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Le reducteur du sinus coronaire : un
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Le reducteur du sinus coronaire : Histoire

J.AM.A,, Nov. 26, 1955

Dr. CIaUde SChaeffer BeCk (1894 = 1971) ; SCIENTIFIC BASIS FOR THE SURGICAL TREATMENT
(1935 — 1964) 1000 patients OF CORONARY ARTERY DISEASE

Claude S. Beck, M.D.
BTN T Al A5 5 Ty,
David S. Leighninger, M.D., Cleveland
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removed after the ligature is tied, as in D.
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Mecanisme physiologique
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Mecanisme physiologique

Réducteur du sinus

Gradient de pression :

Redistribution du flux sanguin :

=> Zones les moins ischémiques sous-épicarde vers zones plus ischémique sous-endocarde
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Le Reducer : stent acier

Double-Lumen Pebax™
Balloon Catheter

Controlled balloon inflation

Hour-Glass Shape

Conforms to the tapered
coronary sinus anatomy

Proximal Section Distal Section
13 mm 11 mm

Unique Laser Cut, Seamless
Device Architecture

e —— Narrow Central Neck
Maintains vessel patency and

device stability Creates back-press intended

to redistribute blood flow into
the ischemic myocardium
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La procedure

Procedure :

 Anesthésie locale

* Acces 9F

 Voie veineuse jugulaire droite

« Over-the-wire, balloon expandable
* Prothese en acier

 Durée de procedure de 30 a 60 min
« 20% oversizing

DrrvsiopAY 586 AVRIL 2024 HOTEL SHERATON - NICE




La procedure

Implantation Résultat final
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Etude COSIRA

Critere de jugement principal :
The NEW ENGLAND
JOURNAL of MEDICINE 2

A Improvement in CCS Class

i 40— B Treatment Control
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35- 37/52
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Efficacitée sur long terme

REDUCER 1 study Critere de jugement principal :
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Efficacité occlusions chroniques

Efficacy of Coronary Sinus Reducer in Patients With
Non-revascularized Chronic Total Occlusions

CCS class before and after CSR implantation stratified per CTO vessel

A0 2,2
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pre-implantation iost—implantation pre-implantation Iost-implantation pre-implantation ist-implantation
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Zivelonghi et al.,, Am J Cardio, 2020
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Indications

Pontages dégénérés | 7 Occlusion chronique

Coronaropathie sévere / _— Dysfonction microvasculaire

?
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Pression sinus et microcirculation

20 Patients with therapy-refractory
angina pectoris and IMR > 25

Randomization

10 Patients randomized to
sham-balloon sequence

10 Patients randomized to

Crossover balloon-sham sequence

Ullrich et al., JAMA, 2023
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Pression sinus et microcirculation

Figure 2. The Primary End Point of the Trial
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Ullrich et al., JAMA, 2023
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RAYFLOW pré/post-implantation

Absolute coronary Microvascular
blood flow Resistance
250 2000 n=10
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Servoz, Adjed] et al.,, unpublish
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RAYFLOW preé/post-implantation
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Implantation of a coronary sinus reducer for refractory
angina due to coronary microvascular dysfunction

Szymon Wtodarczak', Piotr Rola*?, Artur Jastrzebski', Mateusz Barycki®, Michalina Kedzierska*,
Andrzej Korda', Adrian Wtodarczak' 2, Maciej Lesiak®

C F RNorm

4.9

IMRcor

10

\ IMR a 4 mois post-implantation

European Heart Journal Case report, 2019
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Registre RESSOURCE

In 285 patients (43% of RESOURCE patients)
a retrospective evaluation of coronary angiography was performed

46 patients (16%)
had non obstructive CAD

239 patients (84%)
had severe epicardial CAD

33 patients (72%) had mild or 13 patients (28%)
moderate CAD with negative FFR had normal coronary angiogram

Ponticelli et al., Int. Journal Cardiology, 2021
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Registre RESSOURCE

Obstructive CAD |Non obstructive CAD | Interaction P-
(n=239) (total = 46) value
Baseline CCS class 0.128
1 0.0% 0.0%
2 19.5% 15.6%
3 71.201 o 71.1?3 o
A 9 39 80.5% 1119 82.2%
12-month CCS class 0.999
0 3.0% 3.2%
1 51.2% 48.4%
2 34.1% 35.5%
3 8.5% o 9.7% o
p 3 0% 9.5% 3 79¢ 12.9%
Obstructive CAD: CCS class baseline vs. 12 months 2.9+ 0.5vs. 1.6 £ 0.8

Non obstructive CAD: CCS class baseline vs. 12 months 2.9+ 0.6 vs. 1.6 0.8

Ponticelli et al., Int. Journal Cardiology, 2021
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The «Index of Microcirculation Resistance Evaluation in Patients with Coronary Sinus Reducer Implantation
(INROAD)” is a prospective, multicenter, single-cohort, investigator driven study

4

Refractory Optimal Medical No option for
Angina Therapy further revasc

Coronary Sinus Narrowing Improves Coronary

Microcirculation Function in Patients With - Tw I I »

Refractory Angina: A Multicenter Prospective
INROAD Study

Matteo Tebaldi®, MD; Gianluca Campo®®, MD; Fabrizio Ugo®®, MD; Stefano Guarracini, MD; Andrea Marrone, MD;
Stefano Clo®, MD; Mohamed Abdirashid®, MD; Michele Di Mauro®, MD, PhD; Francesco Rametta, MD; Massimo Di Marco, MD;
Marta Cocco, MD; Federico Marchini, MD; Carlo Penzo, MD; Andrea Erriquez, MD; Shmuel Banai®®, MD; Simone Biscaglia, MD

24 patients 3 centers

The implantation of coronary sinus Reducer improves coronary microcirculation, reducing IMR values and incr ing CFR

The treatment was associated with an improvement in CCS angina class and an enhanced SAQ summary score.

Endpoints

Primary endpoint

* Index of microcirculatory resistance (IMR) value reduction (=
20%) @ 4-month f-up

Secondary endpoints

« Significant changes in coronary flow reserve (CFR) and in
resistance reserve ratio (RRR) @ 4-month f-up

Tebaldi et al., Circ. Intervention, 2024
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Etude randomisée INROAD

Table 2. Coronary Physiology and Questionnaires of the Patients With Both Baseline and 4-Month Assessments

Baseline (n=21) 4 mo (n=21) Mean difference (95% ClI) from baseline to 4 mo P value
Invasive coronary physiology
IMR 33.35+19.88 15.42+11.36 —17.90 (—26.16 to —9.64
IMR =25, n (%) 12 (57) 4(19) NA 0.016
Pd/Pa 0.93+0.02 0.93+0.03 —0.001 (—0.016 t0 0.013) 0.843
RFR 0.94+0.03 0.93+0.03 —0.001 (—~0.017 to 0.016) 0.907
FFR 0.89+0.04 0.89+0.04 —0.004 (—0.020 to 0.011) 0.538
CFR 2.46+1.52 4.20+2.52 1.73 (0.51 to 2.96) 0.007
CFR <2, n (%) 11 (52) 4 (19) NA 0.039
RRR 2.81+2.31 4.75+2.88 1.93 (0.67 to 3.20) 0.004
RRR <3.5, n (%) 15 (71) 8 (38) NA 0.092
Left ventricle end-diastolic pressure 11.94+254 10.53+2.16 —1.42 (—2.61 to -0.22) 0.023
CCS angina class, n (%) ﬂ
I 0(0) 12 (57) NA <0.001
I 6 (28) 6 (28) NA <0.001
] 14 (67) 3(15) NA <0.001
k v 1(5) 0 (0) NA <0.001 )

Tebaldi et al., Circ. Intervention, 2024
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Nombreuses études en cours

Coronary Sinus Reducer Objective Impact on Symptoms, MRI Ischaemia and Microvascular
Resistance (ORBITA-COSMIC)

ClinicalTrials.gov ID @ NCT04892537 COSIMA: COronary Sinus Reducer for the Treatment of Refractory Microvascular Angina (COSIMA)
sponsor @ Imperial College London
Information provided by @ Imperial College London (Responsible Party) Study Start (Actual) o
Last Update Posted @ 2023-10-30
2021-04-01 Feasibility and Efficacy of Coronary Sinus Narrowing in Patients With Coronary Microvascular Dysfunction (Reducer)
StUdy Overview Primary Completion (Estimated) @ Study Type @ :  Interventional (Clinical Trial)
. Actual Enrollment @ : 30 participants
et St 20251020 = Mocators NA
ORBITA-COSMIC is a randomised, double-blinded, placebo controlled trial of the Intervention Model: Single Group Assignment
coronary sinus reducer (CSR). The investigators will compare the effects of CSR Study Completion (Estimated) @ Masking: None (Open Label)
versus placebo on myocardial perfusion on MRI, exercise time and symptoms in 50 2029-10-20 Primary Purpose: Treatment
participants with refractory angina and ischaemia. Official Title: A Phase Il Study Testing the |
Enrollment (Estimated) @ Actual Study Start Date @ :  June 28, 2021
Actual Primary Completion Date @ :  July 28, 2023
144 Actual Study Completion Date @ :  July 28, 2023
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Indications

Pontages dégénérés

Coronaropathies séveres / _— Dysfonction microvasculaire
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Conclusion

Mécanisme d’action en cours comprehension
Dysfonction microvasculaire
Médecine individualisée

Prise en charge anti-angineuse maximale
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Merci de votre attention
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