A phase |, pharmacokinetic (PK) and preliminary efficacy assessment of ALD518, a humanized anti-IL-6 antibody, in

patients with advanced cancer.
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1 patient on the 80mg dose withdrew after the week 1 visit, 1 patient on
the 160mg dose withdrew after the week 8 visit, and two patients
withdrew on the 320mg dose after the week 8 and week 10 visit,
respectively.

FACIT-F questionnaire and hand grip strength. Hand grip strength
was measured using a hand dynamometer. Patients were followed
up from screening to 12 weeks post-dose.

ALD518 given to patients with advanced cancer was safe and well
tolerated. ALD518 reversed fatigue, increased hemoglobin and
albumin, and there was a trend to increased hand grip strength.
There was a decrease in platelet and neutrophil count that remained

FACITF fatigue score

Statistical analysis (ITT) using a non-parametric method (Wilcoxon

; N ; There were 4 serious adverse events during the study: 3 disease Prefone " WewkZ  Wewwd  Weor 12 stable throughout the study. The median elimination half life of
rank sum test) with last observation carried forward was performed progressions and 1 sepsis secondary to a blocked biliary stent. The Figure 5: Modian and interquartle range for FACI-F fatigue ALD518 wasgl5 days. There was complete suppression of serum CRP

on the hemoglobin, platelet count, neutrophil count, plasma albumin
concentration, FACIT-F questionnaire, hand grip strength, and C-
reactive protein. Every patient with more than one post-dose value
(8 out of 9) was included in the analysis.

most common adverse events, occurring in at least 25% of subjects
were nausea, vomiting, abdominal pain, diarrhea, gastro esophageal
reflux disease, and disease progression. There were no infusion
reactions noted in any patient.

at all doses at all time-points post-dose. The 80mg, 160mg, and
320mg doses have been taken forward into a multiple dose 6 month
phase Il study in NSCLC patients with cachexia.




