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Output file of an evaluation design example with PFIM 3.2

In this section, we present an output file of PFIM 3.2 for an evaluation design example cor-
responding to a two-period, two-sequence crossover trial with rich design and an treament
effectβCl = log(1.1).

PFIM 3.2 Option 1
Project: EVALUATION EXAMPLE
Date: Fri Apr 02 13:34:05 2010

**************************** INPUT SUMMARY ********************************
Analytical function models :
dose/V * ka/(ka - (Cl/V)) * (exp(-(Cl/V) * t) - exp(-ka * t))
Population design:
Sample times for response: A

times subjects doses
1 c(0.5, 1, 1.5, 2, 4, 6, 8) 40 30
Number of occasions: 2
Random effect model: Trand = 2
Variance error model response A : ( 0.1 + 0 *f)^2
Covariate model :
NB: Covariates are additive on log parameters
Covariates changing with occasion
Covariate 1 : Treat ( Cl )

Categories References
(1) AP *
(2) AX

Sequences Proportions
(1) AP AX 0.5
(2) AX AP 0.5

Computation of the Fisher information matrix: option = 1

******************* POPULATION FISHER INFORMATION MATRIX *****************
[,1] [,2] [,3] [,4] [,11]

[1,] 338.842785 -12.7765182 2.3867898 2.1606690 ------- 0.00000
[2,] -12.776518 29.2479051 0.6132715 0.6423844 ------- 0.00000
[3,] 2.386790 0.6132715 98.3549073 98.2903563 ------- 0.00000
[4,] 2.160669 0.6423844 98.2903563 960.5116851 ------- 0.00000
[5,] 0.000000 0.0000000 0.0000000 0.0000000 ------- 854.48948
[6,] 0.000000 0.0000000 0.0000000 0.0000000 ------- 558.65577
[7,] 0.000000 0.0000000 0.0000000 0.0000000 ------- 30.58927
[8,] 0.000000 0.0000000 0.0000000 0.0000000 ------- 2412.87746
[9,] 0.000000 0.0000000 0.0000000 0.0000000 ------- 1595.71723
[10,] 0.000000 0.0000000 0.0000000 0.0000000 ------- 477.70436
[11,] 0.000000 0.0000000 0.0000000 0.0000000 ------- 68842.97036
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************************** EXPECTED STANDARD ERRORS ***********************

------------------------ Fixed Effects Parameters -------------------------

-------------- Fixed Effects Parameters ------------
Beta StdError RSE

ka 1.00000000 0.05478405 5.478405 %
V 3.50000000 0.18646491 5.327569 %
Cl 2.00000000 0.10643772 5.321886 %
beta_Cl_Treat_AX 0.09531018 0.03405449 35.730174 %

------------------------- Variance of Inter-Subject Random Effects ---------
Omega StdError RSE

ka 0.09 0.02687382 29.85980 %
V 0.09 0.02526824 28.07583 %
Cl 0.09 0.02285511 25.39457 %

------------------------- Variance of Inter-Occasion Random Effects --------
Gamma StdError RSE

ka 0.0225 0.007998848 35.55044 %
V 0.0225 0.006417971 28.52431 %
Cl 0.0225 0.004679558 20.79804 %

------------------------ Standard deviation of residual error --------------
Sigma StdError RSE

sig.interA 0.1 0.003837657 3.837657 %

******************************* DETERMINANT ********************************
4.596963e+36

******************************** CRITERION *********************************
2152.543

***************************** COMPARISON TEST ******************************
Beta 95 % CI exp(Beta) 95 % CI

beta_Cl_Treat_AX 0.09531018 [0.029;0.162] 1.1 [1.029;1.176]

Type I error = 0.05

Expected_power Number_subjects_needed
(for a given power=0.9)

beta_Cl_Treat_AX 0.799208 53.65701
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***************************** EQUIVALENCE TEST ******************************
Beta 90 % CI exp(Beta) 90 % CI

beta_Cl_Treat_AX 0.09531018 [0.039;0.151] 1.1 [1.04;1.163]

Type I error = 0.05

Equivalence interval = [log(0.8),log(1.25)]

Expected_power Number_subjects_needed
(for a given power=0.9)

beta_Cl_Treat_AX 0.982525 24.31024

Time difference of 0.05999994 secs


