
























LABELING ISSUES

Jim Lancaster presented the draft indication for olanzapine that was

submitted for approval.

Indication
ZYPREX is indicated for the management of the

manifestations of psychotic disorders consisting of positive and/or
negative psychotic signs and symptoms.

The antipsychotic efficacy of ZYPREX was established in
6-week controlled trials in schizophrenic inpatients and in
schizophrenic, schizophreniform, and schizoaffective in- and
outpatients. Further, the long-term effectiveness of ZYPREX in
maintaining an acute treatment response was demonstrated in 3
double-blind, controlled extension maintenance trials. Consistent
with a good standard of practice, the physician who elects to use
ZYPREX for extended periods should periodically reevaluate the
long-term usefulness of the drug for an individual patient.

Advisors largely agreed that it was both conservative enough to be approved

unchanged, and aggressive enough to distinguish olanzapine from other

antipsychotics, without overtly suggesting superiority.

Dosage and administration (excerpt)
Usual Dose-The recommended starting dose of ZYPREX is 10 mg
administered once daily.

The range of ZYPREX administration is 5 mg to 20 mg/day.
When clinically indicated, it is recommended for most patients that
an increase to a dose ~ 15 mg/day be made only after the patient has
been treated with a starting dose for at least 4 days.

There was some concern over the recommendation to wait four days before

increasing the dose over 10 mg per day. Some advisors felt that some

clinicians may interpret this recommendation to mean that olanzapine at

10 mg is not an effective dose, even though it is, and therefore, they might be

reticent to start an acutely psychotic patient on olanzapine. Overall,
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however, advisors found the draft indication to accurately reflect the

findings of the four major clinical trials.
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