FDA delayed inspection for TX01

May 20, 2021

Tanvex BioPharma, Inc. announced that it received a complete response letter (CRL)
from United States Food and Drug Administration (FDA) in response to the Biologics
License Application (BLA) for TX01, a proposed biosimilar to Neupogen® (filgrastim).

FDA decided on TX01 BLA that manufacturing site inspections must be completed before
FDA can approve the BLA, and FDA is monitoring public health situation as well as travel

restrictions to actively define an approach for scheduling inspections.

Based on the CRL, Tanvex will continue to update FDA with supplemental information

and the Company plans to work closely with FDA to get the application can be approved.
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