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Gls-010, a novel anti-PD-1 mAb in Chinese patients with relapsed or
refractory classical Hodgkin lymphoma: Preliminary impressive result

of a phase Il clinical trial.

Yuqin Song, Jun Zhu, Ningjing Lin, Mingzhi Zhang, Hai Bai, Hui Liu, Jie Cui,
Xiaoyan Ke, Huilai Zhang, Lihong Liu, Dongmei Yan, Yongsheng lJiang,
Aimin Zang, Junyuan Qi, Li Wang, Zhuogang Liu, Bing Xu, Ying Zhang,

Zhihui Zhang, Haijin Meng

FhR: 2MAEFSMER (cHL KIFFEZ 9p24 « 1 LK Fr BHi#
2 A PD-LL LR )3 B 3R IE  GLS-010 A2 4 1) 4= N JEHL PD-1
VEREDUAR, FEBLHTE | AT A0 b R ) RAF s . X o B
1 I ARAREE B 75— 25 0Pl GLS-010 787 B &2 R MEBUEVA 1 cHL 58
TR 22 A A R

Fig: FTA NIkl B g 2 JAH% GLS-010 240mg, E R E .
FET . PR AT 52 i B BB AT A ok o 2B AR ARYE Lugona
2014 ML PP ZE 512 ARC) WA I 2 WL 22 /1% %< (ORRD - HiR 4% NCI CTCAE
v4.03 7RI REAF (AEs).



ZiR: 85 AL B/ RN ARG R K BOEIRTE cHL 3%
NAHFEZIEIT . BEEIEE 20194 8 A 2 H, BHEBEZIRITAY
Az 380 8 A (L AN E LS 2 Yot , Ho 12 4 B h kg T,
1M 73 4 B AAERIT . AP A BEYTIN (A 6.57 S I, dlid IRC
PEAL RS T 85 Bl R K 78 4 (91.76%, 95%Cl, 83.77-96.62) 1]
ORR, HH1 301 (35.3%) iAF|5ERLM (CR ) 148 4 (56.5%)
G (PRY. IARIL B S AR FF 2 18] (DoR) MGt e A A7
1 (PFS). 85 ZEEHE 77 4 (90.6%) KA VAT A TT A
RARFAE (TRAE), HARZHON 1-2 Z4. & WLE) TRAE J2 KA
(26/85, 30.6% ), HHERigHMTHEfFfk ( 16/85, 18.82% ) A4
Mit# R FE (15/85, 17.65%). 23 il (27.06%) K4 3 9% TRAE, ¥

RS Re S (5/85, 5.88% ) M= JREZIMNE (4/85, 4.71% ).

2518 GLS-010 AEH [EH B R HEVE TE cHL BB E vh BoR A NETR IR
FIHT MR ETE (ORR=91.96% ) FIR[H#M) 2244, GLS-010 A HE/21E
XEBEH PR ZEFERRTER. KKKLEER:

NCT03655483

R E

Abstract

Background: classical Hodgkin lymphoma (cHL) are characterized by



genetic alterations at the 9p24 * 1 locus and PD-L1 ligand overexpression.
GLS-010 is a novel fully human anti-PD-1 mAb and exhibited favorable
result in previous Phase | study. This multi-center, single-arm Phase Il
clinical trial is aimed to further evaluate the safety and efficacy profile of
GLS-010 in Chinese patients (pts) with relapsed or refractory cHL.
Methods: All pts enrolled received GLS-010 240mg every 2 weeks until
disease progression, death, unacceptable toxicity or withdraw from the
study. The primary endpoint was objective response rate (ORR) by
independent review committee (IRC) per Lugona 2014. Adverse events
(AEs) were graded by NCI CTCAE v4.03.

Results: 85 pts with relapsed or refractory cHL who had received at least
2 lines of prior systemic chemotherapies were enrolled and treated. As
of August 2 2019, data cutoff, pts received a median of 8 treatment
cycles (1 cycle include 2 injections), with 12 pts discontinued and 73 pts
were still in treatment. At a median follow-up of 6.57 months, an ORR
was reported in 78 of 85 patients (91.76%, 95%Cl, 83.77-96.62), by an
IRC assessment, including 30(35.3%) pts with a complete response (CR)
and 48 pts (56.5%) with a partial response (PR). Median duration of
response (DoR) and progression free survival (PFS) were not reached yet.
Treatment-related adverse events (TRAEs) of any grade occurred in 77
(90.6%) of 85 patients, most of which were Grade 1-2.The most common

TRAEs were fever (26/85, 30.6%), neutrophil count decreased (16/85,



18.82%), white blood cell count decreased (15/85, 17.65%). = Grade 3
TRAEs occurred in 23 (27.06%) pts, most commonly, hepatic function
abnormal (5/85, 5.88%), hyperuricaemia (4/85, 4.71%).

Conclusions: GLS-010 showed impressive anti-tumor activity (ORR =
91.96%) and manageable safety profile in Chinese patients with relapsed
or refractory cHL, which could be a new safe and effective treatment

option in this setting. Clinical trial information: NCT03655483
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