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	Background: Previous randomized studies have shown that stenting reduces the restenosis and reocclusion rates of successfully recanalized chronic coronary total occlusions (CTO) compared with balloon angioplasty (BA) alone, however the restenosis rate after stenting still remains high. Calcified plaque or massive plaque burden in CTO is considered to interfere with full stent expansion and be a cause of restenosis. Methods: DOCTORS is a multicenter randomized trial aimed to examine the efficacy of pre-stent plaque debulking by rotational or directional atherectomy (RA/DCA) on reduction of restenosis. After successful recanalization of CTO (TIMI flow =< 1, estimated occlusive duration >= 1 month) by using a conventional wire, the physician determined the indication of RA or DCA. Then, patients were randomly assigned to the debulking (D) group or the non-debulking (ND) group according to the debulking device the physician decided. In the D group, RA or DCA was performed and stents were implanted to fully cover the lesion. In the ND group, stents were implanted after conventional BA. Serial quantitative angiography (QCA) and intravascular ultrasound (IVUS) examination were performed at the procedure and 6 month follow-up (Fu). The primary endpoint was the angiographic restenosis rate. Secondary endpoints were clinical outcomes by 1 year and QCA and IVUS parameters. Results: In Japanese 21 centers, 276 patients were enrolled (~ July 2003). Of those, 138 patients were assigned to the D (RA: 90, DCA: 48) and 133 to the ND group. Baseline characteristics did not differ. There were 4 unsuccessful cases; 3 in the D and 1 in the ND group (NS). Major adverse cardiac event rate by 30 days was also similar (1.6% versus 0%). Total implanted stent length was significantly longer in the ND group (25.7±10.8 versus 28.8±12.0 mm; p=0.03). Fu angiographic data has been collected in 197 patients to date. Target vessel revascularization rate was higher in the ND group (26.8 versus 41.2%; p=0.04). Conclusion: Pre-stent debulking for CTO is safe and may be effective in prevention of restenosis.

	

	



