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ABSORB Il Study Design

501 subjects
Randomized 2:1 Absorb BVS:XIENCE / 46 sites (Europe and New Zealand)

6m 12m 294m 36m 60m

QoL follow-up I I I
Angio, IVUS follow-up

MSCT follow-up (Absorb arm only)*

Study Objective Randomized against XIENCE control. First Patient In: 28-Nov-2011

Vasomotion assessed by change in Mean Lumen Diameter between pre-

CE%-cil)ggiqr?trsy and post-nitrate at 3 years (superiority)

36 months Minimum Lumen Diameter (MLD) at 3 years post nitrate minus MLD
post procedure post nitrate (non-inferiority, reflex to superiority)
Up to 2 de novo lesions in different epicardial vessels

TR Planned overlapping allowed in lesions < 48 mm

Device Sizes Device diameters: 2.5, 3.0, 3.5 mm

Device lengths: 12 (3.5 mm diameter only), 18, 28 mm
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4-Year Patient Flowchart

Intent To Treat
N=501

311* and 154**
patients still in

the study but 5
missed 3 yr FUP

Absorb BVS XIENCE
N=335 Baseline N=166

2-year @
N=289

4-year N=139
(86%) ’ (84%)

ears patients with missing visits (MV) were confirmed as alive and well b

1 death
2 withdrawal

3 withdrawal
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1 death,

2 MV, 1 withdrawal
11 no consent ,-2
still in study but
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20 patients did not sign protocol amendment for 4 & 5 year follow-up @\ cardiovascular

Research Foundation




Device oriented Composite Endpoint (DOCE)/

Target Lesion Failure (TLF)
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BVS XIENCE
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Patient oriented Composite Endpoint (PoCE)/DMR

POCE / DMR per WHO (%)
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HR [95% CI]= 0.90 [0.61,1.33]
p=0.60 (Log rank test)
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Clinical Outcomes Non Hierarchical Events

3-4 years
Absorb
BVS XIENCE p value
N=335 N=166
Death* n(%) 2(0.7) 1(0.7) 1.0000

Cardiac  1(0.3) 1(0.7) 0.5408

Vascular  0(0.0) 0(0.0) 1.0000

Non-cardiovascular ~ 1(0.3) 0(0.0) 1.0000

Myocardial Infarction n(%) 1(0.3) 0(0.0) 1.0000
Q-wave  0(0.0) 0(0.0) 1.0000

Non Q-wave  1(0.3) 0(0.0) 1.0000

All Revascularization* n(%) 10(3.3) 1(0.7) 0.1142
AlITLR  2(0.7) 0(0.0) 1.0000

AllNTL-TVR ~ 4(1.3) 0(0.0) 0.3102

AIINTVR  6(2.0) 1(0.7) 0.4373

N\ ~—
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Definite/Probable Scaffold/Stent Thrombosis*

25 —
BVS XIENCE No stent/scaffold thrombosis between 3
HR [95% Cl]= NA [NA] and 4 years”
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Post-Procedure Usage of Antiplatelet
Medication through 4 years

Absorb o ENCE
BVS N=166 p value
N=335 -

On Aspirin (%)

atlyear 95.8 95.2 0.7473
at4years 84.4 81.3 0.3794

On DAPT (%)

at lyear 81.0 80.7 0.9357
at2years 28.6 28.9 0.9442
at3years 29.8 27.7 0.6254
at4years 25.9 21.1 0.2372
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Limitations

 The ABSORB Il study was not powered for clinical
endpoints

e Patients in the ABSORB Il Study were enrolled before
the current recommendations for scaffold
implantation
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Conclusions

 The Absorb scaffold polymer has been reported to be
completely bio-resorbed by 3 years. Between 3 and 4 years
follow up
— there were no ST events in the Absorb arm
— DOCE/TLF events were similar between Absorb and Xience

* In atrial which was not powered for clinical events, at 4 years
there were no statistically significant differences in the clinical
outcomes between the two arms:

— PoCE (all death, all Ml and all revascularization)
Absorb BVS: 23.6% vs XIENCE: 26.7%, p=0.47

— DoCE/TLF (cardiac death, TV-MI and TLR)
Absorb BVS: 11.5% vs XIENCE: 6.0%, p=0.06
* The exploratory observations presented in this report are
hypothesis generating and need to be confirmed in larger
randomized trials such as ABSORB Il and ABSORB |V
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