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Mitra-FR, Why the trial fails ? 
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Centres > 800 

Cas >  70 000 

Success 97% 

FMR  64% 

DMR 36% 
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ESC August 2018 TCT September 2018 

MITRA-FR vs. COAPT 
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Stone GW et al. NEJM. 2018 Sept 23. 

COAPT 

D
e
a
th

 o
r 

H
F

 H
o

s
p

it
a
li
z
a
ti

o
n

 (
%

) 

Months 

100% 

90% 

80% 

60% 

20% 

0% 

50% 

40% 

30% 

10% 

Control Group 

Device Group 

No. at Risk: 

70% 

0 

312 

302 

3 

244 

264 

6 

205 

238 

9 

174 

215 

12 

153 

194 

HR [95% CI]= 

0.63 [0.49–0.82] 

P<0.001 

MitraClip + GDMT 

GDMT alone 

33.9% 

46.5% 

MITRA-FR 

Obadia JF et al. NEJM. 2018 Aug 27 

D
e
a
th

 o
r 

H
F

 H
o

s
p

it
a
li
z
a
ti

o
n

 (
%

) 

Months 

100% 

90% 

80% 

60% 

20% 

0% 

50% 

40% 

30% 

10% 

Control Group 

Device Group 

No. at Risk: 

70% 

0 

152 

151 

2 

123 

114 

4 

109 

95 

6 

94 

91 

8 

86 

81 

10 

80 

73 

12 

73 

67 

54.6% 
51.3% 

OR [95% CI]= 

1.16 [0.73–1.84] 

P=0.53 

MitraClip + MT 

MT alone 

MITRA-FR vs. COAPT 



www.icps.fr 

Primary Effectiveness Endpoint 
 

HR (95% CI] = 

0.53 [0.40-0.70] 
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Time After Randomization (Months) 

MitraClip 

GDMT 

302 286 269 253 236 191 178 161 124 

312 294 271 245 219 176 145 121 88 

No. at Risk: 

Median [25%, 75%] FU 
= 19.1 [11.9, 24.0] mos 
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All-cause Mortality 
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NNT (24 mo) = 

5.9 [95% CI 3.9, 11.7]  
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… 

 
2017 H Baumgartner et al. 

…a percutaneous edge-to-edge 
procedure may be considered… 
 

… 

 
2017 AHA/ACC Focused Update  

…The best therapy for chronic 
secondary MR is not clear because 
MR is only 1 component of the 
disease... 
 
 

ERO > 20 mm2        RV > 30 mL ERO > 40 mm2       RV > 60 mL  

FMR 
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Mitra-FR       COAPT 

303 Pts       614 pts 

Primary endpoint 1 year    Primary endpoint 2 year 

Academic study     Industry driven 

Echocardiographic corelab   Echocardiographic corelab 

EF 15-40%      EF 20-50% and LVES diameter < 70 ml 

EROA > 20 mm2     EROA > 30 mm2 

MT per real world practice   Physician discouraged to change MT 

No central eligibility committee  Very selected population 

Exclusion 32%      Exclusion 58%  

Protocol unchanged since 2013  Protocol modified in 2016 (350-610 Pts) 

MITRA-FR vs. COAPT 
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Why this difference between COAPT and Mitra-FR ? 

 1 year F-up only in Mitra-Fr vs 2 years in COAPT ? 

 Patients really on OMT when included in Mitra-Fr ? 

 Too sick patients in Mitra-Fr ? 

 Entresto approved in France and used during the study ? 

 Learning curve in Mitra-Fr ? 

 The paradigm of disproprotionate FMR ? 
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N = 114            P<0.001       N=114 
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COAPT vs. MITRA-FR: MR, LV Volumes and Function 

COAPT (n=614) MITRA-FR (n=304) 

EROA, mm2 (mean ± SD) 41 ± 15 31 ± 10 

   - <30 mm2  14% (80/591) 52% (157/301) 

   - 30 – 40 mm2 46% (270/591) 32% (95/301) 

   - >40 mm2 41% (241/591) 16% (49/301) 

LVEF, % (mean ± SD) 31 ± 9 33 ± 7 

LVEDV, mL/m2 (mean ± SD) 101 ± 34 135 ± 35 
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Impact of EROA and LVEDV: EROA ≤30 mm2 

LVEDVI >96 ml/m2 (N=56; 10.2%) LVEDVI ≤96 ml/m2 (N=51; 9.3%) 
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COAPT vs. MITRA-FR: MitraClip Outcomes 

COAPT (n=302) MITRA-FR (n=152) 

MitraClip attempted 293 (97.0%) 144 (94.7%) 

≥1 Clip implanted 287 (95.0%) 138 (90.8%) 

Device implant failure 6 (2.0%) 6 (4.2%) 

Transfusion or vasc compl requiring surgery 16 (5.5%) 5 (3.5%) 

Cardiac embolism/stroke 1 (0.3%) 2 (1.4%) 

Tamponade 1 (0.3%) 2 (1.5%) 

Urgent cardiac surgery  1 (0.3%) 0 (0%) 

Acute result: MR ≥3+ 5% 9% 

12-month result: MR ≥3+ 5% 17% 
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Proportionate or disproportionate FMR ? 

Grayburn et al. JACC Cardiovasc Imaging. 2019;12:353–62. 
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Conclusion 
MITRA-FR, that represented more of a real-life population with 

its wide inclusion criteria for MitraClip therapy, led to 

disappointing results at 1 year. 
  

COAPT focused on very selected patients with smaller 

ventricles, better RV function and more disproportionate MR in 

whom the correction of MR saves lives and limits the 

rehospitalisation rate.  
 

The definition of severe MR should be revisited regarding the 

ventricular parameter before treating FMR patients with 

Mitraclip.  


