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Transcatheter LV Restoration:
?Fhe AccuCinch®
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Therapeutic Gap in the Treatment of HFrEF

Health
Status
Better

Diuretics
Beta-Blockers
ACEi / ARB / ARNI
MRA/ SGLT2i
Pressure Sensors
CRT
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AccuCinch® Ventricular Restoration System
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Transcatheter, device therapy intended to restore,
support and strengthen the dilated left ventricle '

‘\

Reduces LV dimensions and LV wall stresgﬁand may
|n|t|ate a biologic process of reverse- ren@ﬁelmg to

C\
function °

CAUTION -- Investigational device. Limited by United Std&s law to investigational use
WARNING - Exclusively for Clinica@hvestigations
%
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AccuCinch® System — Procedure
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Screening — Imaging

Transthoracic
Echocardiography

Inclusion Criteria:
LVEF 20-40% @’\“”'
LVEDD 2 55 mm \\“

)

<
MR 2+ ¢
&

Full Gated Sardiac CT
withsContrast

)
N

B\
Wall Thickness
@% Crlterla ~6 mm

Core lab analyzed
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Screening — Optimization of GDMT
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What Medications are Requwecq,d? What Dosage is Required (and for How Long)?
O

ACEi / ARB / ARNI @@Q Maximum dose or maximally tolerated dose o

N &
Beta-blocker < Stable* for at least 30 days 6@‘6

¥ )
MRA bf \\00,%"
< L . O
Ivabradineb(@%en indicated) What Documentation is Required? WQQ,{\\
Vasodi{@??)rs (when indicated) Reason for why not on the Rx or why n(gt}%t max dose
N\ Qo
S@i‘gfz (recommended, not yet required) Documentation from the medical Esegrd for each reason
‘1:\@ Q"ov
o ¢
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*Stable = Dosage change does not exceed 100’% increase or 50% decrease in total dose

there is a dose-for-dose equjygent change within medication class
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Screening — Failure

X© ]
Most Common Sqﬁ’aen Failures

6
M Anatomical g‘hm Walls, Femoral Access...)

LVEDD, @%5 mm
EF,\()@ut of range)

& &
©R/Ioderate/8evere Aortic Valve Stenosis/Prosthesis &
N @

&@
Severe MR - TR L
c\@

. " . (%)

Prior Surgical Valve Intervention .,@‘36
. s
Consent Withdrawn =
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AccuCinch® System — Procedure — Implant Delivery
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Anchor Delivery

Anchor Delivery

4433-523-001
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AccuCinch® System — Procedure — Cinching

15 anchors

Pre-Cinch
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Decreasing Increasing
u 0'VS u
Procedure Times Technical Success
| '
(4]
Q"”&Q}\
@Q'
< 100%
250 —— ° 100%
&@Q@ %
o .
200 ad 909"
&
&
\\0
150 80%
100 70%
q/Qq:\ PD10-15**
60%
August
2016*
&
0 6{@‘ 50%
Cinch 2 CorCinch FMR CorCinch HFrI%P CorCinch EU
KO
SN
mmm Technical Success (%) @Q‘O
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Q,Q ** Product Version
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Acute Procedural Results — Reduction in LV Dimensions

14 Anchors

4
'Q"o

Q\
LV Reduction 8.1 mm LV Reduction 11.0 mm '@&77 Reduction 12.7 mm
S
<>
C)\«
@CQQ~ 1. 5017-523-101
(1/'\ 2. 5017-524-107

3. 5017-519-101
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Reduction in LV Volume — Baseline vs. 3-Months

Immediate
Post-Procedure

3-Month CT
End Systole

Post-Cinch LV Wail

Acute Result
11.2 mm
LV Reduction

Pre-Cinch LV Wall

© 3-Months Follow-Up 4433-505-003
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Reduction in LV Volume — Baseline vs. 12-Months

Immediate
Post-Procedure

12-Months CT
End Systole

Post-Cinch LV Wail

Acute Result
8.7 mm
LV Reduction

© 12-Months Follow-Up 4631-320-319
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Accquch®
12- Month Outcomes of LV Volume
Réductlon in HFrEF with a~
Transcatheter Ventrlcular
Restoration System
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Demographic Summary

N\~
O

Variable <&

P
O

n=41

Age, years <‘\\\@

@
Gender, Male  ,R

=&
DCMP- Ischer;(ﬁf‘ Etiology

Hypertensgé?‘l 58
Hyperllpzlﬁemla 24 (58.5%)
Atnabﬁbnllahon 8 (19.5%) )
Q@betes 10 (24.4%) N
,\@@?Dnor CABG 6 (14.6%)
& | Prior PCI 7(17.1%)
O\f\o Cardiac Rhythm Management Devices \oo“\
o None 21 (5852%)
%&\ Pacemaker 1€2.4%)
ICD <M (26.8%)
CRT of-' 8 (19 5%)
NYHA @&e@ .
Il 22 (55.0%)
1] 17 (42.5%
\Y, —
Prior Stroke 3(7.3%)
Prior TIA 0 (0.0%)

54.9 + 12.4 [33 - 77]
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Demographic Summary

¥

Screening / Basgﬁene TTE

e
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LVEF, % &
\QQJ

S

©
MR Gradg”
KO

@Q

0

)

&f#
2+
& >3+

© LVESV, ml
LVEDV, mi

LVEDs, cm

LVEDd, cm
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29.0+4.6

14 (34.1%)
18 (43.9%)
9 (22.0%)
0 (0.0%)

142.6 % 40.1
[74.2 - 236.9]

200.0 %511
[101.3 - 302,31
C\

Q

5.58°0.8
357 - 7.
O
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Safety at 6 Months

e}é@
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&
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¥
& DEVICE-RELATED
,,be Stroke @ day 7 post-implant
N - - Hospitalized
. ¢ NE Group (n=41) - Subtherapeutic INR for atrial fibrillation and history sub-apical
MAE categoriesc™ Definitely | Possibly thrombus
> Rel Rel
Q<° HEieE A Stroke @ day 72 post-implant (per site report, not adjudicated)
Device-related complicati%ﬁs - Diagnosed with vertebrobasilar stroke
> - Speech disorder resolved during first days of inpati reatment
Death <9 0 0 P g first day p\é%“?’f
Stroke & 0 2 PROCEDURE-RELATED A
4 Vascular Complication @ day 1 post-implag®
MI & 0 0 P @day 1p plap]

<& - Percutaneous access with manual compgession used as closure
Need for non_g@ve cardiovascular surgery for: method (no vessel closure device or suggrcal cutdown)

. . . - Thrombectomy performed @
- perlcard@bé?fusmn or tamponade 0 0 o
- aortic y@lve damage 0 0 Vascular Complication @ (égézpost-implant
N . - Percutaneous access with nual compression used as closure
Need,f@QMCS>24 hours for worsening HF 0 0 method (no vessel closur: vice or surgical cutdown)
Acl.ﬁé'\ddney injury requiring renal replacement - Pseudoaneurysm notgeRand treated with FemoStop
thera 0 0 - Transfusion and sqg@'cal intervention required
py P
Procedure-related femoral artery access-related complications Vascular Comgication @ day 2 post-implant
Need f lecti di | for: - Infection @‘hlor pain at access site
eed 10r non-elective caraiovascular surgery tor: 3 0 _ Treated{@rﬁh antibiotics
- femoral artery access events - Womias?dehiscence and VAC dressing applied
- . &
Subjects with at least 1 MAE 5 EVENTS RESOLVED W/OUT SEQUALAE
O No additional MAEs in 36 of 41 subjects with 12 mo. follow-up
®Q~ - 12 mo. f/u for final 5 subjects due November 2021
©
q,'\
q/Q
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Improvement in LVEDV

LVEDV Change from Baseline (ml)
N
(&)}
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Improvement in KCCQ-0S
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Improvement in 6MWT
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Conclusions

\\®

- The AccuCinch Ventrlculas»‘Restoratlon System is a novel device-based therapy for
HFrEF with a repeatable@eﬁredlctable procedure and favorable safety profile

0
c\)&

- Analysis of early f@‘éSlblhty HF Group data suggests meaningful improvement in
KCCQ-0S, 6MVWF and LV volumes &
e;é QJ%\\
- Prellmlnagy “results suggest the observed reverse remodeling with the AchCUCInCh@)
Ventncu\lér Restoration System may initiate a process of biological rege?se
remog%hng &"\\OQ
QQ

bngomg randomized, controlled CORCINCH-HF pivotal stud>§7 is currently

evaluating the AccuClnch® System in HFrEF who remain s@;&ﬁptomatlc despite

GDMT <&
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The CORCINCH-HF Study — IDE Pivotal Trial

GRCI 2021
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fo.@@
OVERVIEW Design: Prospecme randomized, open-label, multi-center clinical CORCINCH HF
safety and efﬁgéby investigation in patients with symptomatic HFrEF .
& Study Leadership
Randomigdtion: 1:1 — Treatment with the AccuCinch System plus _ &
guidelirfé-directed medical therapy (GDMT) or GDMT alone Chairman: 0«6\
2 Martin Leon, Igd@
E@?SIImmt: 400 subjects at up to 80 centers, globally (US-EU-Eastern) Co-PI@"’Q
&6‘@Endpoints- Mark Reigfhan, MD
/\o"% - Safety & efficacy evaluated when 250 subjects reach 6-mo f/u UIng\g{oﬁorde, MD
(Qg}“ - Safety & efficacy evaluated when 400 subjects reach 12-mo f/u O
) ‘ {'
© . _A009 O
KEY oy | HVET 20-40% SCURRENTLY
NYHA: - Il (with HF hospitalization in the past 12 months) CS‘
CRITERIA Ll o ENROLLING
- IV (ambulatory) & .
Ty & Actively
=N} & Recruiting
MR: <2+ &0\{0 Sltes
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&
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