Table 4. Derived pharmacokinetic parameters for ALM201 following subcutaneous administration on Days 1, 3 and 18 of treatment cycle 1 at doses of 10, 20, 40, 80, 100, 160, 200 or

300 mg
5 Summary Dose Level (mg)
arameter
Statistic 10 mg 20 mg 40 mg 80 mg 100 mg 160 mg 200 mg 300 mg
Day 1
/ (n=1) (n=1) (n=1) (n=3) (n=4) (n=3) (n=4) (n=23)
Cycle 1
Co (/ML) Gmean (CV) 200 54 - 835 (10) 1810 (124) 1990 (12) 1490 (53) 2550 (32)
max (NG/M
Range 749 — 892 465 — 4600 1730 — 2190 890 -2690 2100 - 3650
Median 1.53 15 1.52 2.5 2
tmax (h) 1.45 15 1.63
Range 0.75-2.0 1.30-1.50 0.80—-3.07 1.50-3.08 0.75-4.00
Gmean (CV) 3380 (10) 6280 (167) 6510 (15) 5860 (48) 11900 (24)
AUCo-t (ng.h/mL) 485 1040 1920
Range 3100 - 3790 1140 - 14800 5600 - 7560 3460 — 10200 9470 — 15100
Day 3
/ (n=1) (n=1) (n=1) (n=3) (n=4) (n=3) (n=4) (n=23)
Cycle 1
Conee (Ng/ML) Gmean (CV) 406 614 259 861 (21) 2750 (50) 1490 (10) 1620 (47) 2690 (18)
max (NG/M
Range 762 — 1090 1450 - 4280 1390 — 1660 1160 — 3100 2300 — 3260
Median 15 1.61 1.52 2 1.02
tmax (h) 0.5 1 15
Range 1.05-2.0 0.50-2.02 1.52-2.05 1.48 -2.00 1.00-2.00
Gmean (CV) 2970 (13) 8870 (38) 5100 (3) 6630 (55) 12500 (17)
AUCo-t (ng.h/mL) 868 1160 898
Range 2660 - 3430 5380 - 12800 4970 — 5280 4460 — 11900 10500 — 14700
Day 18
(n=1) (n=1) (n=1) (n=2) (n=2) (n=3) (n=3) (n=23)
Cycle 1
Covee (Ng/ML) Gmean (CV) 352 319 405 1090 (NC) 2330 (NC) 1350 (7) 1670 (50) 2880 (18)
max (Ng/M
Range 1090 - 1100 2140 - 2530 1240 - 1420 1230 — 2880 2420 — 3450
Median 1.23 1.9 15 2.03 15
tmax (h) 1.58 1.02 1
Range 0.47-2.0 1.45-2.35 0.50 - 2.00 1.00-3.50 1.00 — 2.07
Gmean (CV) 3500 (NC) 8100 (NC) 4930 (10) 5570 (55) 12100 (6)
AUCo-t (ng.h/mL) 817 718 1840
Range 3440 - 3570 7000 - 9370 4400 - 5400 3900 - 10000 11400 - 12900

NC = not calculated (fewer than n = 3 values)




