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		Abstract

		Background: This long-term follow-up study evaluated whether low-dose methylprednisolone (MP) prophylaxis might decrease chronic graft-versus-host disease (GVHD) and infectious complications, leading to an improvement of GVHD-free, relapse-free survival (GRFS).    

Methods: A long-term follow-up was performed to evaluate the effects of corticosteroid prophylaxis on GRFS based on a controlled open-label randomized trial in which 228 allotransplant recipients were categorized as low risk (N = 83, group A) or high risk (N = 145); patients at high risk were randomly assigned to receive (N = 72, group B) or not receive (N = 73, group C) low-dose MP prophylaxis.     

Findings: The median follow-up for surviving cases was 1768 days. The cumulative incidences of chronic GVHD, relapse, NRM, LFS, OS, and GRFS were 60%, 19%, 16%, 68%, 73%, and 46%, respectively, in the total cases. Compared with the patients in group C, the cases in group B experienced a lower cumulative incidence of moderate to severe chronic GVHD (42% vs. 20%; P=0.010), herpes zoster infection (28% vs. 12%; P=0.010), pulmonary infections (42% vs. 21%; P=0.040), and osteonecrosis of the femoral head (ONFH, 16% vs. 6%; P=0.045). The patients in group B had better GRFS than those in group C (59% vs. 33%; P=0.017). Multivariate analysis showed that factors associated with GRFS included total dose of corticosteroid used in the first 100 days after transplantation (HR, 1.547; 95% CI, 1.089-2.198; P = 0.015) and platelet recovery (HR, 1.456; 95% CI, 1.022-2.075; P = 0.037).    

Interpretation: The present results suggested that low-dose glucocorticoid prophylaxis can improve GRFS through decreasing moderate to severe chronic GVHD and glucocorticoid-related adverse effects.   

Clinical Trial Number: ClinicalTrials.gov number, NCT01607580  

Funding Statement: This work was supported by the National Natural Science Foundation of China (Grant No. 81670168, 81470342, 81370666, and 81270644), the Foundation for Innovative Research Groups of the National Natural Science Foundation of China (81621001), the National Key Research and Development Program of China (no. 2017YFA0104500), and the Beijing Natural Science Foundation (7162196).   
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