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THE SAFETY AND EFFICACY OF GPRE-CLOSURE H UTILIZING THE CLOSERTM SUTURE-MEDIATED VASCULAR CLOSURE DEVICE FOR ACHIEVEMENT OF HEMOSTASIS IN PATIENTS FOLLOWING CORONARY INTERVENTIONS: RESULTS OF THE SECOND PERCLOSE ACCELERATED AMBULATION AND DISCHARGE (PARADISE II) TRIAL 
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Background: Suture-mediated closure devices have been developed to improve patient comfort and safety following percutaneous coronary interventions (PCI). Perclose AcceleRated Ambulation and DISchargE (PARADISE) trial showed that Prostar XL appears to be a safe and effective method to achieve hemostasis, improve time to ambulation and discharge after PCI. However, Prostar XL required hydrochloride lidocaine containing 1%epinephrine as local anesthesia to reduce blood oozing from puncture site. The diameter of suture capture with the Closer 6Fr suture-mediated closure device is larger than an 8Fr hole. The PARADISE II trial, the multicenter and non-randomized registry, was performed to assess the effectiveness of the technique of pre-closure using Closer on the time to hemostasis, ambulation and discharge, as well as the incidence of peripheral vascular complications compared to PARADISE trial. 
Methods: Between January and September 2001, 153 patients were enrolled. In 97 patients, the CloserTM sutures introduced prior to insertion of the 8 French sheath (Pre-closure arm). In 56 patients, the sutures were tied at the end of PCI upon sheath removal (Standard arm). 
Results: The time to hemostasis in Pre-closure arm was significantly shorter than that in Standard arm and PARADISE trial (6.2 vs. 9.7 and 12.0 minutes, p<0.0001). The time to ambulation and discharge were not different among the 3 groups. No major complications were reported. 
Conclusion: The Closer is as safe and effective as Prostar XL. The technique of pre-closure is a safe means of achieving hemostasis after PCI using large size sheath.

