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|Is DES the Standard for
BTK Interventions?

‘ Pre Post-PTA Post-Stent
TPT-occlusion right leg — CLI



Short Lesion BTK DES

Summary of Single Center Results

Treatment Primary Limb

Pts | Les Patency % Salvage %
Bosiers PTA AN
CardiO\!asc Interv Radiol 2008 57 75 A‘OO/O @,y-vl 924 @ 6M
Bosiers
Eurolntlervention 2007 50 62 628 @1 893 @12M
Siablis Bare metal
J Endovasc Ther 2007 29 65 StentS 100 @12M
Rand
Cardiovasc Interv Radiol 2006 24 42 837 @ 6M 950 @ 6M
Commeau
Cardiovasc Interv Radiol 2006 30 62 97 @ 100 @ 77M
Siablis - :
J Elndovalsc Ther 2007 29 66 SI ro I I m u S DE 960 @ 12M
Scheinert
Eurolnter\llention 2006 30 30 100 @ 6M =




ACHILLES Trial

Randomized trial of Cypher Select DES vs. PTA in BTK (N=200 pts)

Log rank p =0.028
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Scheinert D et al J Am Coll Cardiol 2012; 60: 2290-2295



DESTINY Trial 12-month Outcomes

MultiLink Vision vs Xience V

Primary Patency Freedom from TLR

Bosiers M et al J Vasc Surg 2012; 55: 390-399



YUKON BTK

YUKON-BTK Trial

« 161 patients at 4 sites in Germany
* Primary patency 80.6% vs. 55.6% at 1 year
« MACE events (incl. TLR) lower at 3 years
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Rastan A et al. J Am Coll Cardiol 2012; 60 (7): 587-591



Meta-analysis of

A Target lesion revascularization

DES
Events Total

Control
Events Total Weight
27.6%
5.6%
27.4%
13.0%
26.3%

ACHILLES
BELOW
DESTINY
Falkowski et al.
YUKON-BTK
Total (95% Cl) 100.0%
Total events 26 7

Heterogeneity: Tau® = 0.06; Chi* = 4.69, df = 4 (P = 0.32); I* = 15%
Test for overall effect: Z =4.19 (P < 0.0001)

B Restenosis

DES Control
Events Total Events Total Weight
27.1%

8.2%
28.2%
11.6%
24.8%

Study or Subgrou
ACHILLES
BELOW
DESTINY
Falkowski et al.
YUKON-BTK

Total (95% CI)

Total events 50 133
Heterogeneity: Tau® = 0.14; Chi* = 6.48, df = 4 (P = 0.17); I* = 38%
Test for overall effect: Z = 5.02 (P < 0.00001)

100.0%

C Amputation

DES
Events Total

Control
Events Total
ACHILLES
BELOW
DESTINY
YUKON-BTK

10
74
82

28
66
79

Total (95% Cl) 246 258
Total events 16 36
Heterogeneity: Tau?* = 0.00; Chi* = 1.82, df = 3 (P = 0.61); = 0%

Test for overall effect: Z = 2.06 (P = 0.04)

Fusaro M et al JACC Cardiovasc Interv 2013; 6(12): 1284-1293

BTK DES Trials

Odds Ratio
M-H, Random, 95% CI

Odds Ratio
M-H, Random, 95% CI
0.56[0.22, 1.43]
0.41[0.04, 3.88]
0.21[0.08,0.53) +—*—
0.11[0.03, 0.45) &
0.40[0.15, 1.04]

<

0.31[0.18, 0.54]

0102 05 1 2 5 10
Favors DES Favors control

Odds Ratio Odds Ratio

M-H, Random, 95% CI M-H, Random, 95% Ci
0.40 [0.19, 0.84) —
0.12[0.02,068) &
0.30 [0.15, 0.61] —
0.06 [0.01,0.25) +——
0.30[0.13,067) — ®*——

~<Zi

0.25 [0.15, 0.43)
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Odds Ratio
M-H, Random, 95% CI

Odds Ratio
M-H, Random, 95% Cl
0.64 [0.28, 1.46]
0.63[0,11,361]

0.44 [0.04, 4.95]
019[0.04,093] =

-

0.50 [0.26, 0.97]
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Long-term Results of Cypher DES BTK

Retrospective single center study of 158 patients
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Time, mo 0 6 12 24 36 48
Patients at risk 106 90 60 37 21 12

Primary patency 97.0% at 6 months, 87.0%
at 12 months, and 83.8% at 60 months

M Werner et al J Endovasc Ther 2012; 19 (1): 12-19



Stentsys BTK-70 Trial

« 70 pts with Rutherford 1V-V CLI
« Paclitaxel eluting SES
* Mean lesion length 19.7 mm

Hydrogel
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Primary Patency

Bosiers M LINC 2015



Stentsys BTK-70 Trial

1 year patency rates
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PREVENT BTK Trial

* Promus Premier™ platform
* Prospective single arm study in 70 patients at 5 sites
« 12-mo primary patency 86.2%, TLR 7%

Primary Patency Freedom from Target Lesion Revascularization
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Cumulative Primary Patency Rate (%)

Time ( days ) Time ( days )
time baseline 1MFU 6MFU 12MFU
at risk 70 67 59 a6
% 100 98 96.8 CERY

Bosiers M LINC 2016



1-Year Primary Patency of BTK DES

Lesion Length
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Short Lesion BTK DES

DES treatment principle

LL<20mm

‘ PTA + DES

DES effect on
total treated area



DES for bail-out stenting in longer lesions
A1 1

Procedure

TERE
RPIAonly,  DES  BPiAGenly

"~~~ —— Follow-up

* Lesion length PTA 46.0 £50.0 mm
* Lesion length stents 25.5 £12.2 mm
* Primary patency (12-month angiographic) 30.0%

Siablis D et al J Vasc Intervent Radiol 2007; 18: 1351-1361



Bioabsorbable Magnesium Stent

Theoretical model
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INSIGHT Peripheral AMS Trial
6 Month Results

0 1 2 3 4 5 6  (months 4 5 6  (months
AMS %(n) 100 (73) 912 (58) 896 (54) 80.2 (32) AMS %(n) 100 (73) 985 (63) 845(525) 472(19.5)
-PTA%(n) 100 (75) 942 (54) 942(525) 881 (33)

Duplex Patency Angiographic Patency
PTA AMS
Number of Patients 57 60
Number of Lesions 75 74
Lesion Length (mm) 12.0+£5.0 10.6+4.9
Primary Patency QVA @ 6 M (%) 61.2 47.2
Limb Salvage QVA @ 6 M (%) 92.4 87.6

Bosiers M et al Cardiovasc Intervent Radiol 2009; 32:424—-435



Magmaris BIOSOLVE Il Trial
12 Month Results

123 patients with up to 2 de novo lesions
In 2 separate coronary arteries

Late lumen loss 0.27 mm

TLF rate 3.4%
No scaffold thrombosis at 12 months
Vasomotion present in 80% of patients at 6 and 12 months

Michael Haude EuroPCR 2016



ABSORB BTK DES

43 lesions with mean lesion length 19.2 &= 11.6 mm

Varcoe RL et al JACC Interv 2016; 9(16): 1721-1728



ABSORB BTK DES

ABSORB BVS BTK Trial

Survival (%)

~1CD-TLR

Primary Patency
+- CD TLR-censored
= Primary Patency-censored

N at risk

12 18
Time (months)
96.0 96.0 96,0

28 28 2.8
96.0 96.0 846
2.8 2.8 8.0

Primary patency 96% at 12 mo and 84.6% at 24 mo
TLR 4% at 12 and 24 mo.

Varcoe RL et al JACC Interv 2016; 9(16): 1721-1728




ABSORB BTK DES

Stent Thrombosis in ABSORB Il and AIDA Trials

o tctMD/the heart beat o tctMD/the heart beat
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Endovascular DES Conclusions

Short lesion DES with sirolimus and everolimus has been
proven to be superior to BMS in tibial-peroneal lesions.

There is currently no role for DES as bail-out for failed PTA
In long lesions until we have more scientific evidence of its
benefit.

The potential for a self-expanding DES for tibial-peroneal
applications is obvious (Stentsys SES)

Bioabsorbable DES has even more potential for
endovascular applications, but long term safety and
effectiveness need to be established.



