Mar 23, 2000

Merck submits preliminary
VIGOR data to FDA

APPENDIX I
MERCK'S SUPPLEMENTAL NEW DRUG
APPLICATIONANDINITIAL FDAREVIEW.

Apr 10, 2000

Merck/FDA pre-sNDA meeting

TIMELINE OF KEY EVENTS

Oct 13, 2000

Jan 4, 2001

Merck submits Safety Update Report for VIGOR to FDA

Apr 21, 2000

Merck submits to FDA final Background
Package for the VIGOR Advisory
Committee meeting

Oct 27, 2000

FDA recommends that Merck conduct an
animal study with Vioxx to evaluate CV
safety

Merck provides FDA with additional analyses of CV
adverse event data for Protocols 085 and 090

Jan 8, 2001

Merck provides FDA with CV event meta-

Mar 30, 2001
analysis for Vioxx and the results of the

African Green Monkey Study

Merck submits final data
from ADVANTAGE to FDA
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Jun 29, 2000 Jan 31, 2001
Nov 23, 2000
Merck submits VIGOR sNDA and proposed

—
Shaded events = Background Events

draft labeling to the FDA

‘VIGOR article published in New England Journal of Medicine

Merck/FDA pre-Advisory
Committee meeting

Nov 27, 2000

Aug 3, 2000

Feb 6, 2001

FDA requests complete Clinical Study Report for

Merck provides FDA with a preliminary

FDA denies Merck’s request for expedited
review of VIGOR sNDA and assigns
application “standard” review status

Unshaded events = Key Events for Appendix [
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ADVANTAGE

Dec 21, 2000

CV adverse event data from ADVANTAGE

Merck provides FDA with preliminary report of GI and

report of data from Watson NSAID study

Feb 7, 2001

Advisory Committee meeting to discuss

Searle/Pfizer’s CLASS study and sSNDA

Feb 8, 2001

Advisory Committee meeting to discuss VIGOR
results and SNDA




