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Abstract

Purpose This study evaluated the clinical safety and
efficacy of tanfanercept (HB M9036) ophthalmic solu-
tion as a novel treatment for dry eye disease (DED) in
a controlled adverse environment (CAE) study con-
ducted in China.

Methods In a single-center. double-masked. ran-
domized. placebo-controlled study. 100 patients
received 0.25% tanfanercept. or placebo, twice daily
for eight weeks. A mobile international CAE® DE
Model was used for patient selection with a stand-
ardized challenge endpoint. Primary efficacy end-
point was fluorescein inferior corneal staining score
(ICSS) pre- to post-CAE challenge from baseline.
Secondary endpoints included Schirmer's Tear Test.
Tear-Film Break-Up Time. Ocular Discomfort Score,
Ora Calibra® Ocular Discomfort and 4 Symptom

Y.Dong - S. Wang - L. Cong - T. Zhang - J.Cheng -
N. Yang - X. Qu - D_Li - L. Xie (02

Qingdao Eye Hospital of Shandong First Medical
University. State Key Laborstory Cultivation Base,
Shandonz Provincial Key Laboratory of Ophthalmology.
Eye Institute of S First University.
Qingdao. China

e-mail: lixin_xie @hotmail com

X.Zhou - H. Wang - M_Lee - M. Wang - S. Chen -
X.Chen

Harbour BioMed. Shanghai. China

G.W. Ousler

Ora Inc. Andover. MA. USA

Published online: 22 February 2022

Questionnaire. total corneal staining score (TCSS).
and drop comfort. Signs and symptoms were assessed
both pre- and post-CAE to evaluate the efficacy
of tanfanercept on both environmental and CAE
endpoints.

Resuwlts The tanfanercept treatment group showed
improvement in ICSS pre- 1o post-CAE change
from baseline scores when compared to placebo
(— 0.61+0.11 and — 0.54+0.11. respectively: mean
difference =0.07. p=0.65). TCSS pre-post-CAE
change from baseline scores was also in favor of
active when compared to placebo (— 1.03+0.21 and
— 0.67£0.21, respectively: mean difference =0.37,
p=0.23). Schirmer's score improvement was dem-
onstrated in favor of active (1.87 +0.62 mm) as
compared to placebo (1.28+0.62 mm: mean differ-
ence=0.59 mm. p=0.50). Change from baseline
in mean Tear-Film Break-up Time favored active
treatment over placebo (mean difference=1.21 s,
p7=0.45). Notably. the tanfanercept showed more
obvious benefits for each DED sign in a subgroup of
subjects = 35 years of age. Tanfanercept was well tol-
erated with no serious adverse events occurring dur-
ing the study.

Conclusion Tanfanercept demonstrated improve-
ments in favor of active as compared to placebo in the
signs of DED, being safe and well tolerated. These
data support further evaluation of tanfanercept for the
treatment of DED in China.
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