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4
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CMUH104-REC2-134 | i3 5 | AR FUF (B #80) &5 roihphs 3 ¥ f2H &
26. (AR-3) . T HEM Lip| &7 L (axSpA)hX 4 o #e X Certolizumab
™ F i =14 | pegol 200 mg # 2 i - = (Q2W) = 200
mg -+ 4 & - = (QAW) - p it % Al
Foo FEE RIFE ROTE
— IF AR - SUSR R LS B
o vp | B | FARBER SR £ (SCCHN) > 526
), | CMUHL05-REC2-015 | i 2 ‘;Ti;ﬁf”’f fi MEDIA736 ¥ — it & 2
| (AR-2) £ |Gl D | Tremelimumab £ #og ik 4o g Rk
FI D9 E by penyz g o e B -
P02 pIRES
) | CMUHL05-REC2:020 | i 2 paE fi R Rl e
' - % . " 25 ) % ¥
(AR-1) = P g5 P EFE 5
CMUH105-REC2-024 | 5 1 | & 7% "B P B hicopy 2 pecns @ T om o it = B
2. | AR) PEEEERERERL I ST R A N R s
7 FE | 2% Pralatrexate :#5%
CMUH105-REC2:042 | g2 |# ™A% Fafd | - TEEEE S o 5 L EP Rk o 1
30. (AR-D) . |## A2 &0 | Nivolumab £ Sorafenib %t P& i 3 8L3
% ;é%ﬁ 2L R B R - UL
CMUH105-REC2-043 | 1 | srotsp g | e |, e fﬁf‘&‘ﬁ?’ﬂ TAAETerd
31. T LB ETe LR L3RR A % 43
(AR-1) EE S = 2 D
/ EEISR R R FRE LT A
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R R =
‘ ¥ £2 Tamoxifen & * & Abemaciclib ¥ jb
R0 R
FA vop ckes o
CMUH104-REC2-115 ,? k| N .
33. (CR-1) W (eFERL| P F R EEFE TSI Y
% [E
R
. m&% 3 5.0 s idarucizumab (Bl
RN Rl | B T
34, | CMUH103-REC2-057 | . , |, f'; e ’i‘ i 655075 ) ++ 1 42 dabigatran etexilate 75
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[
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H{4FH: Neutropenic
) 2,3,7(
fever, Pancytopenia,
o ) Thrombocytopenia, ALT )
Follow-u | Nilotinib/Tasign Medi
1. [DMR101-IR| 2013/4/1 09-005 increased and AST A
p 1l a cally
B2-271 increased. o
. Signif
(Refer to previous SAE |
icant)
form)
E{4-447%: Neutropenic
) 2,3,7(
fever, Pancytopenia,
Thrombocytopenia, ALT
DMR101-IR Follow-u | Nilotinib/Tasign ) Medi
2. 2013/4/1 09-005 increased and AST A
B2-271 p 10 a cally
increased.
. Signif
(Refer to previous SAE |
icant)
form)
CMUH102- 2014-BI-57 Trajenta® /
3. 2014/11/20 3 Pancreatitis 1 A
REC2-137 264BI(3) Linagliptin
CMUH104- | 2016/2/20 |PDMZ20160 [follow up (1) Symptomatic epilepsy | 1(2);
4, ONO-4538 ) A
REC2-042 | 2016/2/22 026 2 (2) Rhabdomyolysis 3(1)
(1) Drug-induced
myocarditis
1.2016/1/19 ) 2(1);
follow up (2) Infectious
CMUH104- |2. 2016/2/08| PDM20160 ] 3(1)(
5. (downgra| ONO-4538 mononucleosis A
REC2-042 |3.2016/2/24 010 ) ] 2)(3)(
de) (3) Liver dysfunction
4.2016/2/24 _ 4)
(4) Increased pancreatic
enzymes
(1) Drug-induced
myocarditis
1.2016/1/19 ) 2(1);
follow up (2) Infectious
CMUH104- |2. 2016/2/08| PDM20160 ) 3(1)(
6. (downgra| ONO-4538 mononucleosis A
REC2-042 |3.2016/2/24 010 ) ) 2)(3)(
de) (3) Liver dysfunction
4.2016/2/24 ) 4)
(4) Increased pancreatic
enzymes
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(1) Drug-induced
myocarditis
1. 2016/1/19 ) 2(1);
follow up (2) Infectious
CMUH104- |2. 2016/2/08| PDM20160 ) 3(1)(
7. (downgra] ONO-4538 mononucleosis A
REC2-042 |3.2016/2/24 010 ) ] 2)(3)(
de) (3) Liver dysfunction
4.2016/2/24 ] 4)
(4) Increased pancreatic
enzymes
(1) Drug-induced
myocarditis
1. 2016/1/19 2(1);
follow up (2) Infectious
CMUH104- |2. 2016/2/08| PDM20160 ) 3(1)(
8. (downgra| ONO-4538 mononucleosis A
REC2-042 |3. 2016/2/24 010 ) ) 2)(3)(
de) (3) Liver dysfunction
4.2016/2/24 4)
(4) Increased pancreatic
enzymes
(1) Drug-induced
myocarditis
1. 2016/1/19 2(1);
follow up (2) Infectious
CMUH104- |2. 2016/2/08| PDM20160 ) 3(1)(
9. (downgra| ONO-4538 mononucleosis A
REC2-042 |3.2016/2/24 010 ) ) 2)(3)(
de) (3) Liver dysfunction
4.2016/2/24 4)
(4) Increased pancreatic
enzymes
1.
2015/12/17 follow up (1) Pneumonia 1(3);
CMUH104- PDM(KR)2
10. 2. (downgra| ONO-4538 | (2) Urinary tract infection | 3(1)(| A
REC2-042 0150119
2015/12/17 de) (3) Multiple organ failure | 2)
3.2016/2/20
1.
2015/12/17 follow up (1) Pneumonia 1(3);
CMUH104- PDM(KR)2 ) ] ]
11. 2. (downgra| ONO-4538 | (2) Urinary tract infection | 3(1)(| A
REC2-042 0150119 ) )
2015/12/17 de) (3) Multiple organ failure | 2)
3.2016/2/20
follow up
CMUH104- |1. 2016/3/21|PDM(TW)2 (1) Poor intake 1(2);
12. (downgra| ONO-4538 ] _ A
REC2-042 2. UNK 0160016 de) (2) Respiratory failure | 3(1)
e
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CMUH104- | 2016/1/4 |PDMZ20160 |follow up (1) Respiratory failure | 1(2);
13. ONO-4538 A
REC2-042 | 2016/1/5 004 2 (2) Respiratory failure | 2(1)
CMUH104- PDM(TW)2 » ]
14. UNK Initial ONO-4538 Progress disease 1 A
REC2-042 0160023
(1) Drug-induced
myocarditis
1. 2016/1/19 . 2(1);
follow up (2) Infectious
CMUH104- |2. 2016/2/08| PDM20160 ) 3(2)(
15. (downgra| ONO-4538 mononucleosis A
REC2-042 |3.2016/2/24 010 ) ) 2)(3)(
de) (3) Liver dysfunction
4. 2016/2/24 4)
(4) Increased pancreatic
enzymes
(1) Drug-induced
myocarditis
1. 2016/1/19 2(1);
follow up (2) Infectious
CMUH104- |2. 2016/2/08| PDM20160 ) 3(2)(
16. (downgra| ONO-4538 mononucleosis A
REC2-042 |3.2016/2/24 010 ) ) 2)(3)(
de) (3) Liver dysfunction
4.2016/2/24 4)
(4) Increased pancreatic
enzymes
1(5);
2(1);
(1) Drug-induced
. 3(1)(
myocarditis
. 2)(3)(
1.2016/1/19 (2) Infectious 2
2.2016/2/08 follow up mononucleosis '
CMUH104- PDM20160 7(5
17. 3. 2016/2/24 (downgra| ONO-4538 (3) Liver dysfunction A
REC2-042 010 impor
4, 2016/2/24 de) (4) Increased pancreatic
tant
5. 2016/5/9 enzymes ]
medic
(5) Haemophagocytic |
a
syndrome
event
)
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1(5);
. 2(1);
(1) Drug-induced
N 3(1)(
myocarditis
. 2)(3)(
1. 2016/1/19 (2) Infectious 2
2.2016/2/08 follow up mononucleosis '
CMUH104- PDM20160 ) ) 7(5
18. 3. 2016/2/24 (downgra| ONO-4538 (3) Liver dysfunction A
REC2-042 010 ~ |impor
4. 2016/2/24 de) (4) Increased pancreatic
tant
5. 2016/5/9 enzymes ]
_ medic
(5) Haemophagocytic |
a
syndrome
event
)
1.
2015/12/17 follow up (1) Pneumonia 1(3);
CMUH104- PDM(KR)2 _ o
19. 2. (downgra| ONO-4538 | (2) Urinary tract infection | 3(1)(| A
REC2-042 0150119
2015/12/17 de) (3) Multiple organ failure | 2)
3.2016/2/20
CMUH104- PDM(KR)2 [follow up )
20. 2016/5/4 ONO-4538 Atelectasis 1;3| A
REC2-042 0160057 1
CMUH104- PDM(KR)2 [follow up )
21. 2016/5/4 ONO-4538 Atelectasis 1;3| A
REC2-042 0160057 2
follow up
CMUH104- |1. 2016/3/21|PDM(TW)2 (1) Poor intake 1(2);
22. (downgra| ONO-4538 ] _ A
REC2-042 2. UNK 0160016 de) (2) Respiratory failure | 3(1)
e
follow up
CMUH104- |1. 2016/3/21|PDM(TW)2 (1) Poor intake 1(2);
23. (downgra| ONO-4538 ) _ A
REC2-042 |2.2016/5/12] 0160016 de) (2) Respiratory failure | 3(1)
e
Other Serious Criteria:
MK-3475
CMUH104- 1512ESPO1 |follow up Medically Significant
24, 2015/12/21 (pembrolizumab| . o 2 A
REC2-030 2063 4 | peripheral idiopathic facial
paralysis [Facial paralysis]
Other Serious Criteria:
MK-3475
CMUH104- 1512ESPO01 |follow up Medically Significant
25. 2015/12/21 (pembrolizumab 2 A
REC2-030 2063 5 ) peripheral idiopathic facial
paralysis [Facial paralysis]
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acute kidney injury [Acute
MK-3475 _ Y _ J_ vl
CMUH104- 1509USAQ |follow up ) kidney injury]
26. 2015/9/15 (pembrolizumab _ i 23 | A
REC2-030 08913 9 ) Worsening back pain [Back
pain]
CMUH104- 132.DSJ-20 ]
27. 2016/4/26 FU1l DS-5565 Loss of consciousness 3 A
REC2-022 16-114965
CMUH104- 134.DSJ-20 _
28. 2016/1/31 FU3 DS-5565 Drowning 1 A
REC2-022 16-104934
CMUH104- 146.DSJ-20 ]
29. 2016/4/26 FU2 DS-5565 Loss of consciousness 3 A
REC2-022 16-114965
CMUH104- 147.DSJ-20
30. 2016/1/7 FU2 DS-5565 Myocardial infarction 3 A
REC2-022 16-102500
CMUH104- 151.DSJ-20 o
31. 2015/11/30 FU6 DS-5565 Diplopia 3 A
REC2-022 15-137537
15
CMUH104- PL-ABLYN R
32. 2016/3/25 INITIAL| ALX-0061 Pneumonia 2% A
REC2-111 X-000245
£
755
CMUH104- UA-ABLY Generalized tonic-clonic | |
33. 2016/3/29 INITIAL| ALX-0061 2% A
REC2-111 NX-000243 seizures
)
CMUH104- US-ABLY Thrombotic
34. 2016/5/8 INITIAL| ALX-0061 ] 23 | A
REC2-111 NX-000257 thrombocytopenic purpura
Guadecitabine
(Guadecitabine) )
Hemophagocytic syndrome
CMUH104- 2016_0102 |follow up| Powder and )
35. 2016/5/6 [Hemophagocytic 1,3 A
REC2-046 96 1 solvent for
) syndrome]
solution for
injection
CMUH103- 2016-BI1-33|follow up| dabigatran o )
36. 2016/5/24 i acute aortic dissection 1 A
REC2-053 915BI(1) 1 etexilate
CMUH102- 2016-01970|follow up Abdominal Aortic
37. 2016/2/4 Idelalisib 2 A
REC1-099 15 2 Aneurysm
CMUH102- 2015-01616|follow up o . .
38. 2015/6/30 Idelalisib  |Respiratory failure Grade 5| 2 A
REC1-099 72 5
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CMUH102- 2015-01700|follow up o ) )
39. 2015/8/12 Idelalisib Febrile episode 1 A
REC1-099 21 2
CMUH102- 2015-01498|follow up o _
40. 2015/3/24 Idelalisib Pneumocystosis 2 A
REC1-099 63 7
CMUH102- 2016-01970|follow up Abdominal Aortic
41. 2016/2/4 Idelalisib 2 A
REC1-099 15 1 Aneurysm
1) SA237 or
CMUH103- 201600027 N Placebo o
42. 2016/4/2 Initial ) Appendicitis 3 A
REC2-010 3 2) Prednisolone
Tablet
1) SA237 or
CMUH103- 201600027 |follow up Placebo o
43, 2016/4/2 Appendicitis 3 A
REC2-010 3 1 2) Prednisolone
Tablet
1) SA237 or
Placebo
CMUH103- 201500096 |follow up ] )
44, 2015/12/11 2) Macrocytic anemia 3 A
REC2-010 4 4
AZATHIOPRIN
E
1) SA237 or
CMUH103- 201600027 |follow up Placebo o
45, 2016/4/2 Appendicitis 3 A
REC2-010 3 2 2) Prednisolone
Tablet
1) SA237 or
CMUH103- 201600027 |follow up Placebo o
46. 2016/4/2 ) Appendicitis 3 A
REC2-010 3 3 2) Prednisolone
Tablet
CMUH103- 201600042 N 1) SA237 or _
47, 2016/5/27 Initial Confusion 3 A
REC2-010 6 Placebo
1) SA237 or
Placebo
CMUH103- 201500055 |follow up ) )
48. 2015/6/22 2) Uterine polyposis 3 A
REC2-010 6 2
AZATHIOPRIN
E
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1) SA237 or
CMUH103- 201500087 [follow up ] .
49, 2015/10/25 Placebo Septic Endocarditis 2 A
REC2-010 6 2
2) SA237
CMUH103- 201600042 |follow up| 1) SA237 or ]
50. 2016/5/27 Confusion 3 A
REC2-010 6 1 Placebo
1) SA237 or
CMUH103- 201600027 |follow up Placebo o
51. 2016/4/2 ) Appendicitis 3 A
REC2-010 3 4 2) Prednisolone
Tablet
CMUH103- 201500055 |follow up| 1) SA237 or ] )
52. 2015/6/22 Uterine polyposis 3 A
REC2-010 6 3 Placebo
Inhibitor formation against
CMUH103-
53. 2014/12/17 | 434806 FU4 N9-GP factor IX [Factor IX 2 A
REC2-076
inhibition]
DMR99-IRB 16TWO0000 OPT-822 (Globo Right Thigh Acute
54, 2016/4/21 Initial 3 A
-147 07 H-KLH) Lymphangitis
DMR99-IRB 16TWO0000 (follow up|OPT-822 (Globo Right Thigh Acute
55. 2016/4/21 3 A
-147 07 1 H-KLH) Lymphangitis
16P-008-15
CMUH104- -
56. 2016/5/16 [31630-00(3| Initial ABT-414 Subgaleal haematoma 3 A
REC2-064
.0)
16P-114-15
CMUH104- ABT-414 (1) Amaurosis fugax
57. 2016/5/14 |31871-00(2| Initial 4 A
REC2-064 0 Temozolomide 2 TIA
myositis [Myositis]
MK-3475 Thyroiditis [Thyroiditis]
CMUH104- 1512SGPOO(follow up ) . -
58. 2015/12/3 (pembrolizumab | Myocarditis [Myocarditis] | 1.3 | A
REC2-030 8375 1 ) )
) Pneumonia [Pneumonia]
Hepatitis [Hepatitis]
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hypercalcaemia
[Hypercalcaemia]
rapid disease progression
Malignant neoplasm
MK-3475 [ J ) P
CMUH104- 16031SRO1 [follow up ) progression]
59. 2016/3/13 (pembrolizumab 13| A
REC2-030 0560 07 ) urinary tract infection
[Urinary tract infection]
malignant neoplasm
progression [Malignant
neoplasm progression]
Guadecitabine
(Guadecitabine) | Other Serious Criteria:
CMUH104- 2016_0042 |follow up| Powder and Medically Significant
60. 2016/2/13 ] ) 2,31 A
REC2-046 99 1 solvent for Acute abdominal pain
solution for [abdominal pain]
injection
Guadecitabine Other Serious Criteria:
(Guadecitabine) | Medically Significant
CMUH104- 2016_0094 |follow up| Powder and Hypotension 1,2,
61. 2016/4/23 ) A
REC2-046 36 3 solvent for [Hypotension] 3
solution for Acute respiratory failure
injection [Acute respiratory failure]
Other Serious Criteria:
MK-3475 ) o
CMUH104- 1512ESPO1 [follow up ) Medically Significant
62. 2015/12/21 (pembrolizumab| O o 2 A
REC2-030 2063 6 | peripheral idiopathic facial
paralysis [Facial paralysis]
MK-3475 adrenal insufficency
CMUH104- 1606USA0 » ) ) o
63. 2016/6/8 Initial [(pembrolizumab| [Adrenal insufficiency] 2.3 A
REC2-030 05236 S o
) pericarditis [Pericarditis]
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hypercalcaemia
[Hypercalcaemia]
rapid disease progression
MK-3475 [Disease progression]
CMUH104- 16031SRO1 [follow up
64. 2016/3/13 (pembrolizumab| urinary tract infection 131 A
REC2-030 0560 8
) [Urinary tract infection]
malignant neoplasm
progression [Malignant
neoplasm progression]
MK-3475
CMUH104- 1606USA0 Unknown cause of death
65. 2016/1/26 Initial |(pembrolizumab 1 A
REC2-030 12096 ) [Death]
ACUTE CORONARY
CMUH103- 2016-1686- -
66. 28-Jun-2016 Initial CO-1686 SYNDROME (Acute 2 A
REC2-117 0192/v1(0)
coronary syndrome)
16P-118-16
CMUH104- ABT-493/
67. 2016/5/2 |19604-00(0| Initial Lung cancer 7 A
REC2-136 ABT-530
.0)
16P-118-16
CMUH104- follow up| ABT-493/
68. 2016/5/2 |19604-00(1 Lung cancer 7 A
REC2-136 1 ABT-530
.0)
16P-118-16
CMUH104- follow up| ABT-493/
69. 2016/5/2 |19604-00(3 Lung cancer 7 A
REC2-136 2 ABT-530
.0)
16P-056-16
CMUH104- » ABT-493/
70. 2016/5/15 [32430-00(0| Initial STEMI 2 A
REC2-136 ABT-530
.0)
16P-056-16
CMUH104- follow up| ABT-493/
71. 2016/5/15 |32430-00(1 STEMI 2 A
REC2-136 1 ABT-530
.0)
MK-3475
CMUH104- 1606USAO |follow up ) Unknown cause of death
72. 2016/1/26 (pembrolizumab 1 A
REC2-030 12096 1 ) [Death]
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acute kidney injury [Acute
MK-3475 ] Y ] J_ vl
CMUH104- 1509USAQ |follow up ) kidney injury]
73. 2016/9/14 (pembrolizumab _ i 23 | A
REC2-030 08913 10 ) Worsening back pain [Back
pain]
Other Serious Criteria:
Nivolumab ; Medically Significant
CMUH104- BMS-2016- -
74, 2016/4/22 initial | Ipilimumab and | Sudden death [Sudden | 1,3 | A
REC2-102 032137
PLACEBO death]
Vomiting [Vomiting]
Other Serious Criteria:
Nivolumab ; Medically Significant
CMUH104- BMS-2016-
75. 2016/4/22 initial | Ipilimumab and | Sudden death [Sudden | 1,3 | A
REC2-102 032137
PLACEBO death]
Vomiting [Vomiting]
CMUH104- 2016SE726 .
76. 2016/6/30 Initial PT010005 Death 1 A
REC2-147 56
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*5x A& 1 B1521017_ICF update for MK-8835/PF-04971729
1. | CMUH103-REC2-020 L
(Ertugliflozin), study MK-8835-007/B1521017_08Feb2016
*pHp 12016 #27 8¢
[57° il i &)
*p #p 12016 # 06 * 17 p
2. | CMUH104-REC2-028 | #)= ~
[DSMB -3 ]
*p #p 12016 # 06 * 16 p
... . | Study Termination Letter for CBAF312X2205 in
3. | CMUH103-REC2-100 | & & = -
Polymyositis, 18-May-2016
[{A7i8FA2p/BREL 4]
*u A p #p @ Merestinib (LY2801653)
*p #p 1 24Mar2016
4. | CMUH105-REC2-028 *5 A/ p #p @ Ramucirumab(LY3009806)
*p ¥ : 29Mar2016
* A/p # @ Annotated Study Book - 130_MC_JSBF
*p #p 1 25Feb2016
[H]
*RF L BERIEL A
(1) Version 6.02 PROD_AMRS3 -
EOS_MATRIX_Dayl14 VISIT, Generated On: 19 May
5. | CMUH103-REC2-124 | # 7% | 2016
(2) \ersion 6.02 PROD_AMRS3 -
EOS_MATRIX_Day28 VISIT, Generated On: 19 May
2016
(3) RESPIRE 2 — CRF Modification History, 2016-05-24
[{ATa4F 4 2p]
*u A ¢ Sivextro/MK-1986, Investigator’s Brochure Edition
6. | CMUH103-REC2-004
No. 9, Date: 07 July 2015
*pdp 12015 % 07 % 07 p
[ 2>M4F2 ]
7. | CMUH104-REC2-022 *E%KE Y LA 0 DS-5565

*x p M2 P RE2015# 09 % 30 p I 2016 & 03 *
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8. | CMUH104-REC2-021

- ,\.

b

[#&]

*n % DSUR 2% % 5% > 234 2
(30Mar2015-29Mar2016)

p#p 2016 & 03 % 29 p

9. | CMUH102-REC2-060

[z % 242 )

*ipsh E LA LY2875358

* rMARLHRE 1042092 19p 3 105 & 03
18 p

10. | CMUH103-REC2-076

[z =% 2144 ]
R ES LA NO-GP

THFLHPF:2005#05* 01 p I 2016 & 04 *
30 p
~ & & #: Executive Summary DSUR (Development
Safety Update Report) No. 5

11. | DMR100-IRB-006

Tk

[ =4 % »{+47 2 ] Development Safety Update Report
No. 6
*iek % 1 £4E 1 INJ-212082 (Abiraterone acetate)
PR W 104E 40 28p 3 1054 40 27

[ =¥ % > +4r £ ] Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARS)
*ik2 F 4 4L 1 INJ-212082 (Abiraterone acetate)
THFLHPEF104# 107 28p 3 105# 4 0 27
2

12. | DMR101-IRB2-271

v A8k

[z % 2p4F4 ]
*RE%E 5 4L AMNLOT

2PAFL YA 1045040 01 p 3 104 & 09
30 p

13. | DMR101-IRB2-271

v A8k

[z % 242 ]

*RER B F L4 0 AMNL07

*g pMARL WA 104# 107 01 p 3 105 & 03 *
31 p

14. | CMUH103-REC2-010

“\:,\,

B

[z 242 )
*ikoh & L4 1 SA237 (SA-307JG)
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*% pMHIp2 WA 104 & 107 07 p I 105 & 04 7
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15. | CMUH103-REC2-030 | ¢ 3 % T :_ AR RA AT . )
COS_Rivaroxaban_CRF_MH_CAF_Risk-Factor-Profile-V
TE_2016JUN17
[{AradFr 2]
*5x 4 @ IB#15 (Nivolumab)
*p g 105# 06 % 24 p
16. | CMUH104-REC2-102 | ki ik
[{AradFr 2p]
*ux & @ IB#15 (Nivolumab) - Erratum 01
*p g 105# 07 % 05 p
[DSMC &3 i 5+ )
17. | CMUH104-REC2-065 | % f&Lt5 Nk o P - ) ,
ARG Ep 12016 04 0 29 p
[{ATa4F 4 2p ]
*u & 0 MK-5172, Edition Number 11
*p ¥ : 09-JUN-2016
18. | CMUH103-REC2-042 | #;= ~
[{ATa4F 4 2p ]
*ix & 0 MK-8742, Edition Number 9
*p #p 1 07-JUN-2016
[{ATa4F 4 2p ]
* Investigator’s Brochure Version 5, 05 February 2016
19. | CMUH105-REC2-050 | % f&Lt5 .
* IB Summary of Changes Avelumab Version: 05 February
2016
[ { #7214 « £ p ] Date: 27 May 2016
[ # =% > 482 ] AN-SLE3331 (CHABLIS-SC1) Case
Status Report
R ES LA A-623
>R 2 B R 1 01-Jan-2013 to 31-May-2016
20. | CMUH103-REC2-039 | & % [2&]
RF
* Certificate of Liability Insurance:
0 Policy No.: N13CA380018, 5 Apr 2014 - 5 Apr 2015
0 Policy No.: N15CA380023, 5 Apr 2015 - 5 Apr 2016
0 Policy No.: 36036960, 5 Apr 2016 - 5 Apr 2017
21. | DMR101-IRB2-271 o A8k [H ]
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*pox i 4R b eh SUSAR case( i fe & medical
significant) - % 3 ¢ - & %] % 02-001, 07-001 # 11-007 -

22.

CMUH103-REC2-117

[#&]
*n % CIOMS Form
02-MAY-2016: 2016-1686-0045/v1(0) — Initial — Germany
09-JUN-2016: 2016-1686-0045/v3(1) — FU1 — Germany

23.

CMUH103
-REC2-129

* ek

[{AradFr 2]
*5 A ¢ 1. Investigator’s Brochure R935788 (Fostamatinib
Disodium) Tablets Version 14, Date of Edition 20May2016
*pdp: 105#05% 20 p

24,

CMUH103-REC2-029

T@E

[(FraFr2p])
*u A~ . Edition 9
*p #p 01 June 2016

25.

CMUH104-REC2-052

|+

(A
55

[z =% 2144 ]

*:k% F 4 4L Abemaciclib (LY2835219)
SHELYEF 2005841 15p 2 2015 % 10

14 p

26.

CMUH102-REC2-115

EE N

[z 242 )
*ikoh & 44 PF-04950615

SHIFLYEF 2015#7% 13 p 5 2016 & 01 *
12 p

217.

CMUH104-REC2-172

[ 3B x4F2 4]
*u< & p ¥ CA209-331 Auto eCRF PF Final
(07-APR-2016)
* CA209-331 eCRF Revision Memo to File Dated
17-May-2016

28.

CMUH104-REC2-172

[{ATa4F 4 2p ]

*15x 4 @ Nivolumab (BMS-936558/MDX1106/ON0O-4538)
IB version no. 15

*p g d 2016 % 06" 24 p

(@R GEE-EIES [F -4
*1x A @ Erratum No. 1 to Nivolumab
(BMS-936558/MDX1106/0ON0O-4538) IB version no. 15
*p g~ 2016+ 07" 05p
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