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OES0E10EIS Presidentiall Debate

S \WWhoe'sees unblinded interim data?

¢ 5:15-6:15: Dr. Henry Lee, forensic scientist

e 6:15-7:15: Reception
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10:15-11:05; 11:10-Noon)
— |intent IS to maximize audience participation

o 1:00-1:50: Plenary session (Drs. Berry & Grieve)

e 2:30-3:30: Next Steps Panel
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|dERiy appreaches and methodology which
rELalfISCIENUHIC INLEGRILY, of study.

ety these thiat denot

|dentify/ thoese: that reguire case-ny-case
consideration by regulators

Determine how to move Issues In the gray.
zone (bucket #3) to #1 or #2
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Time

o} SESSIOMICRAINS:
PIeasesyncharenIZe your watches:
ICISTAGWE ... B8 am

o \/ery Impoertant:
\\We need to stick to allotted time
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sPAGIIcalistiidy design that uses accumulating
datarte decidernew toymodify aspects of the
stu@y asitcontiues; without undermining the
validity’andiimtegrity ofi the trial

— Definitieniis broad — not classified by statistical
methoedolegy or appreach

— Traditional interim analysis wWhere one may stop
early to declare efficacy Is a type of adaptive design
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