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o If the sponsor has more ﬂ an one primary efficacy endpoint (relief within 24
hours and relief at 21 days), o should be adjusted for multiple endpoints.

The agency further stressed the importance for conducting multi-center studies for
each of the suggested protocols (arthritis jpain and muscle aches and pain).

At the close of the meeting, thg agency inviji’d the sponsor to submit the revised
protocol(s) for comment beforg beginning the studies.
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