CLOZAPINE ORALLY DISINTEGRATING TABLETS

(FAZACLO™ (Alamo Pharmaceuticals, LLC)

CLASSIFICATION:  Atypical Antipsychotic 

INDICATIONS: Same as Fazaclo tablets.
PHARMACOLOGY: Same as Clozaril (clozapine) tablets.

PHARMACOKINETICS:  Pharmacokinetic studies have shown Fazaclo™  to be bioequivalent to Clozaril™ (clozapine) tablets.  Absorption, distribution, metabolism and excretion of the Fazaclo™  is equivalent to Clozaril™ tablets.

DISINTEGRATION:  During the development of this tablet the in vivo disintegration time was tested with administration of four tablets at once and found to be the same as the in vivo disintegration of one tablet in the same subjects. Fazaclo™ tablets disintegrate in the mouth within 15-30 seconds.
DOSING: Same as Clozaril™ tablets.

WARNINGS AND PRECAUTIONS: Same as Clozaril™ tablets.

ADVERSE REACTIONS: Same as Clozaril™ tablets.

INTERACTIONS: Same as Clozaril™tablets.

COSTS (per SASH purchasing):

25mg($/Tab)
100mg($/Tab)

Fazaclo™
1.06
2.91

Clozaril™
1.33
3.44

Clozapine Generic (Ivax)
0.45
1.04

PRODUCT AVAILABILITY: Fazaclo™  is available in 25mg, and 100mg orally disintegrating tablets.

PATIENT REGISTRATION:  Patients are registered with the Fazaclo (clozapine, USP) Patient Registry.  Like IVAX, this registry is separate from the Clozaril™ registry.  Available by telephone (1-877-Fazaclo (329-2256)), Fax (1-877-329-2257) or internet (www.fazaclo.com)
CONCLUSION:  Fazaclo™ provides an alternative to oral clozapine for patients who either cannot or will not reliably take oral tablets of clozapine.  Fazaclo is bioequivalent to Clozaril™ brand clozapine.  It is priced slightly more than generic oral clozapine tablets and slightly less than Clozaril™.

RECOMMENDATION:  Add to formulary
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