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	Objective: We have reported favorable clinical and angiographic results of the Igaki-Tamai biodegradable stent made of poly-l-lactic acid (PLLA) within 12 months. This study was designed to assess the long-term feasibility and safety of the Igaki-Tamai stent. 

Methods: From September 1998 through April 2000, 63 lesions in 50 patients (the mean age was 61±13 yrs) electively underwent the stent implantation for coronary artery stenoses. All the patients were clinically followed up for 51±6 (40-61) months after implantation and 26 patient underwent angiographic and intravascular ultrasound (IVUS) follow-up at 36 months. 

Results: The stent strut was invisible in the IVUS image at 36 months. One patient (2%) died of pneumonia at 45 months. Subacute thrombosis occurred in one patient (2%) at day 5 who had been treated with inadequate heparinization because of gastrorrhagia. Target vessel revascularization (TVR) was performed in 9 patients (18%): Six patients had target lesion revascularization (TLR) within 6 months, 1 patient had TLR at 12 months, 1 patient had TVR at 36 months and 1 patient had TLR at 43 months. Kaplan-Meier overall survival rate and major adverse cardiac event (MACE)-free survival rate at 48 months were 97.7% and 82.0%, respectively. 

Conclusions: Four-year clinical results suggest the long-term feasibility and safety of the Igaki-Tamai biodegradable stent.
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				pre (n=63)		post (n=63)		6Mo (n=60)		12Mo (n=53)		36Mo (n=26)

		MLD (mm)		0.91±0.39		2.68±0.43		1.76±0.74		2.01±0.54		2.21±0.55

		%DS (%)		69±13		12±8		38±22		29±13		26±19

		Restenosis rate						20% (12/60)		17% (9/53)

		TLR						11% (7/63)		13% (8/63)		17% (8/63)





Sheet2

		





Sheet3

		






