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Yang,

1 Update regarding Phase 3 0 301 was signed off 21 Sept. 302 going for sign-off next week. Plan is for 302

protocol status protocol and ICFS to be available for. by Oct 6”‘.

Discussion regarding Subnlission Regulatory outlines process for se11ding protocols in via SPA (Special Protocol

0f P11 3 p1'0t0C01S I0 FDA Assessment). Table reviewed at meeting outlines the types of changes 111ade to the
protocol. Regulatory advises that we address FDA‘s specific concerns regarding

primary endpoint analysis. how we handle switchers a11d drop-outs. VVe also need to

develop a plan for Population Pk.
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