire into the coronary anatomy as far distally as safely possible. 

. Tighten the rotating hemostatic valve to secure the Delivery System to the guiding catheter; then 
remove the guiding catheter and Delivery System as a single unit. 

Failure to follow these steps and / or applying excessive force to the Delivery System can potentially 
result in loss or damage to the stent and / or Delivery System components. 

If it is necessary to retain guide wire position for subsequent artery / lesion access, leave the guide wire in 
place and remove all other system components. 

5.4 Post Implant - Precautions 

Care must be exercised when crossing a newly deployed stent with a coronary guide wire, balloon or 
Delivery System to avoid disrupting the stent geometry. 

5.4.1 MRI Statement 

The Guidant MULTI-LINK VISIONTM Coronary Stent has been shown to be MRI safe 
immediately following implantation at field strengths of 1.5 tesla or less, a maximum spatial 
gradient of 450 gauss/cm, gradient magnetic fields of 6.3 mT/m or less and a maximum whole 
body averaged specific absorption rate (SAR) of 1.2 W/kg for 15 minutes of MR imaging. MR 
imaging quality may be compromised if the area of interest is in the exact same area or relatively 
close to the position of the stent. 
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6.0 ADVERSE EVENTS 

6.1 Observed Adverse Events 

Observed adverse event experience for the Guidant MULTI-LINK VISIONTM Coronary Stent was 
obtained in the VISION Registry. See Section 7 - CLINICAL STUDIES for more complete descriptions 
of the study design and results. 

6.1.1 VISION Registry - tie nova Lesions 

The VISION Registry was a multi-center, non-randomized, prospective study conducted to assess the 
safety and efficacy of the Guidant MULTI-LINK VISIONTM RX Coronary Stent System in native de 
nova coronary artery lesions in 267 patients. The primary endpoint was target vessel failure (TVF) at 180 
days defined as a composite of death, Q-Wave Myocardial Infarction (QMI), Non-Q-Wave Myocardial 
Infarction (Non-QMI), Target Site Revascularization (TSR) or Target Vessel Revascularization (TVR) by 
Coronary Artery Bypass Graft (CABG) or Percutaneous Coronary Intervention (PCI). Secondary 
endpoints of MACE and in-hospital TVF at 270 days were also evaluated. These results were compared 
to results of the 202 de yzovo lesion patients treated with the Guidant MULTI-LINK RX TETRATM 
Coronary Stent System in the TETRA Registry. 

A total of 297 Guidant MULTI-LINK VISIONTM Coronary Stents were implanted in 267 patients. For the 
1 go-day time point, there were three (1.2%) deaths, two (0.8%) Q-Wave MIS, two (0.8%) Non Q-Wave 
MIS, 13 (5.0%) TSR by PCI, 0 (0.0%) TSR by CABG, one (0.4%) Subacute Thrombosis, three (1.2%) 
Cerebrovascular Accidents, six (2.3%) Serious Bleeding Events, and four (1.6%) Serious Vascular 
Events. 

There were two (0.8%) device malfunctions reported in the VISION Registry: inability to cross the lesion 
on the first attempt and inaccurate stent placement. These two device malfunctions did not result in 
adverse events. There was one stent delivery failure that resulted in the stent being lost in the peripheral 
system. The patient suffered no adverse events and a subsequent Guidant MULTI-LINK VISIONTM 
Coronary Stent was successfully deployed. 

Table 2 summarizes the Principal Adverse Events of patients receiving the Guidant MULTI-LINK 
VISIONTM RX Coronary Stent System at 180 and 270 days, along with those receiving the Guidant 
MULTI-LINK TETRATM Coronary Stent System at 180 days. 
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Table 2: VISION Registry - Principal Adverse Events Through 180 & 270 Days 

MO-Day Comparison - de ylovo Registries 270-Day Data 

MULTI-LINK MULTI-LINK MULTI-LINK VISION 
VISION TETRA 

Complication (N = 267)’ (N = 202) (N = 267)’ 
4ny Adverse Event 13.2% [9.3%, 17.9%] (34) 20.9% [15.4%, 27.3%] (41) 20.5% [15.7%, 25 9%] (53) 

Early (In-Hospital) 1 5.0% [2.7%, 8.5%] (13) 7.9% [4.6%, 12.5%] (16) 5.0% [2.7%, 8 4%] (13) 
Out-of-Hospital 8.5% [5.4%, 12.6%] (22) 12.8% [X.4%, 1X.3%] (25) 15.8% [I 1.6%, 20 9%] (41) 

Death Total 1.2% [0.2%, 3.4%] (3) 0.5% [O.O%, 2.X%] (1) 1.2% [0.2%, 3.3%] (3) 

Early (In-Hospital) 0.4% [O.O%, 2.1%] (1) 0% [O.O%, 1.X%] (0) 0.4% [O.O%, 2.1%] (1) 
Out-of-Hospital 0.8% [O.l%, 2.X%] (2) 0.5% [O.O%, 2 S%] (1) 0.8% [O. 1%, 2.X%] (2) 

?MI Total 0.8% [O. 1%, 2.X%] (2) i 0% [O.O%, 1.9%] (0) 0.8% [0 l%, 2.X%] (2) 

Early (In-Hospital) 0.4% [O.O%, 2.1%] (1) / 0% [O.O%, 1.X%] (0) 0.4% [O.O%, 2.1%] (1) 

Out-of-Hospital 0.4% [O.O%, 2.1%] (I) 0% [O.O%, 1.9%] (0) 0.4% [O.O%, 2.1%] (1) 

qon-Q MI Total 0.8% [O.l%, 2.X%] (2) 2.6% [0.X%, S.9%] (5) 0.8% [O.l%, 2.X%] (2) 

Early (In-Hospital) 0.8% [O.l%, 2.X%] (2) 2.0% [0.5%, 5.0%] (4) 0.8% [O.l%, 2.X%] (2) 

Out-of-Hospital 0% [O.O%, 1 40/J (0) 0.5% [O.O%, 2.8%] (1) 0% [O.O%, 1 4%] (0) 

TSR CABG Total 0% [O.O%, 1.4%] (0) 1.0% [O. l%, 3 6%] (2) 0.4% [O.O%, 2 I%] (1) 

Early (In-Hospital) 0% [O.O%, 1 4%] (0) 0% [O.O%, 1 X%] (0) 0% [O.O%, 1 4%] (0) 
Out-of-Hospital 0% [O.O%, 1.4%] (0) 1.0% [0 l%, 3 6%] (2) 0.4% [O.O%, 2.1%] (1) 

TSR PC1 Total 5.0% [2.7%, X.5%] (13) 8.7% [5.1%, 13 5%] (17) 11.2% [7.6%, 15.7%] (29) 

Early (In-Hospital) 0.8% [O.l%, 2.X%] (2) 0% [O O%, 1 S%] (0) 0.8% [0 l%, 2.X%] (2) 
Out-of-Hospital 4.7% [2 4%, X.0%] (12) 8.7% [5.1%, 13.5%] (17) 10.8% [7.3%, 15.2%] (28) 

‘SAT Total 0.4% [O O%, 2.1%] (1) 0% [O O%, 1 9%] (0) 0.4% [O O%, 2.1%] (1) 

Early (In-Hospital) ’ 0.4% [O.O%, 2 1%] (1) 
! 
/ 0% [O.O%, 1 X%] (0) 0.4% [O.O%, 2 I%] (1) 

Out-of-Hospital 0% [O.O%, 1.4%] (0) 0% [O.O%, 1 9%] (0) 0% [O.O%, 1 4%] (0) 

‘Cerebrovascular Accident Total 1.2% [0.2%, 3.4%] (3) 0.5% [O.O%, 2.X%] (1) 1.2% [0.2%, 3.3%] (3) 

Early (In-Hospital) 0.4% [O.O%, 2.1%] (1) 0% [O.O%, 1 .X%] (0) 0.4% [O.O%, 2.1%] (1) 
Out-of-Hospital 0.8% [O.l%, 2 X%] (2) 0.5% [O.O%, 2.8%] (1) 0.8% [O.l%, 2.X%] (2) 

‘Bleeding Complications Total 2.3% [0.9%, 5 0%] (6) 3.1% [l.l%, 6 5%] (6) 2.7% [l.l%, 5.5%] (7) 
Early (In-Hospital) 0.8% [O.l%, 2 X%,1 (2) 3.0% [1 l%, 6 4%] (6) 0.8% [O l%, 2.X%] (2) 
Out-of-Hospital 1.6% [0.4%, 3.9%] (4) 0% [O.O%, 1.9%] (0) 1.9% [0.6%, 4.4%] (5) 

‘Vascular Comphcations Total 1.6% [0 4%, 3.9%] (4) 4.6% [2.1%,X.5%] (9) 1.9% [0.6%, 4.4%] (5) 

Early (In-Hospital) 1.2% [O 2%, 3.4%] (3) 3.0% [l.l%, 6.4%] (6) 1.2% [O 2%, 3.3%] (3) 

Out-of-Hospital 0.4% [O O%, 2.1%] (1) 1.5% [0.30/o, 4.4%] (3) 0.8% [O.l%, 2.X%] (2) 

kent Delivery Failure 0.4% [O.O%, 2.1%] (1) 0.5% [0 O%, 2.7%] (1) 0.4% [O.O%, 2.1%] (1) 

‘268 patients enrolled but patient 306-4002 is excluded due to VISION stent being implanted in S/G, so n = 267. 
. *Secondary endpoints were analyzed on per protocol evaluable patients. There were n = 258 patients available at the 180 

day f/u time point and there were n = 259 patients available at the 270 day f/u time point. 
. ANY Adverse event includes death, Q-Wave Ml: Non-Q-Wave MI, TSR CABG, TSR PCI, SAT, cerebrovascular accident, 

serious bleeding event, and serious vascular event. 
. Early (In-Hospital) refers to events during the hospitalization for stent placement. If the patient had a prolonged 

hospitalization, in-hospitalization was considered to be less than or equal to 7 days post-procedure. 
. In cases where a patient experienced both an in-hospital and an out-of-hospital event, they are counted once in each group, 

however they are counted only once in the total patients for that category. Hence, the sum of the in-hospital and out-of 
hospital rate may not equal the tot+ rate. 

. See Table 5 Footnotes for additional VISION Registry definitions. 
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6.1.2 REVIVE Study - Saphenous Vein Bypass Grafts 

Guidant MULTI-LINK DUETrM RX Coronary Stent System 
Based on equivalency in de nova lesions and the similarities in design and manufacture of the Guidant 
MULTI-LINK DUETTM Coronary Stent Systems, the following study data demonstrates suitability of the 
Guidant MULTI-LINK VISIONTM Coronary Stent System for use in saphenous vein bypass grafts. 

The REVIVE Study was a multi-center, non-randomized, prospective, consecutive enrollment study 
conducted in 22 US centers that included 160 patients with saphenous vein bypass graft lesions. The 
primary endpoint of Target Vessel Failure (TVF) at six months post-index procedure was defined as the 
composite of death, Q-Wave MI, Non-Q-Wave MI and revascularization by CABG or PTCA attributable 
to the target vessel. An independent Clinical Events Committee adjudicated all MACE. 

At 30 days post-procedure, death occurred in three (I -9%) patients, 12 patients suffered Non-Q-Wave MI 
(7.5%) and one patient experienced Q-Wave MI (0.6%). Two patients (1.3%) underwent CABG for TSR, 
and one (0.6%) underwent CABG for TVR. No patients experienced subacute (stent) thrombus. Bleeding 
complications occurred in four (2.5%) patients, four (2.5 %) had vascular complications and two (1.3%) 
of the patients experienced a CVA. 

The 180-day MACE rate of the REVIVE Study patients was 19.4% (n = 3 1). Evaluating the combined In- 
and Out-of-hospital events to 180 days post-procedure, there were five (3.1%) deaths, one (0.6%) Q- 
Wave MI and 17 (10.6%) patients experienced Non-Q-Wave MI. Six (3.8%) patients required CABG and 
12 (7.5%) underwent PTCA (18 total revascularization procedures; 11.3%). No patients experienced stent 
thrombosis, six (3.8%) had bleeding complications, five (3.1%) had vascular complications and three 
(1.9%) experienced a CVA. 

Table 3 summarizes the Principal Adverse Events of patients receiving the Guidant MULTI-LINK 
DUET’rM RX Coronary Stent System in saphenous vein bypass graft lesions (REVIVE Study) through 
180-day follow-up. 
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Table 3: REVIVE Study - Principal Adverse Events Through 180 Days 
percent [95% confidence interval] (number) 

Complication 

Any Adverse Event 
Early (In-Hospital) 
Out-of-Hospital 

Non-Q-Wave MI Total 
Early (In-Hospital) 
Out-of-Hospital 

Q-Wave MI 
Early (In-Hospital) 
Out-of-Hospital 

CABG Total 
Early (In-Hospital) 
Out-of-Hospital 

Stent Thrombosis Total 
Early (In-Hospital) 
Out-of-Hospital 

Death Total 
Early (In-Hospital) 
Out-of-Hospital 

Bleeding Complications 
Vascular Complications 
Cerebrovascular Accident 

Stent Delivery Failure 

DUET REVIVE Study - SVG 
(n = 160) 

26.3% [19.6%, 33.8%] (42) 
12.5% [7.8%, l&6%] (20) 

13.8% [8.8%, 20.1%] (22) 
10.6% [6.3%, 16.5%] (17) 

6.9% [3.5%, 12.0%] (11) 
3.8% [ 1.4%, 8.0%] (6) 
0.6% [O.O%, 3.4%] (1) 
0.0% [O.O%, 2.3%] (0) 
0.6% [O.O%, 3.4%] (1) 
3.8% [I .4%, 8.0%] (6) 
0.6% [O.O%, 3.4%] (1) 
2.5% [0.7%, 6.3%] (4) 
0.0% [O.O%, 2.3%] (0) 
O.O%~[O.O%, 2.3%] (0) 
0.0% [O.O%, 2.3%] (0) 
3.1% [l.O%, 7.1%] (5) 
0.6% [O.O%, 3.4%] (I) 
2.5% [0.7%, 6.3%] (4) 
3.8% [ 1.4%, S.O%] (6) 
3.1% [l.O%, 7.1%] (5) 
1.9% [0.4%, 5.4%] (3) 
2.8% [0.9%, 6.4%] (5)* 

DUET Study - de now 
(n = 270) 

12.6% [8.9%, 17.1%] (34) 
7.0% [4.3%, 10.8%] (19) 
5.5% [3.1%, 9.0%] (15) 
1.1% [0.2%, 3.2%] (3) 

0.7% [O.l%, 2.6%] (2) 
0.4% [O.O%, 2.0%] (1) 
1.1% [0.2%, 3.2%] (3) 

0.7% [O. l%, 2.6%] (2) 
0.4% [O.O%, 2.0%] (1) 
1.1% [0.2%, 3.2%] (3) 

0.0% [O.O%, 1.4%] (0) 
1.1% [0.2%, 3.2%] (3) 

1.1% [0.2%, 3.2%] (3) 

0.7% [O.l%, 2.6%](2) 
0.4% [O.O%, 2.0%] (1) 
0.4% [O.O%, 2.0%] (1) 
0.4% [O.O%, 2.0%] (1) 
0.0% [O.O%, 1.4%] (0) 
2.6% [I .O%, 5.3%] (7) 
4.8% [2.6%, S.l%] (13) 
0.4% [O.O%, 2.0%] (1) 

0.0% [O.O%, 1.4%] (0) 

The 95% confidence interval for one proportion was calculated using Exact Clopper-Pearson C.I. 
ANY Adverse event includes death, Q-Wave MI, Non-Q-Wave MI, emergent CABG, target lesion 
revascularization, stent thrombosis, bleeding complications, vascular complications, and CVA. 
Early (in-hospital) refers to events during the hospitalization for the initial stem placement. 
In cases where a patient experienced both an in-hospital and an out-of-hospital event, they are counted once in 
each group, however, they are counted only once in the event total. Hence, the sum of the in-hospital event rate 
and the out-of-hospital event rate may not equal the total event rate. 
See Table 6 Footnotes for additional REVIVE Study definitions. 

Per protocol, as many as two lesions per target vessel could be treated. Device success by QCA is calculated per 
lesion (n = 179). 

CONFIDENTIAL 
May not be reproduced outside Guidant without written permissron from Document Control. 



GUIDAN-I- PPL2040375 
REV. A 

Page 11 of 28 

6.1.3 CADILLAC Trial - Acute Myocardial Infarction 
Controlled Abciximab and JJeviceJnvestigation to Lower Late Angioplasty Complications 

Guidant MULTI-LINK@ and Guidant MULTI-LINK DUETTM Coronary Stent System 
Based on equivalency in de nova lesions and the similarities in design and manufacture of the Guidant 
MULTI-LINK DUETTM Coronary Stem Systems, the following study data demonstrates suitability of the 
Guidant MULTI-LINK VISIONTM Coronary Stent System for use in acute myocardial infarctions as 
defined below. 
The CADILLAC Trial was a prospective, randomized study to determine the comparative MACE rates 
(defined as the composite of death, disabling stroke, reinfarction and ischemia-driven revascularization by 
CABG or PTCA related to the target vessel), subacute thrombosis (SAT) and bleeding events. The study 
was conducted at 74 sites including the United States, Europe and South America. After satisfying 
clinical and angiographic criteria, 2,082 patients were randomized equally to one of four reperfusion 
strategies, which were PTCA alone, PTCA plus abciximab, stent alone or stent plus abciximab. 

Patients with clinical symptoms of acute MI (without cardiogenic shock) of at least 30 minutes in 
duration but no more than 12 hours were screened for eligibility. Angiographic confirmation was required 
to assure that the lesion was in a native coronary lesion, not previously stented, and visually estimated to 
be between 2.5 and 4.0 mm in diameter. Lesions had to be covered by no more than two stents, each of 
which was I 38 mm in length. 

Table 4 summarizes the Principal Adverse Events of the CADILLAC Trial at 180 days. 
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Table 4: CADILLAC Trial - Principal Adverse Events Through 180 days 
percent [95% confidence interval] (number/denominator) 

PTCA PTCA plus Abciximab Stent Stent plus Abciximab 
(u = 518) (u = 528) (II = 512) (n = 524) 

4ny Adverse Event 26.4% [22.7%, 3O.S%] (137) 22.3% [18.9%, 26.1%] (118) 18.6% [lS.3%, 22.2%] (95) 14.9% [ll 9%, l&2%] (78) 
Early (In-Hospital) 10.4% [7 9%, 13.4%] (54) 5.7% [3.9%, S.O%] (30) 10.2% [7.7%, 13.l%] (52) 5.5% [3.7%, 7.9%] (29) 
Out-of-Hospital 16.0% [13.0%, 19.S%] (83) 16.7% [13 6%, 20 1%] (88) 8.4% [6.1%, 1 l.l%] (43) 9.4% [7.0%, 12 2%] (49) 

4ny MACE 19.7% 216 4%, 23.4%] (102) 16.3% [l3.2%, I9 7%] (86) 11.3% [S 7%, 14.4%] (58) 10.1% [7.7%, 13 O%] (53) 
Early (In-Hospital) 6.0% [4 l%, 8.4%] (31) 2.7% [1.5%,4.4%] (14) 4.9% [3.2%, 7.1%] (25) 2.9% [1.6%, 4 7%] (15) 
Out-of-Hospital 13.7% [10.9%, 17.0%] (71) 13.6% [lO.S%, 16 9%] (72) 6.4% [4.S%, S.S%] (33) 7.3% [5 2%, 9.8%] (38) 

MI 1.7% [O.S%, 3.3%] (9) 2.7% [l.S%, 4.4%] (14) 1.6% [0.7%, 3.1%] (8) 2.1% [1.1%,3.7%] (11) 
Early (In-Hospital) 0.2% [O O%, l.l%] (1) 0.0% [O.O%, 0.7%] (0) 0.8% [0.2%, 2.0%] (4) 0.0% [O.O%, 0.7%] (0) 
Out-of-Hospital 1.5% [0.7%, 3.0%] (8) 2.7% [IS%, 4.4%] (14) 0.8% [0.20/o, 2.0%] (4) 2.1% [l l%, 3.7%] (11) 

lschemic TVR-CABG 3.1% [l.S%, 5 O%] (16) 3.0% [I .7%, 4 9%] (16) 2.7% [I .S%, 4.5%] (14) 1.5% [0.7%, 3.0%] (8) 
Early (In-Hospital) 1.5% [O 7%, 3.0%] (8) 0.6% [0 l%, 1 7%] (3) 1.2% [0.4%, 2 S%] (6) 0.6% [O.l%, I 7%] (3) 
Out-of-Hospital 1.5% [O 7%, 3.0%] (8) 2.5% [1.3%, 4.2%] (13) 1.6% [0.7%, 3.1%] (8) 1.0% [0.3%, 2 2%] (5) 

[schemic TVR-PTCA 12.0% [9.3%, 15 l%] (62) 10.6% [S I%, 13 6%] (56) 5.5% [3.7%, 7.8%] (28) 3.4% [2.0%, S.4%] (IS) 
Early (In-Hospital) 2.9% [1.6%,4.7%] (15) 0.9% [0.3%, 2.2%] (5) 1.8% [O.S%, 3.3%] (9) 0.4% [O.O%, 1.4%] (2) 
Out-of-Hospital 9.1% [6.7%, 11.9%] (47) 9.7% [7.3%, 12 5%] (51) 3.7% [2 2%, S.7%] (19) 3.1% [l.S%, 4.9%] (16) 

Subacute Thrombosis * 1.9% [0.9%, 3.5%] (10) 0.8% [0.2%, 1.9%] (4) 1.0% [0.3%, 2.3%] (5) 0.0% [O.O%, 0 7%] (0) 
Early (In-Hospital) 1.4% [0.5%, 2.8%] (7) 0.4% [O.O%, I .4%] (2) 1.0% [0.3%, 2.3%] (5) 0.0% [O.O%, 0.7%] (0) 
Out-of-Hospital 0.6% [O.l%, 1.7%] (3) 0.4% [O.O%, I 4%] (2) 0.0% [O.O%$ 0 7%] (0) 0.0% [O.O%, 0.7%] (0) 

Death 4.4% [2.8%, 6.6%] (23) 2.5% [1.3%, 4.2%] (13) 2.9% [I 6%, 4.8%] (IS) 4.2% [2.6%, 6.3%] (22) 
Early (In-Hospital) 1.5% [0.7%, 3.0%] (8) 1.1% [0 4%, 2.S%] (6) 2.0% [0.9%, 3.6%] (10) 1.9% [0.9%, 3.S%] (10) 
Out-of-Hospital 2.9% [1.6%, 4.7%] (15) 1.3% [0.5%, 2.7%] (7) 1.0% [0.3%, 2.3%] (5) 2.3% [I 2%, 4.0%] (12) 

Bleeding Complications * 3.1% [l S%, 5 0%] (16) 2.7% [I S%, 4.4%] (14) 4.5% [2.9%, 6 7%] (23) 3.2% [I 9%, S.l%] (17) 
Early (In-Hospital) 2.9% [1.6%, 4.7%] (15) 2.7% [l.S%, 4.4%] (14) 3.3% [1.9%, 5.3%] (17) 2.7% [l.S%, 4.4%] (14) 
Out-of-Hospital 0.2% [O.O%, l.l%] (I) 0.0% [O.O%, 0.7%] (0) 1.2% [0.4%, 2 5%] (6) 0.6% [O.l%, 1 7%] (3) 

Dtsabling Stroke (CVA) 0.2% [O,O%, l.l%] (1) 0.2% [O.O%, l.l%] (I) 0.4% [O O%, 1 4%] (2) 0.4% [O O%, 1.4%] (2) 
Early (In-Hospital) 0.0% [O.O%, 0.7%] (0) 0.0% [O.O%, 0.7%] (0) 0.2% [O O%> l.l%] (1) 0.0% [O O%, 0.7%] (0) 
Out-of-Hospital 0.2% [O.O%, 1 1%] (1) 0.2% [O O%, 1 I%] (1) 0.2% [O.O%, ].I%] (I) 0.4% [O.O%, 1.4%] (2) 

. Displayed are 95% exact Clopper-Pearson confidence intervals for one proportion. 

. Any Adverse Event counts are straight sums across the individual events. All other counts are patient counts, with patients 
counted only once at each level of summation. 

. ANY Adverse Event includes MI (Myocardial Infarction), ischemic TVR(Target Vessel Revascularization) - CABG 
(Coronary Artery Bypass Graph surgery) and PTCA (Percutaneous Transluiminal Coronary Angioplasty), subacute 
thrombosis, death, bleeding complication, and CVA (Cerebrovascular Accident / Disabling stroke). 

. CABG and PTCA are ischemic events at the target vessel, as defined in the study protocol. 

. Disabling stroke (CVA) is protocol-detined as an acute, new neurological deficit lasting > 24 hours affecting daily activities, 
or resulting in death. 

. Note that only the first occurrence of each event for each patient was recorded in the adjudicated dataset. As a result, only 
the first of each event is counted for each patient. 

. See Table 7 Footnotes for additional CADILLAC Trial definitions. 

* Counts for subacute thrombosis and bleeding complications are through 30 days. 
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6.2 Potential Adverse Events 

Adverse events may be associated with the use of a coronary stent in native coronary arteries: 
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Acute myocardial infarction 
Arrhythmias, including VF and VT 
Death 
Dissection 
Drug reactions to anti-platelet agents / contrast medium 
Emboli, distal (air, tissue or thrombotic emboli) 
Emergent Coronary Artery Bypass Surgery 
Hemorrhage, requiring transfusion 
Hypotension / Hypertension 
Infection and / or pain at insertion site 
Ischemia, Myocardial 
Perforation 
Pseudoaneurysm, Femoral 
Restenosis of stented segment 
Spasm 
Stent embolization 
Stent thrombosis / occlusion 
Stroke / cerebrovascular accident 
Total occlusion of coronary artery 

7.0 CLINICAL STUDIES 

7.1 VISION Registry - de nova Lesions 

Purpose: To assess the safety and efficacy of the Guidant MULTI-LINK VISIONTM RX Coronary Stent 
System in reducing target vessel failure in de vlovo native coronary artery lesions. 

Conclusions: In selected patients, the VISION Registry demonstrated the 1 SO-day and 270-day safety 
and efficacy of this stent for the treatment of patients with de ytovo lesions in native coronary arteries. 

Design: A prospective, non-randomized, multi-center, global (18 North American, 1 European and 3 
Asia-Pacific sites), consecutive enrollment study. Patients were at least 18 years of age, with angina or a 
positive functional study, undergoing elective, single de ylovo lesion treatment in a native coronary artery. 
Patients were required to have a target vessel with the following coronary angiographic features: major 
coronary artery or major branch with a visually estimated stenosis of 2 50% and < 1 OO%, a reference 
diameter visually estimated to be 2 3.0 mm and i 4.0 mm, and a lesion length visually estimated to be I 
25 mm. 

The primary endpoint for the VISION Registry was target vessel failure (TVF) at 180 days, defined as a 
composite of death, Q-Wave MI, Non-Q-Wave MI, TSR, or TVR by CABG or PCI. The primary 
endpoint was analyzed on an intent-to-treat basis defined as patients who had the investigational device 
introduced into the body (stent system advanced through distal end of the guiding catheter). Secondary 
endpoints, including but not limited to angiographic in-stent binary restenosis, TVF and MACE at 270 
days, were analyzed on a per-protocol evaluable basis defined as patients who had successful procedures 
and were available for follow-up. 
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All patients received the hospital’s standard anti-coagulant and anti-platelet regimen for coronary stent 
implantation. The ACT was monitored and recorded on source documentation during the procedure. The 
ACT was kept at a therapeutic level for percutaneous coronary interventions per the hospital standard. 

Demography: The total population consisted of 268 patients, but analysis was performed on 267 patients 
because one patient had the Guidant MULTI-LINK VISIONTM Coronary Stent implanted in an SVG. 
Baseline characteristics for the VISION Registry indicated 68.2% were male and ranged in age from 37 to 
91 years with an average age of 63.6 * 10.7 (mean It SD), 23.2% had diabetes requiring medication, 
61.4% had hypertension requiring medication, 23.6% were current smokers, and 63.7% had 
hyperlipidemia requiring medication. From a clinical perspective, the patient demographics were similar 
between the VISION and TETRA Registries. 

Methods: Clinical or telephone follow-up was collected in-hospital and at 14, 30, 180, 270 and 365 days. 
80.9% (2 16/267) of VISION Registry patients underwent angiographic follow-up at the 180-day clinical 
visit. Guidant personnel performed data monitoring. The angiographic core lab adjudicated 
revascularizations by PCI. An independent Clinical Events Committee adjudicated all other primary 
endpoints. 

Results: In the VISION Registry, the 180-day and 270-day TVF rates were 6.7% and 14.7% 
(respectively); in the TETRA Registry, the 180-day TVF rate was 12.8%. The representative sample of 
patients from the VISION Registry followed clinically for up to 9 months (270 days) demonstrates that 
the clinical outcomes achieved with the MULTI-LINK VISIONTM CSS are similar to those observed at 
180 days in the TETRA Registry. No unanticipated events that might affect the risk analysis were noted 
in the VISION Registry. Adverse event rates are presented in Table 2. 

Table 5 compares the principal effectiveness and safety results of patients treated in the VISION Registry 
at 180 and 270 days to those treated in the TETRA Registry at 180 days. 
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Table 5: VISION Registry - Principal Effectiveness and Safety Results Through 180 and 270 Days 
percent [95% confidence interval] (number/denominator), or mean 2 SD (range) (number) 

VISION Stent - 180 Days TETRA Stent - 180 Days 

a 

VISION Stent - 270 Days 

(n = 267) ’ (n = 202) (n = 267) ’ 

Effectiveness Measures 
Device Success by QCA 100% [98.6%, lOO.O%] 99.5% [97.3%, lOO.O%] 100% [98.6%, lOO.O%] 

(267/267) (20 11202) (267/267) 
Procedure Success by QCA 98.9% [96X%, 99.8%] 97.5% [94.3%, 99.2%] 98.9% [96.8%, 99.8%] 

(264/267) (1971202) (264/267) 
Binary Restenosis Rate 15.7% [11.2%, 21.3%] 23.6% ]17.5%, 30.6%] N/A 

Post-Procedure In-Stent 
(34/216) _ (41/174) 

4.9% k 9.2% (266) 5.7% f 8.4% (201) 
%DS {-20.1%, 31.9%) {-43.1%, 28.9%) N/A 

[3.8%, 6.0%] [4.6%, 6.9%j 
Follow-up In-Stent %DS 29.2% i 19.2% (216) 34.6%* 22.7% (173) 

{ -7.4%, 100%) { -9.2%, 98.0%) N/A 
[26.6%, 3 I .S%] [3 1.2%, 38.0%] 

Safety Measures 
in-Hospital MACE Rate 1.5% [0.4%, 3.8%] (41267) ’ 2.0% [0.5%, 5.0%] (4/202) 1.5% [0.4%, 3.8%] (41267) 
Out-of-hospital MACE Rate 5.0% [2.7%, 8.5%] (13/258) 10.2% [6.3%, 15.3%] (20/196) 11.6% [8.0%, l6.1%] (301259 
MACE Rate 6.2% [3.6%, 9.9%] (161258) 12.2% [8.0%, 17.70/d] (241196) 12.7% [8.9%, 17.4%] (33/259 
TVF Rate 6.7% [4.0%, 10.4%] (181267) j 12.8% [8.4%, 18.3%] (25/196) 14.7% [10.6%, 19.6%] 

(38/259) 
Survival 98.8% [96.6%, 99.8%] 99.5% [97.2%, lOO.O%] 98.8% [96.7%, 99.8%] 

(255/258) (195096) (256/259) 
TVF Free (KM) 92.9% 86.4% 85.5% 
Target Site 
Revascularization Free 94.8% 88.5% 88.4% 
(KM) 
Target Vessel 
Revascularization (not at 98.4% N/A 97.3% 
Target -- 
Subacute Thrombosis * 0.4% [O.O%, 2.1%] (l/258) 
Bleeding Complications 2.3% [0.9%, 5.0%] (6/258) 

Intervention (days) (267) .(267) - - 

. ’ 268 patients enrolled but one patient is excluded because the VISION stent was implanted in an SVG, so n = 267. 

. Primary endpoint (1 SO-day TVF) was analyzed on an intent-to-treat basis, n = 267. 

. 1 SO-day clinical data was available on 258 patients for the VISION Registry and 196 patients for the TETRA Registry. 

. 180-day angiographic data was available on 2 16 patients for the VISION Registry and 174 patients for the TETRA 
Registry. 

. Secondary endpoints were analyzed on per protocol evaluable patients. There were n = 258 patients available at the 180 
day f/u time point and there were n = 259 patients available at the 270 day f/u time point. 

. KM = Kaplan-Meier. 
* Subacute Thrombosis is based on 30 days. 

VISION Registry DeJinitions 
l QCA - Quantitative Coronary Angiography. 
. Device Success - Attainment of final result of < 50% residual stenosis of the target site using the designated treatment 

device. 
. Procedure Success - Attainment of final result of < 50% residual stenosis of the target site using the designated treatment 

device and any other adjunctive device, including additional stents, without death, emergent bypass surgery, or Q-Wave or 
Non-Q-Wave MI post procedure prior to hospital discharge. 

. Binary restenosis - 2 50% by QCA. 

. % DS - Percent diameter stenosis by QCA. 

. In-Hospital MACE - Any MACE occurring prior to hospital discharge. 
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Out-of-Hospital MACE - Any MACE occurring from hospital discharge through I SO-day clinical follow-up. 
Major Adverse Cardiac Event (MACE) - The composite of death, Q-Wave MI, Non-Q-Wave MI and Target Site 
Revascularization (TSR) by Coronary Artery Bypass Surgery (CABG) or Percutaneous Coronary Intervention (PCI). 
Target Vessel Failure (TVF) -The composite of death, Q-Wave MI, Non-Q-Wave MI, Target Site Revascularization 
(TSR) or Target Vessel Revascularization (TVR) by Coronary Artery Bypass Graft Surgery (CABG) or Percutaneous 
Coronary Intervention (PCI). 
Target Site Revascularization (TSR) - Repeat Percutaneous Coronary Intervention (PCI) or Coronary Artery Bypass 
Graft (CABG) surgery. 
Subacute Thrombosis (SAT) - Any cardiac death < 30 days. Any subacute (outside of cath lab) closure requiring 
revascularization of the target site < 30 days with presence of thrombus at the target site, any total closure indicated by 
Quantitative Coronary Angiography (QCA) < 30 days. 
Bleeding Complication - Blood loss necessitating a transfusion. 
Vascular Complication - Any hematoma > 5 cm, arteriovenous fistula, pseudoaneurysm, retroperitoneal bleed, peripheral 
nerve disorder or surgical repair. 
Q-Wave Myocardial Infarction (QMI) -The development of new abnormal Q-Waves not present on the patient’s 
baseline ECG - through blinded evaluation by the ECG Core Laboratory - in association with CK enzyme elevation of 
three times upper normal limit and presence of CK-MB. 
Non Q-Wave Myocardial Infraction (Non QMI) - CK enzyme elevations by more than three time the upper limit of 
normal and presence of CK-MB. 
CABG - Coronary Artery Bypass Graft surgery. 
PC1 - Percutaneous Coronary Intervention. 
Cerebrovascular Accident (CVA) - Acute, new neurologic deficit lasting > 24 hours affecting daily activities, or 
resulting in death, classified by a physician as a stroke. 
Stent Delivery Failure - Inability to deliver the stent to the intended target lesion. 

7.2 REVIVE Study - Saphenous Vein Bypass Grafts 
Guidant MULTI-LINK DUEFM Rx Coronary Stent System 

Based on equivalency in de ytovo lesions and the similarities in design and manufacture of the Guidant 
MULTI-LINK DUETTM Coronary Stent Systems, the following study data demonstrates suitability of the 
Guidant MULTI-LINK VISIONTM Coronary Stent System for use in saphenous vein bypass grafts, 

Purpose: To establish the safety and efficacy of stenting in saphenous vein bypass grafts (SVG). 

Conclusions: The primary endpoint of Target Vessel Failure (TVF) rate at six months post-procedure for 
the 162 intent-to-treat patients was 19.8%, which is similar to the TVF rate of 20.0% for the 160 
evaluable patients only. The upper CL of the TVF rate (25.6%) is less than 33%, therefore the alternative 
hypothesis would be accepted based on intent-to-treat patients. 

Design: A prospective, non-randomized, multi-center, consecutive enrollment registry conducted in 22 
US centers. The primary endpoint of TVF at six months post-index procedure was defined as the 
composite of death, Q-Wave MI, Non-Q-Wave MI and revascularization by CABG or PTCA attributable 
to the target vessel. 

All patients presented with angina or a positive functional study and had up to two treatable target lesions 
in the target graft. The target vessel reference diameter requirement was visual estimation of the vessel to 
be 2 3.0 mm and < 4.0 mm in diameter and < 35 mm in length. Patients were allowed to have an 
intervention to one of the other two major epicardial vessels with an FDA approved device or another 
bypass graft. 

All patients received the hospital’s standard anti-coagulant and anti-platelet regimen for coronary stent 
implantation. The ACT was monitored and recorded on source documentation during the procedure. The 
ACT was kept at a therapeutic level for percutaneous coronary interventions per the hospital standard. 
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Demography: The total population consisted of 162 patients, 160 of whom were evaluable; 82.5% were 
male ranging in age from 41 to 88 years with an average of 67.7 f 9.3 (mean i SD). Current cigarette use, 
diabetes, hypertension and hyperlipidemia requiring medication were 11.9%, 25.6%, 58.8% and 67.5% 
respectively. 

Methods: Using a specific monitoring regimen, data were collected at the index procedure, 2 weeks, 1 
month and 6 months post-index procedure. A Clinical Events Committee (CEC) adjudicated all TVF and 
major adverse cardiac event (MACE) endpoints. 

Results: The device success and procedure success rates for the Guidant MULTI-LINK DUETTM RX 
Coronary Stent System were 97.2% and 89.2%, respectively. No unanticipated events that might affect 
the risk analysis were noted in the REVIVE Study. Adverse event rates are presented in Table 3. 

Table 6 summarizes the principal effectiveness and safety results of patients treated in the REVIVE 
Study. 

Table 6: REVIVE Study - Principal Effectiveness and Safety Results Through 180 Days 
percent [95% confidence interval] (number/denominator), or mean it SD (range) (number) 

Guidant MULTI-LINK 
DUETTM SVG 

Guidant MULTI-LINK 
DUETrM de novo 

Effectiveness Measures 

Device Success by QCA * 
Clinical Procedure Success by QCA 
In-Stent % DS post procedure, mm 
Target Lesion Revascularization (TLR) 
Target Vessel Failure (TVF) 
Safety Measures 

In-Hospital Clinical Event (MACE) 
Out-of Hospital Clinical Event (MACE) 
Bleeding Complication Rate 
Vascular Event Rate 
Subacute Thrombosis 
MACE Rate at I80 days 

. 

97.2% [93.6%,99.1%](174/179) 100% [98.6%, lOO%] (2691269) 
89.2% [83.3%,93.6%](141/158) 98.1°h [95.7%, 99.4%] (264/269) 
9.2% i 8.8% {-16%,41%}(174) 9.7% 5 9.9% t-31.9%, 34.3%) (269) 

10.0% [.5.8%, 15.7%] (16/160) 8.1% [5.2%, 12.1%](22/270) 

20.0% [14.1%,27.0%](32/160) 9.6% [6.4%, 13.8%](26/270) 

8.1% [4.4%, 13.5%](13/160) 

11.9% [7.3%, 17.9%] (19060) 

3.8% [1.4%, 8.0%](6/160) 

3.1% [l.O%, 7.1%] (5/160) 
0.0% [0.0%,2.3%](0/160) 

19.4% [13.6%, 26.4%] (31/160) 
. . . . .- - 

1.9% [O-6%, 4.3%] (5/270) 
8.5% [5.5%, 12.5%](23/270) 

2.6% [1.0%,5.3%](7/270) 

4.8% [2.6%, 8.1%](13/270) 

1.1% [0.2%, 3.2%] (3/270) 
10.4% [7.0%, 14.6%] (28/270) 

Per protocol, as many as two lesions per target vessel could be treated. Device Success by QCA is calculated per lesion (n = 17Y). 

REVIF Study Definitions 
. Device Success - Attainment of final result < 50% (in-lesion) residual stenosis of the target site using Guidant MULTI- 

LINK@ Stent System alone (i.e., without the use of other types of stents or non-balloon devices). 
. Clinical Procedure Success - < 50% diameter stenosis using Guidant MULTI-LINK@ Stent System and no In-Hospital 

MACE (death, Q-Wave MI, Non-Q-Wave MI, emergent CABG, or repeat target lesion revascularization). 
. QCA - Quantitative Coronary Angiography. 
. % DS - Percent diameter stenosis by QCA. 
. Target Lesion Revascularization (TLR) - Repeat PTCA or CABG to the original site of intervention. 
. Target Vessel Failure (TVF) - The composite of acute and late-term major events of death, Q-Wave MI or Non-Q-Wave 

MI, CABG, and percutaneous transluminal coronary angioplasty (PTCA) attributable to the target vessel. 
. MACE - Major Adverse Cardiac Event: death, Q-Wave MI or Non-Q-Wave MI, CABG, or PTCA to the treated site. 
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. In-Hospital Clinical Event - Any MACE occurring prior to hospital discharge. 

. Out-of-Hospital Clinical Event - Any MACE occurring from hospital discharge through 180-day clinical follow-up. 
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Bleeding Complication - Blood loss necessitating a transfusion. 
Vascular Complication - Any hematoma > 5 cm, arteriovenous fistula, pseudoaneurysm, retroperitoneal bleed, peripheral 
nerve disorder or surgical repair. 
Non-Q-Wave MI -Non Q-Wave Myocardial Infarction, CK enzyme elevations by more than three time the upper limit of 
normal and presence of CK-MB. 
Q-Wave MI - Q-Wave Myocardial Infarction (The development of new abnormal Q-Waves not present on the patient’s 
baseline ECG - through blinded evaluation by the ECG Core Laboratory - in association with CK enzyme elevation of three 
times upper normat limit and presence of CK-MB.) 
CABG - Coronary Artery Bypass Graph surgery. 
Stent Thrombosis - Angiographic thrombus or subacute closure within the stented vessel, or any death not attributed to a 
non-cardiac cause in the absence of documented angiographic stent patency within the first 30 days. 
Cerebrovascular Accident / CVA - Acute, new neurologic deficit lasting > 24 hours affecting daily activities, or resulting in 
death, classified by a physician as a stoke. 
Stent Delivery Failure - Inability to deliver the stent to the intended target lesion. 

7.3 CADILLAC Trial - Acute Myocardial Infarction 
Guidant MULTI-LINK@ and Guidant MULTI-LINK DUE’VM Coronary Stent System 

Based on equivalency in de novo lesions and the similarities in design and manufacture of the Guidant 
MULTI-LINK DUETTM Coronary Stent Systems, the following study data demonstrates suitability of the 
Guidant MULTI-LINK VISIONTM Coronary Stent System for use in acute myocardial infarctions as 
defined below. 
Purpose: To compare the composite major adverse cardiac event (MACE) rates between reperfusion 
strategies as defined by four treatment arms: PTCA alone; PTCA plus abciximab; stent alone; stent plus 
abciximab. 

Conclusions: In a comparison between PTCA and the Guidant coronary stent in selected patients 
presenting with acute myocardial infarction (MI), the stent provided similar immediate clinical benefits 
and resulted in reduced MACE rates at 180 days. 

Design: A multi-center, prospective, randomized four-arm trial was conducted at 74 international sites: 
61 United States, 7 European, and 6 South America. Patients with clinical symptoms of acute MI (without 
cardiogenic shock) of at least 30 minutes in duration but no more than 12 hours were screened for 
eligibility. Diagnosis of acute MI required ST segment elevation or angiographic evidence of high-grade 
stenosis with wall motion abnormality. Patients who satisfied clinical eligibility criteria were enrolled if 
the lesion was in a native coronary artery that was not previously stented, and that was visually estimated 
to be between 2.5 and 4.0 mm in diameter. Lesions had to be covered by no more than two stents, each of 
which was 5 38 mm in length. 

Using a primary endpoint of 180 days, the MACE elements included death, disabling stroke, reinfarction, 
and ischemic Target Vessel Revascularization (TVR). Subacute Thrombosis (SAT) and bleeding 
complications were also compared. 

Demography: The total population consisted of 2,082 patients: 5 18 PTCA alone; 528 PTCA plus 
abciximab; 5 12 stent alone; 524 stent plus abciximab. Baseline characteristics were similar across all four 
treatment arms; factors evaluated included age (median 59.0 years); height (68”); weight (180 lbs); 
diabetes (17%); pre-existing hypertension (48%); hyperlipidemia (3 8%); history of smoking (69%), and 
gender (27% females). 
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Methods: Using a specific monitoring regimen, data were collected at the index procedure, 2 weeks, 30 
days, 6 months, 7 months (with a planned angiographic follow-up for a subset of patients), and 12 
months. The data were submitted to a data management group for review and identification of 
discrepancies. The angiographic core lab determined angiographic outcomes. A clinical events committee 
performed concurrent reviews and adjudicated all MACE. 

Results: The stent alone as compared to PTCA alone, and as compared to PTCA plus abciximab, proved 
to be statistically significant in reducing 180-day MACE rates, (I 1.3% vs. 19.7% p < 0.001, 11.3% vs. 
16.3%, p < 0.001). The survival rates between all four reperfusion strategies were statistically similar: 
stent alone (97.1%), stent plus abciximab (95.8%), PTCA alone (95.6%) and PTCA plus abciximab 
(97.5%) at 180 days. No unanticipated events that might affect the risk analysis were noted in the 
CADILLAC Trial. Adverse event rates are presented in Table 4. 

Table 7 summarizes the principal effectiveness and safety results of patients treated in the CADILLAC 
Trial at 180 days. Figure 1 provides the cumulative MACE rates to 365 days. 
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Table 7: CADILLAC Trial - Principal Effectiveness and Safety Results Through 180 Days 

Primary Endpoint First Comparison by Evaluating MACE 
The first comparison was one of superiority between stent alone and PTCA alone. The stent alone arm of the trial 
proved to be significantly superior to PTCA alone (11.3% vs. 19.7, p < 0.001). 

Primary Endpoint Second Comparison by Evaluating MACE 
The second comparison was a test of equivalency between stent alone and PTCA plus abciximab. The stent alone 
arm of the trial proved to be not only equivalent, but significantly superior to PTCA plus abciximab (11.3% vs. 
16.3%, p < 0.001). 

Ef!icacy Measures 
Lesion Success by QCA 

PTCA Alone 
(n = 518) 

93.1% (4611495) 

PTCA plus Abciximab Stent Alone Stent plus Abciximab 
(n = 528) (n = 512) (II = 524) 

I 
94.2% (483/5 13) 94.2% (4571485) 96.8% (4911507) 

Clinical Procedure Success by 
OCA 
Post Procedure MLD (mm), 
in-lesion / in-stent 
Mean rt SD N 

88.1% (436/495) 92.0% (4721513) 
I 

90.7% (4401485) 95.1% (4821507) 

2.24 i 0.50 (501) 
(0.40, 3.95) 

2.71 f 0.48 (507) 
(0.00,4 41) 

Range (min-%m&u) 
7-Month Follow up in-lesion / 
in-stent % DS 
Angiographic Subset Patients 
Mean f SD @I) 
7-Month Follow up in-lesion / 
m-stent bmary restenosis rate 
Angiographic Subset Patients 
TVR-free Through 6 months 
TVF-free Through 6 months 
Safetv Measures 

45.10 i 25.15 (144) 48.60 i 23.55 (163) 30.81* 18.87 (138) 32.44 i 19.63 (162) 
(-4.70,100.0) (3.30, 100.0) (-21.3, 100.0) (-28.5, 100.0) 

i34.7% (50/144) 44.8% (73063) 13.8% (191138) 17.9% (291162) 

83.8% (434/5 18) 85.6% (4521528) 91.4% (468/512) 94.5% (4951524) 
79.3% (41 l/518) 83.0% (4381528) 88.3% (45215 12) 89.5% (469/524) 

In-Hospital MACE Events / 6.0% (31/518) 1 2.7% (141528) 1 4.9% (2515 12) / 2.9% (15/524) 
Out of Hospital MACE Events 

I 
13.7% (711518) 13.6% (721528) 6.4% (33/5 12) 7.3% (381524) 

Through 1 SO Days 
Bleeding Complications ** 
Subacute Thrombosis ** 
Survival Through 30 Days 
Survival Through 1 SO Davs 

3.1% (16/518) 2.7% (14/528) 4.5% (2315 12) 3.2% (171524) 
1.9% (10/518) 0.8% (4/528) 1.0% (5/512) 0.0% (01524) 
97.5% (5051518) 98.9% (5221528) 97.9% (5011512) 97.3% (5101524) 
95.6% (49515 18) 97.5% 15 151528) 97.1% (49715121 95.8% 150215241 

MACE rate Through 180 Days * ( 19.7% (102/5lS) 1 16.3% (86/528) / 11,3% (581512) 1 10.1% (53/524) 
4.26 f 2.78 (4 18) 
(I .oo, 2S.00) 

3.80 i 2.51 (423) 
(1.00,23.00) 

3.74 * 2.43 (424) 4.33 f 3.58 (409) 
(1 .OO, 25.00) (0.00,39.00) 

8.10 f 4.63 (72) 8.03 i 5.28 (74) 8.01 f 4.65 (73) 8.52 f 6.06 (71) 
(2.00,22.00) (2.00,24.00) (3.00,20.00) (2.00,27.00) 

Length of Hospltaiization - US 
Sites (days) 
Mean i SD @I) 
Range (min-max) 
Length of Hospitalization - 
European Sites (days) 
Mean + SD (N) 
Range (min-max) 

CADILLAC Trial Definitions 
l QCA - Quantitative Coronary Angiography 
. Lesion success - Attainment of final result, < SO?/0 residual stenosis of the target site with TIMI 3 flow, using Guidant 

MULTI-LINK@ System or PTCA and any adjunctive device. 
. Clinical Procedure success - Lesion Success without death, emergency bypass surgery, repeat PTCA of the target vessel or 

re-infarction (QMI or non-QMI) within seven days of the procedure. 
. MLD - Minimal Lumen Diameter. 
. % DS -Percent diameter stenosis by QCA. 
. Binary restenosis - t 50% by quantitative coronary analysis. 
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Target Vessel Revascularization (TVR) - Bypass surgery or repeat angioplasty precipitated by an ischemic event (angina 
or a positive exercise test) (each event will be ad.judicated by the CEAC). 
Target Vessel Failure (TVF) - The composite of acute and late-term major events of death, Q-Wave MI or Non-Q-Wave 
MI, CABG, and Percutaneous Transluminal Coronary Angioplasty (PTCA) attributable to the target vessel. 
In-Hospital MACE -Any MACE occurring prior to hospital discharge. 
Out-of-Hospital MACE -Any MACE occurring from hospital discharge through 180-day clinical follow-up. 
MACE - death, repeat Myocardial Infarction (Q-Wave or Non-Q-Wave MI), ischemia-driven TVR including Coronary 
Artery Bypass surgery (CABG), Percutaneous Intervention (PTCA with or without stent) and non-fatal disabling stroke. 
Bleeding Complications - Blood loss necessitating a transfusion, may include a gastrointestinal (GI) bleed, and 
hemoglobin drop of > 5 g/d]) documented on the Hemorrhagic Event CRF. 
Subacute Thrombosis (SAT) -Any cardiac death < 30 days. Any subacute (outside of cath lab) closure requiring 
revascularization of the target site < 30 days with presence of thrombus at the target site, any total closure indicated by 
Quantitative Coronary Angiography (QCA) < 30 days. 
Disabling Stroke / CVA - Acute, new neurologic deficit lasting > 24 hours affecting daily activities, or resulting in death, 
classified by a physician as a stroke. 

* Primary Endpoint 
** Counts for subacute thrombosis and bleeding complications are through 30 days. 

Figure 1 Kaplan-M&r Curve of Time to MACE (to 365 days) 

- PTCA - PTCNAbciximab - Steni -_____.__-._------ - &X4 

30 @I 90 120 150 180 210 240 270 300 330 360 390 

Time After Initial Procedure (Days) 
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Treatment 
PTCA 

PTCA plus Abciximab 

Stent 

Stent plus Abclxlmab 

rests Between Groups 
Stent vs. PTCA 
Stent vs. PTCA plus Abciximab 

Time After Initial Procedure (days) 
Parameter 0 14 30 90 180 270 365 
# At Risk 518 505 5 478 467 431 398.5 386 

# Events 10 35 43 74 102 112 114 

% with Event 193 6.78 8.34 14.43 19.98 21.99 22.4 

% SEM 06 1.11 122 1 55 1.77 1.84 1.85 

#At Risk 528 525 508.5 497 457 431 414 

# Events 2 16 25 63 86 101 107 

% with Event 0.38 3.04 475 1203 16.46 19 37 20.54 

% SEM 027 0.75 0.93 1.42 1.62 173 1.77 

# At Risk 512 504.5 479 474 461 438 421.5 

# Events 5 27 29 39 58 71 73 

% with Event 0.98 529 5.69 7.68 11.48 1411 14.52 
% SEM 043 0.99 1 03 1.18 1.42 1.55 1.57 

# At Rtsk 524 523 505 5 496 475.5 461 4445 

# Events I 17 23 41 53 67 69 

% with Event 0.19 3.24 4.39 7.86 10.19 12.92 13 31 

% SEM 0.19 0.77 09 1.18 1.33 1.47 1.49 
Test Chi-Square Deg Frdm P-value 

Log-Rank 10.9987 1 0.0009 

Log-Rank 6.0671 1 0.0138 

8.0 PATIENT SELECTION AND TREATMENT 

8.1 Individualization of Treatment 

The risks and benefits described above should be considered for each patient before use of the Guidant 
MULTI-LINK VISIONTM RX or Guidant MULTI-LINK VISIONTM OTW Coronary Stent Systems. 
Patient selection factors to be assessed should include a judgment regarding risk of anti-platelet therapy. 

In de ylovo lesions in native coronary arteries, premorbid conditions that increase the risk of binary in- 
stent restenosis (diabetes mellitus and tobacco use) should be reviewed. The relationship of baseline and 
procedural variables to binary in-stent restenosis was examined. The univariate predictors of angiographic 
in-stent binary restenosis with p < 0.05 included post procedure in-stent Minimal Lumen Diameter 
(MLD), post procedure Reference Vessel Diameter (RVD) and pre-procedure RVD. Lesion length was 
close with a p value of 0.0954. The multivariate predictors of angiographic in-stent binary restenosis with 
p < 0.05 included post-procedure in-stent MLD. 

Thrombosis following stent implantation is affected by several baseline angiographic and procedural 
factors. These include vessel diameter less than 3.0 mm, intra-procedural thrombus, or poor distal runoff, 
dissection following stent implantation, and / or cessation of anti-platelet therapy (ticlopidine / ASA) 
within 30 days of stent implantation. In patients who have undergone coronary stenting, the persistence of 
a thrombus or dissection should be considered a marker for subsequent thrombotic occlusion. These 
patients should be monitored very carefully during the first month after stent implantation. 
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8.2 Use in Specific Patient Populations 

The safety and effectiveness of the Guidant MULTI-LINK VISIONTM Coronary Stent have not been 
established in: 

. Patients with unresolved vessel thrombus at the lesion site. 

. Patients with coronary artery reference vessel diameter < 3.0 mm. 

. Patients with lesions located in the left main coronary artery, ostial lesions or lesions located at a 
bifurcation. 

. Patients with diffuse disease or poor outflow distal to the identified lesions. 

. Patients with more than two overlapping stents due to risk of thrombosis and restenosis. 

The safety and effectiveness of using mechanical atherectomy devices (directional atherectomy catheters, 
rotational atherectomy catheters) or laser angioplasty catheters to treat in-stent stenosis have not been 
established. 

9.0 CLINICIAN USE INFORMATION 

9.1 Inspection Prior to Use 

Prior to using the Guidant MULTI-LINK VISIONTM RX or Guidant MULTI-LINK VISIONTM OTW 
Coronary Stent System, carefully remove the system from the package and inspect for bends, kinks, and 
other damage. Verify that the stent does not extend beyond the radiopaque balloon markers. Do not use if 
any defects are noted. 

9.2 Materials Required 

. Appropriate guiding catheter(s) 

. 2 - 3 syringes (I 0 to 20 cc) 

. 1,000 u/500 cc Heparinized Normal Saline (HepNS) 

. 0.0 14 inch (maximum) X 175 cm (minimum length) guide wire 

. Rotating hemostatic valve with 0.096 inch minimum inner diameter 

. 60% contrast diluted 1: 1 with normal saline 

. Inflation device 

. Three-way stopcock 

. Torque device 

. Guide wire introducer 

9.3 Preparation 

9.3.1 Guide Wire Lumen Flush 

1. Remove the protective cover from the tip. 
2. For use with the Guidant MULTI-LINK VISIONTM RX Coronary Stent System, flush the 

guide wire lumen with HepNS until fluid exits the guide wire exit notch. 

For use with the Guidant MULTI-LINK VISIONTM OTW Coronary Stent System, flush the 
guide wire lumen with HepNS until fluid exits the distal tip. 

CONFIDENTIAL 
May not be reproduced outside Guidant without written permission from Document Control. 



GUIDANT PPL2040375 
REV. A 

Page 24 of 28 

9.3.2 Delivery System Preparation 

1. Prepare an inflation device / syringe with diluted contrast medium. 
2. Attach an inflation device / syringe to stopcock; attach it to the inflation port. 
3. With the tip down, orient the Delivery System vertically. 
4. Open the stopcock to the Delivery System; pull negative for 30 seconds; release to neutral for 

contrast fill. 
5. Close the stopcock to the Delivery System; purge the inflation device / syringe of all air. 
6. Repeat steps 3 through 5 until all air is expelled. 

Note: If air is seen in the shaft, repeat Delivery System Preparation steps 3 through 5 to prevent 
uneven stent expansion. 

7. If a syringe was used, attach a prepared inflation device to the stopcock. 
8. Open the stopcock to the Delivery System. 
9. Leave on neutral. 

9.4 Delivery Procedure 

1. Prepare vascular access site according to standard practice. 
2. Pre-dilate the lesion with a PTCA catheter. (In saphenous vein bypass graft lesions, pre-dilatation 

may be performed at the discretion of the operator.) 
3, Maintain neutral pressure on inflation device. Open rotating hemostatic valve as widely as possible. 
4. Backload Delivery System onto proximal portion of guide wire while maintaining guide wire 

position across target lesion. 
5. Advance Delivery System over guide wire to target lesion. Utilize radiopaque balloon markers to 

position stent across lesion; perform angiography to confirm stent position. 

Note: Should any resistance be felt at any time during either lesion access or removal of Delivery 
System post-stent implantation, the entire system should be removed as a single unit. See Stent / 
System Removal - Precautions for specific Delivery System removal instructions. 

6. Tighten the rotating hemostatic valve. Stent is now ready to be deployed. 

CONFIDENTIAL 
May not be reproduced outside Guidant without written permission from Document Control. 



GUIDANT PPL2040375 
REV. A 

Page 25 of 28 

9.5 Deployment Procedure 

1. Caution: Refer to the product label and the compliance chart in 9.6 below for in vitro stent 
inner diameter, nominal pressure and RBP. Deploy stent slowly by pressurizing Delivery 
System in 2 atm increments, every 5 seconds, until stent is completely expanded. Maintain 
pressure for 30 seconds. If necessary, the Delivery System can be repressurized or further 
pressurized to assure complete apposition of the stent to the artery wall. Do not exceed 
RBP. 

FURTHER EXPANSION OF THE DEPLOYED STENT: 

If the deployed stent size is still inadequate with respect to reference vessel diameter, a 
larger balloon may be used to further expand the stent. If the initial angiographic 
appearance is sub-optimal, the stent may be further expanded using a low profile, high 
pressure, non-compliant balloon dilatation catheter. If this is required, the stented segment 
should be carefully recrossed with a prolapsed guide wire to avoid disrupting the stent 
geometry. Deployed stents should not be left under-dilated. 

Caution: Do not dilate the stent beyond the following limits. 

Nominal Stent Diameter Dilatation Limit 
3.0 mm 3.75 mm 
3.5 to 4.0 mm 4.5 mm 

2. Deflate balloon by pulling negative on inflation device for 30 seconds. 

9.6 In vitro Information 

*DO NOT EXCEED RBP. The Compliance Data are based on in vitro bench testing at 37°C. 
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9.7 Removal Procedure 

1. Ensure Delivery System is fully deflated. 
2. Fully open rotating hemostatic valve. 
3, While maintaining guide wire position and negative pressure on inflation device, withdraw 

Delivery System. 

Note: Should any resistance be felt at any time during either lesion access or removal of Delivery 
System post-stent implantation, the entire system should be removed as a single unit. See Gent / 
System RemovaZ - Precautions for specific Delivery System removal instructions. 

4. Tighten the rotating hemostatic valve. 
5. Repeat angiography to assess stented area. 

If post dilatation is necessary, ensure final stent diameter matches reference vessel diameter. 
ASSURE THAT THE STENT IS NOT UNDERDILATED. 

10.0 PATIENT INFORMATION 

In addition to this Instructions for Use booklet, the Guidant MULTI-LINK VISIONTM RX and Guidant 
MULTI-LINK VISIONTM OTW Coronary Stent System are packaged with additional patient specific 
information, which includes: 

. A Patient Implant Card that includes both patient and Guidant MULTI-LINK VISIONTM Coronary 
Stent specific information. All patients will be expected to keep this card in their possession at all 
times for procedure / stent identification. 

. A Patient’s Guide to Stent Implantation, which includes information on Guidant Corporation, the 
implant procedure, and the MULTI-LINK VISIONTM Coronary Stent System. 
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11 .O PATENTS 

This product and its use are protected by one or more of the following patents. United States, 
4,571,240; 4,573,470; 4,581,017; 4,582,181; 4,597,755; 4,616,653; 4,619,263; 4,638,805; 4,641,654; 
4,661,094; 4,664,113; 4,692,200; 4,748,982; 4,771,776; 4,771,777; 4,771,778; 4,775,371; 4,782,834; 
4,790,3 15; 4,793,350; 4,821,722; 4,877,03 1; 4,892,5 19; 4,938,220; 4,940,062; 4,964,409; 4,976,720; 
4,981,478; 4,998,917; 4,998,923; 5,002,532; 5,002,560; 5,003,989; 5,034,OOl; 5,040,548; 5,042,985; 
5,046,503; 5,061,273; 5,090,959; 5,135,535; 5,137,513; 5,154,725; 5,159,937; 5,176,661; 5,180,368; 
5,195,971; 5,234,002; 5,242,394; $242,396; 5,256,143; 5,263,963; 5,279,562; 5,290,230; 5,300,025; 
5,300,085; 5,316,706; 5,3 18,527; 5,324,259; 5,334,154; 5,342,621; 5,346,505; 5,348,537; 5,350,395; 
5,391,172; 5,397,305; 5,409,495; 5,411,476; 5,415,637; 5,421,955 Bl; 5,421,955; 5,423,755; 5,423,885; 
5,437,083; 5,441,515; 5,443,458; 5,443,500; 5,451,209; 5,451,233; 5,456,667; 5,458,605; 5,458,613; 
5,458,615; 5,476,505; 5,480,383; 5,496,275; 5,496,346; 5,498,240; 5,507,301; 5,507,768; 5,507,795; 
5,514,154; 5,516,336; 5,525,388; 5,533,968; 5,542,925; 5,546,646; 5,549,551; 5,549,554; 5,554,120; 
5,554,121; 5,556,413; 5,558,643; 5,565,523; 5,573,508; 5,573,509; 5,591,197; 5,593,434; 5,603,721; 
5,605,696; 5,607,444; 5,618,299; 5,629,077; 5,632,754; 5,632,840; 5,636,641; 5,637,089; 5,637,113; 
5,649,977; 5,681,346; 5,693,015; 5,695,506; 5,700,286; 5,707,385; 5,709,658; 5,725,549; 5,728,158; 
5,735,893; 5,743,875; 5,747,591; 5,749,888; 5,759,192; 5,769,868; 5,780,807; 5,782,855; 5,807,355; 
5,816,923; 5,830,181; 5,849,846; 5,868,706; 5,868,767; 5,891,090; 5,902,290; 5,931,819; 5,989,218; 
5,993,460; 6,013,054; 6,013,069; 6,013,728; 6,017,364; 6,019,777; 6,027,475; 6,036,707; 6,036,715; 
6,056,776; 6,059,748; 6,059,770; 6,06 1,588; 6,117,106; 6,126,634; 6,126,635; 6,129,707; 6,13 1,266; 
6,136,Oll; 6,139,525; 6,156,047; 6,165,152; 6,165,292; 6,179,810; 6,193,686; 6,206,852; 6,217,547; 
6,221,425; 6,224,803; 6,238,376; 6,248,092; 6,251,094; 6,273,911; 6,296,655; 6,299,595; 6,309,412; 
6,369,355; 6,419,693; 6,432,133; 6,482,166; 6,485,511; 6,488,655; 6,488,694; RE 33,166; RE 34,564. 
Other U.S. patents pending. Foreign patents issued and pending. 
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GUIDANT 

Guidant Corporation 
Santa Clara, CA 95054-2807 USA 
Temecula, CA 92591-4628 USA 

CUSTOMER SERVICE 

TEL: (800) 227-9902 
FAX: (800) 601-8874 
Outside USA TEL: (909) 914-4669 
Outside USA FAX: (909) 9 14-253 1 

GRAPHICAL SYMBOLS 
FOR MEDICAL DEVICE LABELING 

Manufacturer 

REF 
Calalogue Number 

F 
French Size 

PI 
Guiding Catheter 

c@l 
Consult Instructions For Use 

B # 
Contents (Numerai represents 
quantity of umts inside.) 

@ 
Do Not Reuse 

ISTERILE~R~ 
Sterilized Using Irradiation 

0 
Inner Diameter 

-u 
Outer Diameter 

04 
Stent Length 

r!l 
Date of Manufacture 

ii 
Use By 

pq 
Batch Code 

A 
Attention, See Instructions For Use 

0 2003, Guidant Corporation 
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This booklet is provided by Guidant Corporation’s, 
Vascular Intervention Group. For more 
information, visit www.guidant.com. 
The more you know about your condition and 
its treatment, the better. This brochure has been 
prepared to answer some of the questions you may 
have. As you read on, you might discover some 
issues that you would like to discuss in more detail. 
Don’t hesitate to take them up with your doctor 
or nurse - you’ll find a place in the back for your 
notes. 
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CORONARY ARTERY DISEASE 
Its Causes 
Coronary Artery Disease is caused by a build-up 
of fatty substances like cholesterol. Where they 
collect in the artery, the internal lining thickens, the 
‘artery narrows and blood flow slows. These fatty 
build-ups are sometimes called plaque or lesions. 

of the Artey 

Risk Fat tars 
Any of the following risk factors may increase 
your chances of developing Coronary Artery 
Disease: 
l Diabetes 
l Smoking 
l Stress 
l Obesity (being overweight) 
l High Blood Pressure 
l Relative with the Disease 
l Lack of Exercise 
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Its Effects 
Your heart is a muscle. To function efficiently, it 
needs a constant supply of oxygen and nutrient- 
rich blood. Two main arteries and a network of 
vessels covering the surface of the heart carry the 
blood supply. If these coronary arteries become 
partially blocked by fatty deposits, the heart does 
not receive enough oxygenated blood. And when 
physical or psychological stress creates a need 
for even more oxygen and nutrients, the heart 
muscle is unable to respond. This is the point 
at which you’re likely to experience angina or 
chest pain - and if the condition is not treated, 
a myocardial infarction or a heart attack could 
follow. 
Reaching a Diagnosis 
The Exercise Electrocardiogram 
One of the most common forms of diagnostic 
testing is the Exercise Electrocardiogram (ECG) or 
Stress Test. During closely controlled exercise, the 
changes of your heart’s electrical activity will be 
carefully monitored. If there are any abnormalities, 
your doctor may recommend further tests. 
The Coronary Angiogram 
Before a final decision regarding your diagnosis 
and I or treatment is made, you may be asked 
to undergo a Coronary Angiogram. A special 
dye / contrast material is injected into the coronary 
arteries and x-rays are taken. This procedure is 
performed under local anesthetic in a cardiac 
catheterization laboratory, which is a special room 
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in the hospital containing an x-ray machine to 
perform this type of procedure. The dye shows 
up on the x-rays, revealing the arteries and the 
presence of any narrowing and blockages. 

YOUR TREATMENT OPTIONS 
Once a diagnosis has been reached, your doctor 
will recommend the most appropriate form of 
treatment. Treatment options include medications, 
lifestyle changes, angioplasty with or without stem 
placement, and surgery. 
Angioplasty 
This opens blocked arteries. You may also hear it 
referred to as PTCA (percutaneous transluminal 
coronary angioplasty). It is performed under local 
anesthetic in a cardiac catheterization laboratory. A 
small puncture is made, usually in the groin or arm. 
A sheath is inserted into the opening and a guiding 
catheter is fed through the sheath into your artery. 
X-ray contrast is injected through the catheter so 
that your doctor can see your coronary arteries on 
a fluoroscope -- an x-ray machine with a monitor 
screen to view the arteries. 
1) The doctor guides a vascular catheter with a small 
balloon through a blood vessel to the narrowed 
section of the artery. By watching the progress of 
this catheter on the fluoroscope, the doctor is able 
to maneuver it into the blocked coronary artery. 2) 
When the balloon is inflated, it pushes out against the 
wall of the artery and compresses the plaque. 
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3) This makes the inside of the blood vessel larger 
and improves the blood flow. 

I) Catheter is advanced 
across lesion. 

2) Balloon on catheter 
is inflated. 

3) Result after FTCA 
procedure. 

The Stent Procedure 
Unfortunately, arterial fatty deposits have a 
tendency to rebuild over time. To reduce the 
chances of this happening, your doctor may 
recommend the placement of a coronary stent. It 
can be inserted during the same procedure as soon 
as the angioplasty has been completed. 
The Guidant MULTI-LINK VISIONT~~ Coronary 
Stent Family consists of small, latticed cobalt 
chromium tubes that are introduced into arteries 
via balloon catheters. 

-- Balloon Markers- 
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1) The doctor maneuvers the catheter of the stent 
system across the area of blockage and inflates 
the balloon. 2) This causes the stent to expand, 
pressing it against the artery wall. 
3) Once the balloon has been deflated and 
withdrawn, the stent stays in place permanently - 
holding the blood vessel open, improving the flow 
of blood and relieving the symptoms of coronary 
artery disease. 

1) Stent system is 
advanced across the 
lesion. 

2) Balloon on catheter 
is inflated. 

3) Stent remains in 
artery permanently. 

Know the Benefits & the Risks 
Talk to your physician about the benefits and 
the risks in this type of procedure. As with any 
invasive procedure, the likelihood of occurrences is 
dependent on many conditions that are specific to 
each patient. Use of this device carries risks such 
as: vascular complications and I or bleeding events, 
heart attack, chest pain, irregular heartbeat, death, 
a tear in the artery wall, a reaction to the contrast 
material or medication during the procedure, an 



obstruction of the artery (by air, tissue or blood 
clot), emergency bypass surgery, abnormal 
discharge of blood requiring a transfusion, low 
or high blood pressure, infection, decreased 
blood supply to the heart muscle, puncture of the 
coronary artery, an enlargement of the artery wall 
at the insertion site that gives the impression of 
an aneurysm due to a weakness of the artery wall, 
renarrowing, obstruction, or blood clotting of the 
area in which the stent is placed preventing or 
reducing the flow of blood to the heart, involuntary 
contraction of the artery, stroke, total blockage of 
the coronary artery. Your physician can help to 
explain these risks. 
Outcome (beyond 9 months) for this permanent 
implant is unknown at present. 
The Guidant MULTI-LINK VISIONTbl Stent is not 
intended for use in patients who cannot tolerate 
blood-thinning medications (also called anti- 
platelet or anti-coagulant therapy). 
Persons allergic to L-605 cobalt chromium (CoCr) 
alloy may suffer an allergic reaction to this 
implant. 
Stent placement should only be performed at 
hospitals where emergency coronary artery bypass 
graft surgery can be readily performed. 
Subsequent blockage of the artery with the stent 
may require repeat dilatation. The long-term 
outcome following repeat dilatation of stents is 
unknown at present. 
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When multiple stents are required, stent materials 
should be of similar composition. Placing multiple 
stents of different metals in contact with each other 
may increase the potential for corrosion. 

PREPARING FOR YOUR STENT 
In the days prior to your treatment, make sure you: 

Take all of your prescribed medicines 
Tell your doctor if you are taking any other 
medication 
Tell your doctor if, for any reason, you cannot 
take aspirin 
Make sure your doctor knows about any 
allergies you have 
Refrain from eating or drinking after midnight 
on the night before your treatment 
Follow all instructions given to you by your 
doctor or nurse 

You may be given a mild sedative to help you 
reiax, but you will not be put to sleep. There are 
two reasons for this. First, most people find they 
can cope quite well with any discomfort they 
experience. Secondly, your doctor may need to ask 
you to take a deep breath while x-rays are being 
taken to improve the quality of the pictures. 
The procedure usually lasts about 90 minutes, 
during which time your doctor will ask you to 
remain very still. For the most part, you will be 
comfortable - but you may feel some pressure 
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or chest pain when the balloon is inflated. This is 
normal and will quickly fade when the balloon is 
deflated again. 

MAKING A SWIFT RECOVERY 
Immediately after the procedure, you’ll be returned 
to a special observation unit, where your heart 
rhythm, blood pressure and puncture site will be 
monitored closely. 
During your stent implantation, you will have been 
given an anti-coagulant or blood thinner. Its effects 
will take a few hours to wear off. 
Once you are back in your room, you may be asked 
to drink lots of fluids to flush the contrast out of 
your system as quickly as possible. 
If you have a puncture site in your groin, you’ll 
have to stay in bed for several hours after the 
procedure, keeping the relevant leg straight and the 
insertion site immobile. 
You may need to stay in the hospital for 1 to 2 days 
and then you will be discharged into the care of 
your doctor. Make sure you contact your doctor 
or the hospital immediately if you experience any 
discomfort, pain or bleeding once you get home. 
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GETTING ON WITH LIFE 
To begin with, you will have to return for periodic 
check-ups. You may be asked to undergo a 
post-procedure exercise electrocardiogram or 
angiogram. Regular periodic check-ups will 
follow to monitor your progress - so please be 
sure to keep these appointments. Your doctor may 
also prescribe medication to assure a quick and 
healthy recovery. Be sure to follow your doctor’s 
instructions carefully and take all your medications 
according to his / her instructions. 
Provided you get into the habit of making healthy 
lifestyle choices, you should soon be fit enough to 
pick up where you left off. If you have had a stent 
implanted, it will not limit your activities in any 
way but you should consult your doctor before you 
do anything physically demanding. Tell any doctor 
that treats you that you have a coronary stent 
implant, and keep your stent impiant card with you 
at all times. 
If anything you have read has raised further 
questions regarding the procedure, now is the 
time to discuss them with your doctor. And please 
remember, many thousands of people who have 
undergone angioplasty and stent implantation are 
leading full, active lives as a result. 
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DEFINITION OF MEDICAL TERMS 
Angina - chest pain caused by an inadequate 
supply of blood to the heart 
Angioplasty - a procedure to open a blocked 
artery 
Anti-coagulant - a medication to prevent or slow 
blood clotting 
Atherosclerosis - an accumulation of fatty 
deposits in an artery 
Balloon - an inflatable device used for dilating the 
coronary artery 
Cardiac Catheterization Laboratory - area of 
the hospital where minimally invasive procedures 
like angiograms and angioplasty are performed 
Catheter - a tube through which fluids or objects 
can be introduced or removed from the body 
Coronary Arteries - of, relating to, or being the 
arteries of the heart 
Fluoroscope - an x-ray monitor that reveals the 
arteries of the heart 
Local Anesthetic - a substance used to numb the 
groin area 
Myocardial Infarction (MI) - an injury to the 
heart caused by lack of blood flow from a coronary 
artery to the heart muscle 
Percutaneous - performed through the skin 
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Stent - small metallic scaffold that is expanded in 
the artery to make a larger channel for improved 
blood flow; keeps the artery from collapsing 
Transluminal -through the inside opening of a 
vessel or artery 

NOTES: 
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CORONARY VASCULATURE 

& , Aortic Arch 

LMl 
Left Main Trunk 

l.AD 
Left Anterior 
Descending 

Lateral 

Diagonal 

Posterior 
Descending 
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FOR YOUR RECORDS 

It is recommended that you talk with your health 
care professional about stents and magnetic 
resonance imaging (MRI). Further information 
on MRI safety with cobalt chromium stents can be 
found in the Instructions fur Use accompanying 
the device, or by calling Customer Service at 
l-800-227-9902. 

Have yotr doctor or appropriate healthcare 
professional complete this section: 

Patient Name 

Date of lmplant 

Site of Implant 

Implanting Physician 

Hospital 

Address 

Telephone Number 

Primary Physician 

Product Part Number 

Product Lot Number 
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Guidant Corporation is a global leader in the 
advancement of medical technologies for the 
treatment of cardiovascular and vascular disease. 
Our devices help patients return to active and 
productive lives. To date, more than seven million 
patients worldwide have been treated with Guidant 
products. 

GUIDANT 
Guidant Corporation 
Santa Clara, CA 95054-2807 USA 
Temecula, CA 92591 USA 
Tel: 800-227-9902 
Fax: 909-914-2534 

Guidant NV / SA 
European Headquarters 
B- 1831 Diegem, Belgium 
Tel: 32-2-714-14-11 
Fax: 32-2-714-14-12 

0 2003, Guidant Corporation 
PPL2039629(3/27/03) 



P/ease carry this card at a/t times. 

Show it to any medical personnel who may be 
treating you. 

Stent Patient Implant Card 
Patient Name 

Implanting Physician’s Name 

Date of Birth 

Phone Number - 

Hosoital Name 

City/State Date of implant 
PLEASE CARRY YOUR CARD AT ALL TIMES. 

This pahenl may be recewng anti-plate@ lhwapy. Pleasa do not slop wlthwt wnsullabon The Guidard 
MULTI-LINK VlSlON Coronary Stent has been shown to be MRI safe mmwkdlely following ~mpbnlatioa al 
held strengths of 15 tesesla or lea a maxmum spahal gradwil 01450 gausslcm, gradient magnek lields 01 
6 3 ml/m M lass and a maxImum whole body averaged specilic abswphon rate (SAA) of 1 2 Wkg for 15 
mlnules 01 MR Iwnagmg. MR lmagmg qwlily may be comproowd If the afea 01 mtdest IS m the exacl same 
sea or telahvely close to ihe poslkw 01 the stem 

SfE 
Affix Product 
Label Here 

or complete: 

Pro&d Lot I 

Location of 
First Stent 

t ldentificz 
Affix Product 
Label Here 
or complete: 

Pi~lwcl Par1 I (AEF) 

Produd Lol i 

Location of 
Second Stent 

on Informa, 
Affix Product 
Label Here 
or complete: 

Affix Product 
Label Here 
or complete: 

PmduCl Parl f (REFI Product Part 4 (REFJ 

Produet Lot I 

Location of 
Third Stent 

Prodvc: Lol I 

Location of 
Fourth Stent 
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