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WHO Toxicity Criteria Grade (All Casualities, N= 31 )

Adverse Event
1 2 3 4 NA Total

Pyrexia 10 (32.3) |15 (484) | 0 (0.0) 0 0.0 0 (0.0) | 25 (80.7)
Feeling cold 0 (0.0) 0 (0.0) 0 (0.0 0 (0.0) |23 (74.2)| 23 (74.2)

-GT &% 0 (0.0 0 (0.0) 0 (0.0) 0 (0.0) |12 (387 | 12 (38.7)
Blood pressure & 0 (0.0 0 (0.0) 0 (0.0) 0 (0.0) |10 (32.3) | 10 (32.3)
Hb 72 5 (16.1) 3 9.7 1 3.2 0 (0.0) 0 0O |9 (290
ALT ‘& 4 (12.9) 2 (6.5 2 (6.5 0 (0.0) 0 (00O | 8 (25.9)




[Vomiting NOS 0 (0.00 | 516.1) 2 65 | 0 (00 | 0 (0O [ 7 (226
Pain NOS 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) | 6 (19.4) | 6 (19.4)
Platelet count 72 4 (129 | 2 65 | 0 0O | 0 (0O) [ 0 (0.0) | 6 (19.4)
Headache NOS 0 (0O [ 0 O | 0 (0 | 0 (00) |6 (194 | 6 (19.4)
[njection site 0 00 [ 0 o | 00 | 0 (0 |5 (161 | 5 16.1)
Nausea 5 (16.) | 0 O | 0 O | 0 (0O [ 0 (00O | 5 16.1)
AST =7} 3 00 [ 0o | 000 | 265 [0 00 |5 16.1)
ALP A 4 (129 | 0 (0.0 1 32 [ 0o 0o | 0 OO | 5 (61D
Blood pressure 74 0 00 [ 0 o | 00 | 0 (0 |5 (161 | 5 16.1)
Feeling hot 0 00 [ 0 O | 0O | 0 (0 |4 (129 [ 4 129
Dizziness 0 0O [ 0 o | 0O | 0 (0 |4 (129 [ 4 129
Tachycardia NOS 4 (129 [ 0 0O [ 0 O [ 0 o | 0 0O | 4 (129
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WHO Toxicity Criteria Grade (Treatment related, N=31 )

IAdverse Event

1 2 3 4 NA Total
Pyrexia 10 323) 15 48| 0o o [ 0 0O | 0 0.0 |25 80.7
Feeling cold 0 0O [ 0 O | 0 (00 | 0 (0.00 |23 (742 | 23 (74.2)
-GT &< 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) |12 (387 | 12 (387
ALT 2% 4 (129 | 2 65 | 2 65 | 0 0O | 0 (0.0 |8 (259




Blood pressure 35 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0 | 8 (25.8) | 8 (25.8)
b 72 4 (129 | 2 6.5 0 (0.0) 0 (0.0) 0 (0.0) | 6 (19.4
Vomiting NOS 0 (0.0) 4 (12.9) 2 (6.5) 0 (0.0 0 (0.0) 6 (19.4)
ALP 4 4 (12.9) 0 (0.0 1 (3.2 0 (0.0 0 0.0 5 (16.1)
Blood pressure 72 0 (0.0) 0 (0.0 0 (0.0 0 (0.0 5 (16.1) 5 (16.1)
[njection site 0 (0.0) 0 (0.0 0 (0.0 0 (0.0 5 (16.1) 5 (16.1)
Platelet count 74 3 (9.7 2 (6.5 0 (0.0 0 (0.0 0 (0.0 5 (16.2)
AST =7} 2 (6.5 0 (0.0 0 (0.0 2 (6.5 0 (0.0) 4 (13)
Dizziness 0 (0.0 0 (0.0 0 (0.0 0 (0.0 4 (12.9) 4 (12.9)
Feeling hot 0 (0.0) 0 (0.0) 0 (0.0 0 (0.0 4 (12.9) 4 (12.9)
Nausea 4 (12.9) 0 (0.0 0 (0.0 0 (0.0 0 (0.0) 4 (12.9)
Pain NOS 0 (0.0 0 (0.0 0 (0.0 0 (0.0 4 (12.9) 4 (12.9)
Tachycardia NOS 4 (12.9) 0 (0.0 0 (0.0 0 (0.0 0 (0.0 4 (12.9)
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WHO Toxicity Criteria Grade (Treatment related)
Dose N Grade 1 Grade 2 Grade 3 Grade 4

1 ¢4 2.43 my/m? 3 1 1 0 0




2 ¢ 4.86 my/m? 3 0 0 0 0
3 A 8.02 mQ/m> 3 2 2 0 0
4 A 12.15 mQ/m? 5 4 2 1 0
5 A 17.01 mQ/m? 3 3 2 0 0
6 A 21.87 md/m? 3 3 2 1 0
7 GHA 29.16 md/m> 3 3 3 0 0
8 oA 38.88 m0/m? 3 3 3 0 0
9 oA 51.76 m9/m? 5 5 5 2 2
SUM 31 24 (77.4%) 20 (64.5%) 4 (12.9%) 2 (6.5%)
Aok Aol Qe ol dWhE T 5%olte] HAES Bl oldvhes AAV®
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I 4. A7 o] dkE A E(>5%)

BODY SYSTEM (ADVERSE EVENT: MedDRA CODE) (N =31

GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 28 (90.3%)
INVESTIGATIONS (Laboratory data & Vital signs) 24 (77.4%)
GASTROINTESTINAL DISORDERS 9 (29.0%)
NERVOUS SYSTEM DISORDERS 5 (16.1%)
CARDIAC DISORDERS 4 (12.9%)
MUSCULOSKELETAL, CONNECTIVE TISSUE AND BONE 3 (9.7%)

DISORDERS

Note: If a patient had more than one adverse event within a body system, the patient is counted

only once in the overall incidence
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STD
17.3

Visit 5

Mean
60.0

STD
5.8

Visit 0 (Screening)

Mean
76.7

Dose

[Karnofsky performance scale




2 @A 3 83.3 5.8 76.7 5.8
3 A 3 86.7 11.5 86.7 11.5
4 A 3 90.0 0 90.0 0
5 ¢HA 3 90.0 0 90.0 0
6 T 3 86.7 5.8 80.0 17.3
7 A 3 83.3 5.8 80.0 10.0
8 TH| 2 80.0 0 70.0 14.1
9 oA 4 75.0 5.8 70.0 0
SUM 27 83.3 7.3 78.1 13.0

FdTF a¥ HJr dATIEd wet T A7]E H|
3l (partial response)E& WEFH 22}
Sk 27 7o) 3} F 77.8%9<1 21 oA EH(stable disease), 22.

response)} -

o] %8 (progressive disease)”} LE}%ET},

2 3l (complete
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E 6 FTF 5 AL
Complete Partial Stable Progressive
Dose N
Response Response Disease Disease
1 & 3 0 0 1 2
2 & 3 0 0 2 1
3 A 3 0 0 3 0
4 A 3 0 0 3 0
5 A 3 0 0 3 0
6 7| 3 0 0 3 0
7 A 3 0 0 2 1




8 A 2 0 0 2 0
9 A 4 0 0 2 2
SUM 27 0 (0.0%) 0 (0.0%) 21 (77.8%) 6 (22.2%)




