Anti-Infective Drugs Advisory Committee

January 30, 2001

Questions for the Advisory Committee

1. To assess clinical response in an acute otitis media (AOM) trial targeting PRSP, what is the relevant test of cure?

a- end of therapy (few days after last dose)

b- later follow-up (1-3 weeks after last dose)

Would your answer be different in an AOM trial of “all comers” (no enrichment for PRSP)?  Please explain.

2. To assess microbiologic response in an AOM trial with a baseline tympanocentesis, what is the most informative repeat tap?

a- on therapy

b- end of therapy

c- at time of clinical failure

d- combination of above.  Please specify.

3. In an AOM trial targeting PRSP, is a lower clinical cure rate for PRSP acceptable compared to cure rates in an “all comers” trial?  Provide a lower bound of an acceptable clinical cure rate for patients with PRSP, taking into consideration the natural history of the disease.

4. Do the data support the safety and efficacy of Augmentin ES for the treatment of AOM due to PRSP?

a- If yes, what would be the appropriate role for Augmentin ES in the treatment of AOM?

- Empiric therapy?

- Therapy for AOM due to documented PRSP?

b- If no, what additional study(-ies) would you recommend?

5. Discuss the Sponsor’s proposed breakpoint (4.0 mcg/mL) for Augmenting 14:1.

