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Covariate Distribution Model
............. Drug Model
{E....Neminal Design (Protocol) 1
Prqtncpl Summary
gbledws Objectives of the Study 1
L:;:'Ji':;':ase Uncertainty about the potency of PainAway complicates selection of dose levels for the tria
T s dose strategies will be compared at the expected value and 95% confidence limits for EC5
Observations simulations of...
Assignment
Follow-up Phase . i
Study Timeline Overall Study Timeline
Protocol Deviations
Analysis Plan Study Design
Simulation Scenarios
Simulation Results Enroliment

Total number of subjects: 16. Number of centers: 1.
Inclusion Criteria:

BodyWeight <= 90 kg.
Exclusion Criteria:

BodyWeight < 45 kg.

Lead-in Phase

No lead-in phase.

Active Phase
Treatment Arms
Placebo:Placebo 0 mg. Schedule: 'One dose at time 0.
10mg:painaway 10 mg. Schedule: 'One dose at time 0.
20mg:painaway 20 mg. Schedule: 'One dose at time 0.
40mg:painaway 40 mg. Schedule: 'One dose at time 0'.
80mg:painaway 80 mg. Schedule: 'One dose at time 0.

Observations
CP, Pain_Relief. Measurement Schedule: 'PK sampling'.

Subject Assignments
Parallel design. Treatment Arms: Placebo, 10mg, 20mg, 40mg.
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Lead-in Phase Analysis Plan Variables
Treatments
Observations Variable Indude [ Primary Missing Policy [ BQL Policy Summarization | Method(s)
Assignment cP O O Treat as Missing Treat as Zero # None # <None>
g:llt‘:vw'l-';:\zepli?;se Pain_Relief M O Treat as Missing N/A (Pain_Relief has no QL) # Value attime: 0.75 | #* ChiSq_Pain_Relief
pectocol Deviations Analysis Methods for Variable Pain_Relief ? X
Analysis Plan
Simulation Scenarios
Simulation Results Analysis method(s)

Method [ Type I
ChiSq_Pain_Relief :Custom R Script

escriptive Statistics...
ANOVA or ANCOVA...

Custom Analysis in R...

Analysis Plan &0
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Seniition Scunaion Scenario ["‘?‘1 Replicate ] Drug_Effect_EC50 l Assignment
Alessisazng 1 [lowdoseep @ 40 03 Base Design m Prorocol
Ao B |Lowdoselow & 40 07 Base Design in Protocol
3 Lowdosehig & 40 017 Base Design in Protocol
|4 Highdoseex & 40 035 Hgh dose strategy
5 |Highdose lo 40 07 High dose strategy
6 |Hondosemg & 40 017 High dose strategy
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Simulation scenarios A < 5
A simulation scenario is one variation on the
base study. Each scenario may be assigned
a different combination of values for the Options
study properties that are being examined
through simulation. Any number of replicates [ Enable Covariate Distribution Model Variability
of one or more scenarios can be simulated v Model Variabili
il [ Enable Drug Model Variability
[ Set Your Own Random Seed for Scenario
Disabling variability
Run the simulation without variability in the WV
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