
GRCI 2018  A GOMMEAUX 

Complications séveres des 
fermetures  de fop dans les études 

randomisées 



 

 

Aucun conflit d’intéret 

 

Mais beaucoup  de conflits 

 

Et encore de l’intéret  

 

 

 

GRCI 2018  A GOMMEAUX 

Complications de la fermeture des 
FOP 



STROKE

At a median follow-up time of 3.6 [2.0-5.2] years, 116 events occurred, 37 after tPFOc and 79 after ATA. Regardless of the model applied, the risk of stroke

was significantly lower after tPFOc compared with ATA (HR 0.28, 95% CI: 0.12-0.64, p=0.003) (Figure 1). The relative weight of trials was balanced

overall. However, a high degree of heterogeneity was observed (I=66.1%), reflecting the different magnitude of trial-level effects and 95% CIs rather than

direction. Indeed, all point estimates were to the left of the null: the CLOSURE I trial showed no difference between strategies, the PC and RESPECT trials

showed a numerical benefit of the interventional treatment, while the CLOSE and Gore REDUCE trials showed a significant risk reduction after tPFOc.

Regardless of the model applied, no single trial could significantly influence pooled estimates (Figure 2) and between-trial heterogeneity remained high in

any case.
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MIGRATION 

 

THROMBUS IN SITU:ACT>250 

 

PERFORATION/EPANCHEMENT PERICARDIQUE 

 

EMBOLIE GAZEUSE 
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Complications procedurales 



 ACCIDENTS THROMBOEMBOLIQUES 

 

 ACCIDENTS HEMORRAGIQUES 

 

 COMPLICATIONS LIEES A L ETO 
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COMPLICATIONS VASCULAIRES 



AC/FA ET FLUTTER:2 à 6% 

SOUVENT PRECOCES ET TEMPORAIRES 

 

RECHERCHE PREALABLE A LA FERMETURE.HOLTER 
LONGUE DUREE 

 

ATTITUDE PREVENTIVE.TAILLE DE LA PROTHESE 
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FERMETURE FOP ET 
COMPLICATIONS RYTHMIQUES 



FOP GRCI 
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ATRIAL FIBRILLATION AND MAJOR BLEEDING

Compared with ATA, tPFOc was associated with a more than fourfold increase in the risk of atrial fibrillation 

(Figure 9A) . Heterogeneity was moderate (I=44.8%; p=0.124). The risk of major bleeding was overall low and 

comparable between treatments (Figure 9B) . Heterogeneity was not significant (I=34.5%; p=0.191). Rates of 

other major cardiovascular adverse events are summarised in Supplementary Table 9.

Figure 9. Atrial fibrillation and major bleeding. A) Atrial fibrillation. B) Major bleeding.

MIGRAINE

Compared with ATA, tPFOc did not seem to produce any benefit in terms of migraine (Supplementary Figure 

4) .

BIAS ASSESSMENT AND STUDY RELIABILITY

Overall, the quality of the included trials was moderate-to-high, but some possible sources of bias need to be taken 

into account, as illustrated in Supplementary Figure 5. According to GRADE, the reliability of our conclusions 

is acceptable (Supplementary Table 10 ) .

Discussion

The findings of this meta-analysis can be summarised as follows: 1) compared with ATA, tPFOc reduces the risk of 

stroke at very long-term follow-up; 2) the results are robust, do not depend on individual trials and do not change 

across analyses accounting for multiple testing and clinical subgroups; 3) although substantial heterogeneity was 

observed, this depended on differences in magnitude rather than direction of treatment effects; 4) although 

pathophysiologically correlated with stroke, tPFOc does not protect from TIA; 5) tPFOc imposes a higher post-

procedural risk of atrial fibrillation, while no difference in major bleeding was observed; 6) no benefit of tPFOc 

against migraine is observed.

A major finding of our study was that the relative risk reduction of stroke was detectable after approximately one 

year after enrolment and continued to accrue with increasing duration of surveillance. Considering that each trial 



 ANNONCEE AUTOUR DE 15% 

 

 F FAVORISANTS:EXPERIENCE.CONTROLE 
ECHOGRAPHIQUE.QUALITES DES PROTHESES 

 

 SELECTION DES PATIENTS:ASIA. QUALITE DU 
SEPTUM.SCORE ROPE 

GRCI 2018  A GOMMEAUX 

FERMETURE FOP:SHUNT 
RESIDUEL 



COMPLICATIONS PROCEDURALES:1.5 % 

 

COMPLICATIONS VASCULAIRES:2.5 à 3.5% 

 

COMPLICATIONS RYTHMIQUES:2 à 6% 

 

SHUNT RESIDUEL? 2 à ……15% ? 
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SYNTHESE 


