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HighLife TSMVR Feasibility study

e Single-arm, prospective, multicentre,
non-randomized, open-labelled study

Highlife

HL-2018-01

e Evaluation of feasibility, safety and .
performance of the HighLife TSMVR Countries approved 6
system in symptomatic patients with MR

Sites active 2
grade >Ill at high risk for surgical 3 /40
treatment Patients to be implanted 50
* Primary objectives: Feasibility, safety Pts treated/implanted 52/50
and performance at 30 days
e Secondary objectives: Long-term safety .
and performance (5-year follow-up) Device

NCT04029363
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HighLife implantable devices and 3-step procedure

Transcatheter Mitral Valve (TMV)
« Nininol self expandable frame

« Bovine Pericardial Tissue Leaflets

* PET (Dacron) Outer Sealing

Sub-Annular Implant (SAI/Ring)
Provides flexibility and high durability to conform
to native annulus and support valve

- / 28mm HighLife mitral valve

18 F ring delivery system, 30F venous valve delivery catheter (with 18F shaft)
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Patients screened and treated

Patients referred by Site
20 30 40

©
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Uim - Prof Rottbauer

OT obstruction risk

Perth - Dr Yeow

Warsaw U. - Prof Huczek

Bonn - Prof Nickenig

Leuven - Prof Dubois

Brighton - Prof Hildick-Smith

Brisbane - Dr Camugiia

Pasteur - Dr Tchétché

Katowice - Prof Wojakowski = Patients Enrolled

Dresden - Prof Linke = Patients Elligible

Brugge - Dr Van Der Heyden = Pytients Trested

Warsaw - Prof Witkowski

Patients in screening

The Alfred - Prof Walton
Ulie - Prof van Belle

Rennes - Dr Leurent

Antwerp - Dr Agostini
Sydney N Shore - Prof Bhindi

Active Sites

Adelaide - Dr Montarelio

Sydney - Prof Muller
UKE - Dr Schofer HighLife Clarity valve

St Thomas - Prof Redwood ?
Munich - Prof Joner

Leeds - Dr Blackman
Belast - Dr Owens

Pozmnan - Prof Grygier
Leipzig - Prof Lurz

Nantes - Dr Letocart

Bordeaux - Dr Leroux

Rostock - Prof Ince

.ml\\‘""I'I'I'\‘\'\'\"\”'H'""III

Croeme e Large Anatomy Valve

Edinburgh - Dr Behan

Massy - Dr Lefévre
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Procedural times (learning curve)

Procedure time catheter in to out (Same operator experience curve)

5:00:00
4:30:00
4:00:00
3:30:00 Procedure time catheterin to out
3:00:00 Same operator experience curve
Site 305 - Uniklinik Ulm
2:30:00
2:00:00 23000 — [ [ |
1:30:00
1:00:00 2:00:00
]
0:30:00 |
0:00:00 1:30:00 .
o000 00 oo (=] = =] o oo (===l OO0 0000000 O0C o OO oo
H MMM m N Aoy e < s = W W W W W NN N W W oo -
[= === =N=] (==} === =E=-N=] == =-] COQ0OQ0QOOO0OQQCC Qo (=0 =]
IsR=-R=-E-K=-K=] — S S92 M mm — o MmMmMmMmMMmMmmMmmMmMmmm T T T ;o 1:00:00 I ] I I I
| I

305-001 305-005 305-002 305-009 305-015 305-007 305-017 305-016 305-023 305-027
istcase 2ndcase 3rdcase 4thcase Sthcase 6thcase 7thcase 8thcase 9thcase 10thcase

M Looping M Ring insertion & placement W TS access Valve delivery ~ ® Catheter removal & control
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Patient Demographics & Medical History (HL-2018-01) - 1

Age 75.2 (50 -88)
Female Gender 20 (38.5%)

BMI 27.1 (17.4-37)
NYHA 11=52% / 1=46% / IV=2%
STS-prom M-Replacement 5.6 (0.7-19.9)

LVEF 45.7% (30.7-60.2)
Mitral Regurgitation > 3+ 100%

Primary MR (DMR)/Mixed 11/2%
Secondary MR (FMR) 87%
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Patient Demographics & Medical History (HL-2018-01) - 2

As Treated Population N=52 (%)

History of Heart failure < 2wks 19
Previous Ml 37
Previous Stroke/TIA 10
Hypertension 67
Diabetes 35
Atrial Fibrillation/Flutter 77
Ischemic Cardiomyopathy 21
Dialysis 2
COPD 21
Prior PCI 46
Prior CABG 23
Prior Pulse Generator (PM/ICD/CRT) 42
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Technical success (Primary feasibility)

Total subjects (N=52)

Leaving the Cathlab/OR alive 52/52 100
Successful access, delivery, retrieval of delivery systems 49/52 94
Freedom from emergent surgery or re-intervention 48/52 92
Technical success 46/52 88
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Clinical Outcomes (Primary Safety) HL-2018-01

As Treated Population at 30 Days (N=52) Non-Hierarchical Hierarchical (composite EP)

N % N %

All-cause mortality 7 13.5 7 13.5
MI — (non Q-wave) — PCl or CABG 1 1.9 0
Major/Disabling Stroke 2 3.8 1
Life Threatening Bleeding (CEC) 7 13.5 1
Major access and vascular complication 3 5.8 1
Stage 2-3 acute kidney injury 6 11.5 1
Conversion to Surgery/intervention (ViV) 4 7.7 2

Re-intervention / Operation 2 3.8 0
Severe hypotension, HF, Resp Failure, IV Vasopresors 8 15.4 2
Per Protocol Prim Safety Endpoint 15 28.8
TAVI for AoR treatment 2 3.8
AS Closure 2 3.8
Pulse Generator Implanted 1 1.9
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Echocardiographic outcomes (Primary performance)

MR grades HL-2018-01
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Echo example; Pre-procedure at 24hrs and 30days FU (TTE)

Pre-procedural 24 Hours 1 Month

Mjeuro

202
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Conclusion

HighLife TSMVR is feasible and could be achieved with a high technical success rate in
patients with no suitable alternative therapy as defined by the local Heart Teams.

HighLife TSMVR resulted in acceptable primary safety and excellent echocardiographic
outcomes

HighLife continues further development of TSMVR and patient recruitment in the
“Expanded” HighLife study
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