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Figure 3 Study 01809PB Statistical Analysis of the Log- Transformed Systemic Exposure 
Parameters of Phentermine (  mg) for 01809PB (Geometric mean ratio (GMR) and 
90% confidence interval (90% CI)) 
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Following the clinical and analytical site inspections, the Division of Scientific Investigations 
recommends that the PK data from subject 312 from study 018089D and the PK data from 
subject 510 from study 01809PB be excluded from the bioequivalence determination. The 
Division of Scientific Investigations concluded that other data generated at the clinical and 
analytical sites from studied 018089D and 01809PB be accepted for review.  

Dr. Zadezensky confirmed that the overall study results are not affected when subjects 312 and 
510 are excluded from the analyses.  

Because phentermine is excreted in the urine, Dr. Zadezensky recommends that the sponsor 
conduct, as a post-marketing requirement, a pharmacokinetics study in subjects with varying 
degrees of renal insufficiency. I concur with this recommendation.  

5. Clinical Microbiology  

Not applicable. 

6. Clinical/Statistical-Efficacy 

No clinical studies were conduced with Suprenza.  

7. Safety 

There were no signals of concern from the adverse events reported during conduct of the 
bioavailability studies. Dr. Golden recommends approval of the 15 mg and 30 mg ODTs. I 
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