APPENDIXD Feb 7, 2000
THE VIGORTRIAL. Merck sends a letter to VIGOR DSMB agreeing to prepare
outline of planned analyses for VIGOR CV data
TIMELINEOFKEY EVENTS
Feb 10, 2000
Aug 13, 1997 Selected as the trial termination date based on
B Nov 23, 1998 number of GI events; later selected as reporting

Merck cancels GI outcomes trial i cut-off date for CV events to be included in June
(Protocol 059) Vioxx New Drug Application 2000 sNDA
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class GI warning

FDA Advisory Committee meeting re: type of
GI data that would support removal of NSAID-

Jul 31, 1998

First patient enrolled in VIGOR Trial

Dr. Scolnick requests “confidential meeting” with Dr.
Shapiro about blinded VIGOR Trial results

Mar 2, 1999
First meeting of VIGOR Trial DSMB

Merck plans VIGOR Trial
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Shaded events = Background Events

Unshaded events = Key Events for Appendix D
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Oct 3, 1999

Second meeting of VIGOR Trial DSMB

Nov 17, 1999

Third meeting of VIGOR Trial DSMB:
focus on cardiovascular data

Dec 20, 1999

Fourth meeting of VIGOR Trial DSMB

Feb 28, 2000

MRL deletes reference to CV events
analysis from VIGOR Trial DAP

Mar 9, 2000

Last day for patients in
VIGOR Trial to have their
final clinic visit

VIGOR Trial data
unblinded to a small group
of MRL scientists

DSMB asks Merck to prepare CV DAP for VIGOR Trial
e ——————————————

Jan 24, 2000

VIGOR DSMB sends second letter requesting VIGOR-specific CV DAP




