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Background: The principal mechanism thought to limit the benefits of CABG is saphenous vein graft disease leading to vein graft failure (VGF).  Injury to the saphenous vein graft (SVG) endothelium during harvesting and implantation promotes inflammation and neointimal hyperplasia that can lead to subsequent graft atherosclerosis and occlusion. We investigated the beneficial impact of a novel formulation SOMVC001 (DuraGraft) for intraoperative SVG treatment on angiographic early (4-6 weeks and 3 months) graft wall thickness and late (12-month) lumen loss in patients undergoing CABG
Methods: This is an ongoing prospective randomized, double-blinded study designed to compare within patient the impact of DuraGraft vs. the standard of care heparinized dose saline (SOC). The early endpoint evaluates the magnitude of change in the mean wall thickness of paired grafts within patients at 4-6 weeks and 3 months after CABG. The late endpoint evaluates the change from 4-6 weeks to 12 months in mean lumen diameter over each graft plus the lumen diameter at maximal stenosis within-person following CABG surgery. Graft structural changes are evaluated using 64-slice or better multi-detector computed tomography (MDCT) angiography.
Results: Enrollment of 119 patients who received treatment (mITT population) at 7 investigational sites was completed. Baseline procedural characteristics are representative of a population of subjects undergoing initial CABG with at least two SVG (Fig. 1). MDCT angiographic follow-up showed the proportion of patients with mean reductions or no change in wall thickness at 4-6 weeks and 3 months after CABG was greater in the DuraGraft treated group when compared to  SOC: 70.3% (95% CI: 62%-79%, p<0.0001) 67.0% (95% CI: 58%-76%, p<0.0003), respectively.
Conclusion: These results support the hypothesis that pretreatment of SVG with DuraGraft prevents early increased wall thickness as an expression of intimal hyperplasia. Evaluation of DuraGraft at 12 months and its potential to prevent graft lumen loss as an expression of VGF in patients undergoing CABG surgery is pending.

