See the Clinical Evidence
Behind RESILIA Tissue

COMMENCE aortic trial

The COMMENCE aortic clinical trial is a prospective, multicenter, single-arm IDE trial designed
to demonstrate the clinical performance and durability of surgical valves with RESILIA tissue

(® Study design

Patient demographics represent the re-consented long-term cohort
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Mean age Sex Risk Score NYHA
65.1+ 10.9 years 76.9% male 2.1+£2.1% Classification
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n=225 Completed 7-year follow up

n=195

(® COMMENCE aortic trial 7-year data'

(o) Probability event-free
9 9 o 3 o) Outcome at 7 years (%) (95% Cl)

Freedom from structural All-cause mortality 85.4%(82.2 - 88.7)
valve deterioration™

'SVD was adjudicated per Akins et al. 2008



5-year Analysis of the COMMENCE aortic trial
and PARTNER IIA trial SAVR cohorts

SAVR with RESILIA tissue exhibited significantly reduced SVD related HVD
compared with SAVR without RESILIA tissue?

20 COMMENCE —— PARTNERIIA trial Propensity matched,
aortic trial (SAVR cohort) SVD analysis of the 5-year
outcomes of subjects enrolled
. in the PARTNER IIA trial (SAVR
Eoi cohort) and the COMMENCE
= aortic trial
o
L 104
%;} Lower-bound HR: 1.15 SVD related hemodynamic
S p=0.03 valve dysfunction (HVD) of
4 4.8%[2.3%, 10.0%] grade =2 according to VARC
I_I_I_I_ 3 definitions
1.0%[0.2%, 4.0%]
. el — Patients matched according
0 5 o 36 28 co to baseline gharacterlstlcs
reported to impact SVD
Time (months)
Atrisk (n):
COMMENCE 239 239 224 204 175 142
aortic trial
PARTNER llA trial 239 230 198 165 131 102
(SAVR cohort)

*No clinical data are available that evaluate the long-term impact of RESILIA tissue in patients
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