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IND 161725
GRANT FAST TRACK

Cascade Pharmaceuticals, Inc

Dear

Please refer to your investigational new drug application (IND) submitted under section
505(i) of the Federal Food, Drug, and Cosmetic Act for CS0159 (linafexor) tablets.

We also refer to your November 8, 2022, request for Fast Track designation. We have
reviewed your request and concluded that it meets the criteria for the Fast Track
designation. Therefore, we are designating as a Fast Track development program the
investigation of CS0159 for nonalcoholic steatohepatitis (NASH).

NASH 2—FEHCEETR, chEEABGEZRE. BaimitatthEsSE=ERATaT
NASH, IfaF S ax 8 o i=A%aTh=E.

CSO159E—METRFSIEHENG I HAGHF EEERGEE IS EZEEXEE (FXR) IoFEakl, EF3
FXREESSZHMIEEIERSARTFERRZIERE, HA=ENRIHFEM 7 E2FISASEY, FxiEimdiT
AN, SEMNBAMNESAARGEE, SRESREHBEEEWCS0159, 1ZmERNEFmET 7S
FIFEOSEEENZT, APnIEE SN PR ERIER S, HNRAZREA S T,

ZSHIRAREIZEERE, CS0159E 88 PXREEIEEN RS haVER, CIBARMENASHNGIEE
fRIENR, BAESGIER. XEZEMEMERIFNEA. BaiCS0158 08 A7 SRkl
G, M ERCEREFNZeME AR FEIPDEIREMESE. SHINASHENENIERIEEISEERS
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