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TIME FLOW
Visit No 2 3 4 5 6 7 8
Day 1241 14+1 26+1 28+1 4011 |42+1 54+1
Activity Screening visit Treatment | visit Treatment | visit | Treatment | visit
[Treatment

Consent X

History X

Pathology X @

Pathological and Clinical Staging ®| X

Drug dispensing X X X X

Blood sample © X X X X X X X X
Whole body bone scan X
CT scan of Thorax and abdomen X

Concomitant Medication X X X X X X X X
Adverse Events X X X X X X X X




a) One pathological result is enough — the historic data will be used.
b) Size of tumor according to greatest diameter, Extension and Number of lesions (T stage), their location, presence of distant
metastases, and regional lymphadenopathy.
c¢) Blood samples of screening day, days 1,12,14,26,28,40,42and 54 are used for safety (CBC)

ADVERSE EVENTS:

Toxicity / Grade Grade4 Grade3 Grade2 Gradel 0
Platelet count/ml | PIt<1000001 P1t<50000 < 10000 O Plt<75000<5000000 | PIt<150000 < 75000 NL O
Absolute ANC 200-500 O
. ANC <200 O ANC 500-1000 0 |ANC 1000-15000 NLANC <1500 O
neutrophil count
WBC ANC <307 O ANC 307-769 O ANC 769-1538 O ANC  1538-2307 O NLANC <2307 O
Hb 9<Hb O 9210>Hb O 10>11>Hb O 11mg/dl > 12> HbO NL O
. Transfusion . . . .
Bleeding needed O Sever bleeding O Moderate bleeding CJ Mild bleedingd None O
Fever Joapmorethan | 1540 lessthan24n 0 | 39.1-40¢ O 38-30c00 None O
Nausea Very sever O Sever O Moderate OO Mild O None O
Vomiting Hemodynamic 6 episodes O 2-5episode in24h O | 1episodein24h O None O
collapse O
Diarrhea Hemodynamic More than 7 episodes O | 4-6 episode a day O Lessthan4 O None O
collapse OO
. Not Controlled Controlled with .
Bone pain with NSAIDs O Recurrent O NSAIDs [ Mild O None O

R




Myalgia

Not contorted
with NSAID O

Recurrent [0

Controlled with
NSAIDs O

Mild O

None OO
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Mean Difference

model

model  descriprion MD (95% ClI)

Model A Mean Diff 119.30 (-1162.30, 1400.80)

Model B Adj. Mean Diff -160.00 (-1347.70, 1028.10)
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