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IND 168074

STUDY MAY PROCEED

Shanghai Yuyao Biotech Co., Ltd.
Attention: Charlene Wang, RAC
Principal Consultant

119 Southfield Drive

Belle Mead, NJ 08502

Dear Dr. Wang:!

Please refer to your investigational new drug application (IND) submitted under section
505(i) of the Federal Food, Drug, and Cosmetic Act (FDCA) for YY201.

This IND includes your protocol entitled, “An Open-Label, Multicenter, Phase | Study to
Evaluate the Safety, Pharmacokinetics and Preliminary Efficacy of YY201 in Patients
with Relapsed/Refractory Hematological Malignancies.”

We have completed our safety review of your application, as amended, and have
concluded that you may proceed with your proposed clinical investigation.

We remind you to officially submit to the IND the revised protocol and your response to
the deficiencies and information requests from October 26, 2023, October 31, 2023, and
November 1, 2023.

We have the following comments and requests for additional information. Please note
that these requests are not clinical hold issues.

Chemistry, manufacturing, and controls

1. Asdiscussed in ICH Q11 “Development and Manufacture of Drug Substances”,
the adequacy of regulatory starting materials is determined for the commercial
manufacturing process. Amend your IND with information as per this guidance
during phase 2 of the IND development to justify your proposed starting materials
BYSMO02, BYSMO03 and BYSMO04.

2. Provide a single drug substance specification with one set of acceptance criteria
for all items tested. Your proposed drug substance specification currently has two

1 We update guidances periodically. For the most recent version of a guidance, check the FDA Guidance
Documents Database https://www.fda.gov/Regulatorylnformation/Guidances/default.htm.
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