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[Abstract] Objective To evaluate the efficacy and safety of anti-human T lymphocyte porcine
immunoglobulin (P- ATG) with recombinant human tumor necrosis factor- o receptor Il :IgG Fc fusion
protein (thTNFR: Fc, Etanercept) on grade lll/IV acute graft-versus-host disease (aGVHD) after allogenic
hematopoietic stem cell transplantation (allo- HSCT). Methods Thirty- five patients with Grade [I/IV
aGVHD who received P-ATG with etanercept therapy after allo-HSCT were retrospectively analyzed.
P- ATGs (5 mg kg '-d ') were administrated for 3 to 5 days, and then 5mg/kg was sequentially
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administrated, QOD to BIW. Etanercepts were administrated 25 mg, twice a week (12.5 mg, BIW for
pediatric patients). Results Among the 35 patients with grade IlI/IV aGVHD, 21 were males and 14
females, with a median age of 10 (3 - 54) years. A total of 19 cases of acute myeloid leukemia, 13 of acute
lymphoblastic leukemia, 1 of severe aplastic anemia, 1 of myelodysplastic syndrome, and 1 of mixed
phenotypic acute leukemia were noted. The overall response (OR) rate of P- ATG with etanercept was
85.7% (30/35), with complete response (CR) and partial response (PR) rates of 34.3% (12/35) and
51.4% (18/35), respectively, on day 28. The OR rate of grade Il aGVHD group was higher than of grade
IV aGVHD group [100% (19/19) vs. 68.8% (11/16), P=0.004]. On day 56, the OR rate became 77.2%
(27/35), with CR and PR rates of 62.9% (22/35) and 14.3% (5/35), respectively. The OR rate of grade
I aGVHD group was also higher than of grade IV aGVHD group [89.5% (17/19) vs. 62.5% (10/16),
P=0.009]. Thirty-five patients had no adverse effects such as fever, chills, and rash during the P- ATG
infusion, and no obvious liver and kidney function damage was observed after treatment. The main
treatment-related complication was infection. The reactivation rates of CMV and EBV were 77.1% (27/
35) and 22.9% (8/35), respectively, and the bacterial infection rate was 48.6% (17/35). With a median
follow-up time of 13 (1 - 55) months after HSCT, the 1-year and 2-year OS rates were (68.1£8.0) % and
(64.3+8.4)% , respectively. The 1-year OS rate of grade Il aGVHD group was superior to grade IV
aGVHD group [ (842 +84)% vs. (47.6+13.1)% , y=3.38, P=0.05]. Conclusion This study
demonstrated that P-ATG with etanercept was effective and safe in treating grade Il - IV aGVHD after allo-
HSCT.

[Key words] Anti-human T cell porcine immunoglobulin; Recombinant human tumor necrosis
factor-a receptor I : 1gG Fc;  Graft versus host disease
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