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NDA 20-654
Myotrophin Injection

John Feeney, M.D.
Food & Drug Administration

Division of Neuropharmacological
Drug Products
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‘Study 1200
Primary Analysis

Protocol Specified Primary Analysis:
e Pooled dose vs. Placebo, p=0.055

FDA Analysis:
e 0.10mg/kg/day dose comparison, p=0.05



Study 1202
Protocol Specified Analyses

e Primary: 0.10mg/kg/day
compared to placebo,
p=0.34

* Secondary: None statistically significant



STUDY 1202
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Cumulative Survival
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Study 1202: Survival Curves
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~Study 1200
Primary Analysis

Protocol Specified Primary Analysis:
» Pooled dose vs. Placebo, p=0.055

FDA Analysis:
e 0.10mg/kg/day dose comparison, p=0.05



Study 1200: Survival Curves
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Could the positive findings of the North American
trial represent a chance occurrence?
Points to Consider:

e Beneficial Effect in Two Different Measures
(Appel Scale and SIP)

o Statistical Significance Acheived for All Efficacy
Variables (Appel Scale and SIP)

e p=0.01 for Primary Efficacy Variable (Appel
slope; High dose vs. Placebo)

« Dose-Related Pattern of Response for All Efficacy
Variables

» Blood Level-Response Relationship



