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Why Intravascular Radiotherapy 
A for Restenosis? LRi 

Restenosis - significant clinical challenge 
Average incidence 20-30% 

Simple lesions <15% 

Complex lesions >40% 

In-stent restenosis >50% incidence of 
restenosis 

No effective treatment for in-stent restenosis 

Elm ul 1 13 /-k N -r



I Thomas Thompson - GALILEO Customer Presentation wlFiU.pps

cetrn balo 6i an autoataic 

aftrlad *SU folwn 00uccessf6l 

coroary nteventon i paient wit in

r

Paae 3I
n



| I nomas I nompson - UALIL-U L;ustomer Presentation wne-u.pps Page 41

INHIBIT - Study Design 

Prospective, multicenter, blinded, randomized 
trial 

Enrolled 332 patients with in-stent restenosis 

166 patients received Placebo 

166 patients received 32p 
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INHIBIT - Major Inclusion Criteria 

Patients over IS years with angina who had previously 
been stented 

In-stent restenosis > 50% (by visual estimate) 

Target lesion in native coronary vessel with reference 
diameter between 2.4 and 3.7 mm 

Length of PTCA/stented lesion < 47 mm 

Multivessel coronary intervention with one vessel 
receiving randomized treatment 

Single lesion, single vessel C-11 Ll I D IN N -F
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INHIBIT Study Endpoints 

Safety Endpoint 
9 month MACE (death, Ml, target 
lesion revascularization) 

Efficacy Endpoint 

9 month angiographic binary restenosis 
(greater than or equal to 50% diameter 
stenosis at follow-up angiography) 
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INHIBIT Clinical Trial Summary 

Trial Initiated August 14, 1998 

Enrollment Completion December 7, 1999 

Site Participation 24 worldwide (u.s., 
Europe, Asia, Australia) 

Principle Investigator Ron Waksman, MD 

Results Presented November 15, 2000 

G, L1 I Ej Ix Pi -F



, Thomas Thompson - UALILLU Customer Presentation wIFU.pps Page 8

r,



JL 1\1 Vf cl I IA El 

%BE %OZ HAI 411M 33VW 

%17S %8V 1111 4MM 33VW 

4uatufies 
%9v %6V SISAleuv sa;elf 

sisoualsoli Ajeuls 

UORISOd LUOPuel UO.I;!SOd 016U.IS 

A40leS POW-4SUOLUOCI IIIIIHNI

s5crMim u5newaseici J9WOlsnl,) ()=1-11-lvg - uosdwoui sewotj 1 i%fut:cj



I homas I nompson - (UALIL-U Lustomer Presentation WlI-U.pps Page 10



I Thomas Thompson - GALILEO _Customer Presentation wlI-U.pps Paae 11 i

INHIBIT Demonstrated Flexibility 

Single Tandem 

Position Position 

Dwell Time 4 min 8 min 

Lesion Length 13.6mm 22.9mm 

Injured Length 22.7mm 37.5mm 

Radiated Length 27mm 54mm 

Calculations represent averages E-:,' U-1 1 0 IN f\I -IF
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Centering Catheter Precision 

Facilitate centering and flow 

Stabilize position of Source 
Wire 

Protect Source Wire from 
blood contact 

Define treatment area using 
markers 

Short tip RX 

.01411 guide wire use 

7F guiding catheter use 

IT'S A GREAT TIME TO HE ALIVE-
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Source Wire Safety 

Solid-form, beta isotope 
(Phosphorus-32) sealed 
within distal tip 

.018 inch Nitinol hypotube 

Travels through dedicated, 
dead-end catheter lumen 

Re-usable 

G Ll 1 0 /x N-F 
IT'S A GREAT TIME TO BE ALIVE-



iI nomas I IhOmlson - GALIE autmrPeetto l~ n
LT. ZM"

Automated Source Delivery Unit 

Touch-screen operation 

_=n Software automates all 
dosimetry functions 

Automated Source Wire 
delivery and retraction 

Shields and stores the 
source wire 

Multiple safety features 
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