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VOLUNTARY ANNOUNCEMENT

THE SUPPLEMENTAL APPLICATIONS OF HANDAYUAN (ADALIMUMAB
INJECTION) FOR THE NEW INDICATIONS HAVE BEEN ACCEPTED BY
THE NATIONAL MEDICAL PRODUCTS ADMINISTRATION

A. INTRODUCTION

This announcement is made by Shanghai Henlius Biotech, Inc. (the “Company”) on a
voluntary basis to inform the shareholders and potential investors of the Company about the
latest business development of the Company.

The board of directors of the Company (the “Board”) is pleased to announce that, recently,
the supplemental new drug applications of HANDAYUAN (adalimumab injection)
(“HANDAYUAN”) which is independently developed by the Company for the new
indications of polyarticular juvenile idiopathic arthritis, pediatric plaque psoriasis, Crohn’s
disease and pediatric Crohn’s disease have been accepted by the National Medical Products
Administration (the “NMPA™).

B. BACKGROUND OF AND BASIS FOR SUBMISSION

HANDAYUAN (adalimumab injection) is a biosimilar of adalimumab independently
developed by the Company, which was approved by the NMPA for marketing in mainland
China (excluding Hong Kong, Macau and Taiwan regions, the same as below) in December
2020. As of the date of this announcement, the indications of HANDAYUAN approved in
mainland China are: (1) rheumatoid arthritis; (2) ankylosing spondylitis; (3) plaque psoriasis;
and (4) uveitis.

The applications add the indications of polyarticular juvenile idiopathic arthritis, pediatric
plaque psoriasis, Crohn’s disease and pediatric Crohn’s disease, of which the originator
adalimumab has been approved in mainland China. The extrapolation of these indications
is mainly based on: (1) the proven similarity conclusion between HANDAYUAN and
the original drug; (2) the same or similar mechanisms of action between the extrapolated
indications and the indication in clinical comparative study; and (3) the selection of sensitive



population and appropriate indication for key clinical trials, with substantial safety and
immunogenicity data. The extrapolation of these indications is in compliance with the
requirements of the Technical Guidelines for R&D and Evaluation of Biosimilars (Trial)
(A=W A0) B b % B {6 5 il 45 2L U1 (Rl 47) ), Clinical Trial Guidelines for Adalimumab
Injection Biosimilars (P[22 A B 4T 1 5 i A= M0 JE A0 BE Bl K 5l B 5 & )7 Al D), the Technical
Guidelines for Similarity Evaluation and Indication Extrapolation of Biosimilars ({ZE#7%i1L)
SR DUV A R0 288 BRI AP HEHE 9l 45 & )5 AI)) and other regulations and policies in China for
extrapolation of indication.

C. MARKET CONDITION

As at the date of this announcement, in addition to the Company’s HANDAYUAN, the
adalimumab marketed in mainland China include Humira® of AbbVie, Anjianning® of Hisun
Biopharmaceutical Co., Ltd. and QLETLI® of Bio-Thera Solutions, Ltd., etc. The adalimumab
marketed globally include Humira® of AbbVie, Amgevita® of Amgen and Hyrimoz® of
Novartis, etc. According to the information of IQVIA CHPA and IQVIA MIDAS™ (IQVIA
is a global provider of professional information and strategic consulting services in the
pharmaceutical and healthcare industry), the sales volume of adalimumab in mainland China
and worldwide for the year of 2022 was approximately RMB797 million and US$38.008
billion, respectively.
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