
CREDENCE BtK-1 Study 

 
A clinical study to evaluate safety and performance of CREDENCE BtK Sirolimus 

Eluting BioResorbable Peripheral Scaffold System in subjects with Critical Limb 

Ischemia following percutaneous transluminal angioplasty of below the knee 

arteries 

Study Design 

 Prospective, multicenter and open label study 

 30 subjects enrolled at 12 sites across India 

CTRI No. CTRI/2016/11/007473 

Study Objective 

To evaluate safety and performance of the CREDENCE BtK Sirolimus 

Eluting BioResorbable Peripheral Scaffold System in subject with Critical 

Limb Ischemia disease due to de novo lesions (length ≤56mm) in below 

the knee arteries 

Safety Endpoint  Absence of clinical complications 

Performance Endpoints 

 Technical success [48 hours] 

 Limb salvage rates [6 month and 12 months]  

 Primary Patency Rate [1 Month, 12 Months, 2 years, 3 years, 

4 years and 5 years]  

 TLR Rate [1 Month, 6 Months, 12 Months, 2 years, 3 years, 4 

years and 5 years] 

 Clinical Success [1 day, 1 Month, 6 Months, 12 Months, 2 

years, 3 years, 4 years and 5 years] 

 Improvement of Ankle-Brachial Index [1 day, 1 Month, 6 

Months, 12 Months] 

Angiographic Endpoints 

 Late Lumen Loss [6 month] 

 Primary Patency [6 month] as determined by Duplex Ultrasound 

(DUS)/ Colour Flow Doppler Ultrasound (CFDU), PSVR ≤ 2.4 

Analysed by: Stanford Core Laboratory, USA 



 

Clinical Sites 12 sites across India 

Sample Size  30 subjects 

Follow-Up 
Clinical follow-up at post-procedure 1 day, 1 month, 6 months, & 12 

months, 2 Year, 3 Year, 4 Year, 5 Year. 

Study Duration 

 Study start date: November 2016  

 Estimated study completion: July 2023 

 

Angiographic Outcomes: 

 

           Pre-Procedure                               Post-Procedure                                6 Months FU 
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