DSC/13/2984/05 CONFIDENTIAL

Table 9: Summary of IGF-1 level (nmol/L) at baseline, end of treatment and change from baseline on the original scale
(ITT Analysis Set)
OCR 100 ug ITF2984 500 ug ITF2984 1000 ug ITF2984 2000 pug
N=41 N=43 N=47 N=42
Observed Change from Observed Change from Observed Change from Observed Change from
value Baseline value Baseline value Baseline value Baseline
Period 1
Baseline
n 11 12 12 12
Mean 90.295 85.675 98.118 74.060
SD 28.4937 19.4359 29.8280 21.9808
End of treatment
n 1" 1 12 12 9 9 12 12
Mean 58.521 -31.774 69.083 -16.593 63.828 -31.118 41.058 -33.003
SD 24 5079 27.3404 24.3823 17.4802 37.1166 24 5517 16.8651 19.4801
Period 2
Baseline
n 12 8 12 1
Mean 85.817 84.806 58.514 83.506
SD 26.5331 31.1428 256939 31.3716
End of treatment
n 12 12 8 7 12 12 11 1
Mean 51.593 -34.224 83.514 -0.671 48.548 -9.967 50.294 -33.213
SD 31.6788 28.8146 34.5557 20.2436 20.8628 14.7502 32.7642 21.7085
Period 3
Baseline
n 11 11 12 8
Mean 71.825 80.812 80.622 95.531
SD 23.6287 32.6270 21.1245 32.1273
End of treatment
n 1 11 11 11 11 11 8 8
Mean 51.686 -20.138 75.041 -5.775 56.487 -24 377 56.641 -38.890
SD 21.5037 11.1778 25.5941 17.1497 19.1806 17.4239 33.0978 21.2411
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Table 9: Summary of IGF-1 level (nmol/L) at baseline, end of treatment and change from baseline on the original scale
(ITT Analysis Set)
OCR 100 ug ITF2984 500 ug ITF2984 1000 ug ITF2984 2000 ug
N=41 N=43 N=47 N=42
Observed Change from Observed Change from Observed Change from Observed Change from
value Baseline value Baseline value Baseline value Baseline
Period 4
Baseline
n 7 11 11 11
Mean 75.624 71.993 91.380 88.355
SD 26.0449 20.7721 35.4521 21.9073
End of treatment
n 7 7 11 11 11 11 11 11
Mean 52.174 -23.450 60.617 -11.375 62.249 -29.131 47.435 -40.920
SD 27.5729 28.8884 23.3457 12.8635 27.4451 20.5349 21.6108 22.1508
Overall
Baseline
n 41 42 47 42
Mean 81.524 80.653 81.962 84.368
SD 26.3922 25.7428 31.3650 26.8854
End of treatment
n 41 11 42 1 43 43 42 42
Mean 53.576 -27.948 71.175 -9.572 57.282 -22.983 48.115 -36.253
SD 25.7877 246531 26.8510 17.1436 26.0949 20.4323 25.8697 20.6453

Baseline is defined as Day 0 of each period; At each time point, only subjects with a value at both Baseline and that time point are included in the change from
Baseline column.

N = the number of subjects in the analysis set receiving the specified treatment; n = the number of subjects with a measurement in this time period;
OCR = octreotide; SD = standard deviation.

Data Source: Section 14, Table 14.2.2.1
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