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Summary:

The purpose of this internal meeting was to discuss and reach consensus on an
updated timeline for Accelerated Approval of the BLA. The new Action Due Date
(ADD) of June 22, 2023 was agreed upon with the following tentative dates:

1.

2.

3.
4.

Proposed Labeling first draft to Sarepta: June 2, 2023 (review team to send to
leadership May 26th).

Proposed PMR/PMC’s to Sarepta: June 2, 2023 (office clearance May 26th,
PMC/PMR coordinators May 31st)

Final Reviews: June 9, 2023

Proposed SBRA to leadership: June 16, 2023

Dr. Peter Marks, the RPM and CMC and Clinical leadership will be meeting with
the Applicant on Monday, May 22, 2023, at 10:30am to update the Applicant on
the new timeline and updated indication for this BLA. The agenda for the meeting
will include:

1.
2.

Dr. Marks will open the meeting by discussing his assessment.

Dr. Marks will discuss the new indication statement which includes only using
the data for 4-5-year-olds for further labeling negotiations for the use of micro
dystrophin as a surrogate endpoint.

Dr. Marks will discuss the new action due date of June 22, 2023.

Clinical will discuss adequate powering of different age subgroups in the
confirmatory clinical trial.

CMC will comment on the manufacturing process and thank them for
revalidating the ®) ) assay.

END





