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1. Do these two large outcome trials suggest that a) GI and b) overall safety
should be addressed similarly with large outcome trials before organ specific
safety comparison and claims can be considered with new agents in the
future?

2. Both the VIGOR and the CLASS studies as well as post-marketing data
confirm the high risk for complicated ulcers in elderly patients and in patients
with a prior history of ulcer disease.  This increased relative risk was seen
across all comparators. Current labeling notes these as risk factor. Given that
COX-2 selective agents may be regarded by some as having a better GI safety
profile, does current labeling provide adequate awareness for prescribers
regarding the increased risks in these populations.


