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GS-1101 + BEN Other Serious Criteria:
CMUH102-R 2015-015726
1. 2015/6/8 Initial  |& RTX vs Placebo| Medically Significant 1 A
EC1-099 2
(Code not broken) death [Death]
Other Serious Criteria:
Medically Significant
Pneumocystis jiroveci
GS-1101 + BEN | pneumonia [Pneumocystis
CMUH102-R 2014-012567
2. 2015/5/28 follow up 3|& RTX vs Placebo jiroveci pneumonia] 2 A
EC1-099 1
(Code not broken) Respiratory failure
[Respiratory failure]
Thrombocytopenia
[Thrombocytopenia]
GS-1101 + BEN Other Serious Criteria:
CMUH102-R 2015-014643
3. 2015/5/5 follow up 2|& RTX vs Placebo Medically Significant 2 A
EC1-099 1
(Code not broken) | Septic shock [Septic shock]
GS-1101 + BEN
CMUH102-R 2014-011779 Febrile neutropenia [Febrile
4, 2015/4/30 follow up 4|& RTX vs Placebo 2 A
EC1-099 8 neutropenia]
(Code not broken)
DMR101-IRB PHHO2012F
5. 2011/12/6 Follow up 7 ENA713 Hypothermia 1 A
1-291 R006822
worsening of lymphoma
[Lymphoma]
Herpes zoster [Herpes
zoster]
DMR100-IRB 1301TURO1
2013/1/11 follow up 27| MK-V212study typhlitis [Colitis] 1,3 A
-091 1678
colonic perforation [Large
intestine perforation]
Abdominal sepsis
[Abdominal sepsis]
1. ARTERIAL
BR-JNJFOC- EMBOLISMS OF LOWER
CMUH103-R
2015/6/18 |[2015061103 | follow up 2 | RIVAROXABAN LIMBS 2,3 A
EC1-087
2(2) 2. TACHYARRHYTHMIA
3. ATRIAL FIBRILLATION
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1. ARTERIAL
EMBOLISMS OF LOWER
BR-JNJFOC- LIMBS
CMUH103-R
8. 2015/6/18 |[2015061103 | follow up 3 [RIVAROXABAN | 2. TACHYARRHYTHMIA | 2,3 A
EC1-087
2(3) 3. ATRIAL FIBRILLATION
4. LEFT BUNDLE
BRANCH BLOCK
PL-JNJFOC-
CMUH103-R 1. INCREASING
9. 2015/6/19 |2015061836 initial RIVAROXABAN 2,3 A
EC1-087 ANAEMIA
7(0)
Other Serious Criteria: 2,34
Medically Significant, |7:Med
CMUH103-R AUSCT2015
10. 2015/5/11 Follow-up 2| Blinatumomab Medically important ically [ A
EC1-047 047110
STEMI [Acute myocardial [import
infarction] ant
Other Serious Criteria: 2,34
Medically Significant, |7:Med
CMUH103-R AUSCT2015
11. 2015/5/11 Follow-up 3| Blinatumomab Medically important ically [ A
EC1-047 047110
STEMI [Acute myocardial [import
infarction] ant
BR-JNJFOC-
CMUH102-R 1. CARDIAC
12. 2015/6/18 |2015061638 intial IBRUTINIB 2,3 A
EC1-067 ARRHYTHMIA
0(1)
BR-JNJFOC-
CMUH102-R 1. CARDIAC
13. 2015/6/18 |2015061638 | follow up 2 IBRUTINIB 2,3 A
EC1-067 ARRHYTHMIA
0(2)
CMUH103-R 15P-082-137 | Follow up Carboplatin
14. 2015/4/8 Pulmonary embolism 2,3 A
EC1-155 5166-00(3.0) 2 Pemetrexed
CMUH103-R 15P-153-139 Carboplatin
15. 2015/5/28 Intilal Sudden Death 1 A
EC1-155 9109-00(0.0) Pemetrexed
Blindness
CMUH102-R 2015US0162 Headache
16. 2015/4/24 Initial Enzalutamide 7 A
EC1-068 65 Hemiplegia
Pain
104 & 07 * 29 p % 26 % 3B |
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CMUH102-R 2015EU0064
17. 2015/5/9 Initial Enzalutamide Respiratory 3 A
EC1-068 64
Paranoia
CMUH102-R 2015US0172 Fatigue
18. 2015/5/ Initial Enzalutamide 7 A
EC1-068 64 Confusion state
Disorientation
CMUH102-R 2015JP00858 Enzalutamide Death
19. 2015/4/2 FU1 7 A
EC1-068 3 Blinded Pneumnoa
CMUH102-R 2015US0143 Enzalutamide
20. 2015/3/27 FUl Malignant melanoma 7 A
EC1-068 59 ABIRATERONE
CMUH102-R 2015050073 Enzalutamide
21. 2015/4/14 FUul Heat stroke 3 A
EC1-068 8 Blinded
CMUH102-R 2015040071
22. 2015/4/8 FU3 Enzalutamide Nephrotic syndrome 3 A
EC1-068 7
CMUH102-R 2014090046
23. 2014/9/4 FU3 Enzalutamide Cardio-respiratory arrest 1 A
EC1-068 9
Cardiac arrest
CMUH102-R 2015US0030 Enzalutamide Ventricular fibrication
24. 2015/1/28 FU1 2 A
EC1-068 93 XALKORI Electrocardiogram QT
prolonged
CMUH102-R 2015050073 Enzalutamide
25. 2015/4/14 FU2 Heat stroke 3 A
EC1-068 8 Blinded
CMUH102-R 2015JP00583 Enzalutamide Jaw disorder
20. 2015/3/12 Initial 3 A
EC1-068 9 Blinded Cerebrovascular accident
CMUH102-R 2014120030 Enzalutamide
27. 2014/12/9 FU1l Hyperkaelemia 3 A
EC1-068 9 Blinded
CMUH102-R 2015040071
28. 2015/4/8 Fu4 Enzalutamide Nephrotic syndrome 3 A
EC1-068 7
Paranoia
Fatigue
CMUH102-R 2015US0172
29. 2015/5/ FUl Enzalutamide Confusion state 7 A
EC1-068 64
Cerebrovascular accident
Disorientation
104 & 07 * 29 p % 27T F % 3B F
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Paranoia
Fatigue
CMUH102-R 2015US0172
30. 2015/5/ FU2 Enzalutamide Confusion state 7 A
EC1-068 64
Cerebrovascular accident
Disorientation
hyperbilirubinemia
CMUH103-R 1506USA00 MK-3475 [Hyperbilirubinaemia]
31. 2015/6/1 follow up 4 13 A
EC1-135 1320 (pembrolizumab) | Hepatic Failure [Hepatic
failure]
CIOMS
FORM-TMC
2014_AHCC
06
Hepatic Encephalopathy
DMR101-IRB PHIO001(MF
32. 2015/5/30 follow up 1 Sorafenib (previously reported as 3 A
1-280 R
mental status changes)
CONTROL
NO.
BXGZAV1
Sep 2017)
BR-JNJFOC-
CMUH102-R
33. 2015/6/18 |2015061638 | follow up 3 IBRUTINIB 1. ATRIAL FLUTTER 2,3 A
EC1-067
0(3)
malignant neoplasm
CMUH103-R 15071SR004 MK-3475
34, 2015/7/1 initial progression [Malignant 1 A
EC1-135 480 (pembrolizumab)
neoplasm progression]
malignant neoplasm
CMUH103-R 15071SR004 MK-3475
35. 2015/7/1 follow up 1 progression [Malignant 1 A
EC1-135 480 (pembrolizumab)
neoplasm progression]
CMUH102-R EC-2015-006 SORAFENIB
36. 2015/5/6 FU HEMOPERITONEUM 2,3 A
EC1-053 646 TOSILATE
CMUH102-R EC-2015-004 SORAFENIB BRUTAL COMA, Atrial
37. 2015/2/12 FU 13| A
EC1-053 063 TOSILATE fibrillation
CMUH102-R EC-2015-006 SORAFENIB
38. 2015/3/6 FU Ischemic stroke 13| A
EC1-053 062 TOSILATE
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kg HE|EA P Y P v rEs 7 A RN
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CMUH102-R EC-2015-007 SORAFENIB
309, 2015/5/22 | Hepatic failure 1 A
EC1-053 083 TOSILATE
CMUH102-R EC-2015-007 SORAFENIB
40. 2105/5/20 | Cerebral hemorrhage 134| A
EC1-053 030 TOSILATE
ESOPHAGEAL VARICES
CMUH102-R EC-2015-006 SORAFENIB
41. 2015/4/7 FU HEMORRHAGE,ENCEPH| 1,3 A
EC1-053 328 TOSILATE
ALOPATHY
General physical health
CMUH102-R EC-2015-006 SORAFENIB
42. 2015/5/5 FU deterioration, Abdominal | 1,3 A
EC1-053 797 TOSILATE
pain
CMUH102-R 15P-087-135 Atrasentan/
43, 2015/2/25 Initial Cerebellar infarction 3 A
EC1-079 2911-00 Placebo
CMUH102-R 14P-131-123 Atrasentan/
44, 2014/5/20 Follow up Hypertensive crisis 3 A
EC1-079 9251-00 Placebo
CMUH102-R 14P-144-131 Atrasentan/
45, 2014/12/10 Follow up Unstable angina 3 A
EC1-079 8884-00 Placebo
CMUH102-R 15P-087-135 Atrasentan/
46. 2015/2/25 Follow up Cerebellar Infarction 3 A
EC1-079 2911-00 Placebo
CMUH102-R 15P-143-134 Atrasentan/ Interstitial pulmonary
47. 2015/1/26 Follow up 3 A
EC1-079 2013-00 Placebo fibrosis
CMUH102-R 15P-087-133 Atrasentan/ Cholangiocarcinoma,
48. 2015/1/9 Follow up 1 A
EC1-079 0872-00 Placebo Gastric cancer
CMUH102-R 15P-163-132 Atrasentan/
49, 2014/12/23 *Follow up Cardiac arrest 1 A
EC1-079 8772-00 Placebo
CMUH102-R 15P-103-136 Atrasentan/
50. 2015/3/14 Initial Sudden death 1 A
EC1-079 1477-00 Placebo
CMUH102-R 15P-013-136| Follow up Atrasentan/
51. 2015/3/14 Sudden death 1 A
EC1-079 1477-00 #1 Placebo
CMUH102-R 14P-144-131| Follow up Atrasentan/
52. 2014/12/10 Unstable Angina 2 A
EC1-079 8884-00 #3 Placebo
Diastolic heart failure,
Acute myocardial
CMUH102-R 15P-163-133| Follow up Atrasentan/
53. 2015/1/10 infarction, Community 2 A
EC1-079 3630-00 #4 Placebo
acquired pneumonia, Acute
renal failure
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CMUH102-R 15P-087-133| Follow up Atrasentan/ Cholangiocarcinoma,
54. 2015/1/9 1| A
EC1-079 0872-00 #5 Placebo Gastric cancer
CMUH102-R 14P-163-131 Atrasentan/ Exertional dyspnea, Chest
55. 2014/11/25 Follow up#1 7 A
EC1-079 8033-00 Placebo tightness, Weight gain
Diastolic Heart Failure,
Acute myocardial
CMUH102-R 15P-163-133| Follow up Atrasentan/
56. 2015/1/10 infarction, Community 2 A
EC1-079 3630-00 #5 Placebo
acquired pneumonia, Acute
renal failure
Diastolic Heart Failure,
Acute myocardial
CMUH102-R 15P-163-133| Follow up Atrasentan/
57. 2015/1/10 infarction, Community 2 A
EC1-079 3630-00 #6 Placebo
acquired pneumonia, Acute
renal failure
CMUH102-R 15P-087-133| Follow up Atrasentan/ Cholangiocarcinoma,
58. 2015/1/9 1 A
EC1-079 0872-00 #7 Placebo Gastric cancer
CMUH102-R 14P-163-123| Follow up Atrasentan/
59, 2015/4/10 Acute Renal Failure 3 A
EC1-079 1094-00 #1 Placebo
CMUH102-R 15P-087-139 Atrasentan/
60. 2015/5/21 Follow up#1 Death 1 A
EC1-079 6453-00 Placebo
CMUH102-R 15P-035-139 Atrasentan/
ol. 2015/5/19 Follow up#1 Angioedema 2 A
EC1-079 4299-00 Placebo
CMUH102-R 15P-163-136 Atrasentan/
62. 2015/3/27 Follow up#1 Acute renal failure 3 A
EC1-079 9922-00 Placebo
CMUH102-R 15P-082-139 Atrasentan/ Weakness Vomiting
63. 2015/4/21 Initial 4 A
EC1-079 6322-00 Placebo Dizziness Appetite lost
CMUH102-R 15P-035-139 Atrasentan/
64. 2015/5/19 Follow up#2 Angioedema 2 A
EC1-079 4299-00 Placebo
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1. ACUTE CALCULOUS
CHOLECYSTITIS
2. ACUTE CONGESTIVE
BG-IJNJFOC
CMUH103-R HEART FAILURE 1,2,3,
65. 2015/5/22 [-2015051602| follow up 6 | RIVAROXABAN A
EC1-087 3. ACUTE ISCHMEIC 4
5(6)
STROKE IN THE
TERRITORY OF RIGHT
MID CEREBRAL ARTERY
1. ARTERIAL
EMBOLISMS OF LOWER
BR-JNJFOC- LIMBS
CMUH103-R
66. 2015/6/18 |[2015061103 | follow up 5 [ RIVAROXABAN | 2. TACHYARRHYTHMIA | 2,34 | A
EC1-087
2(5) 3. ATRIAL FIBRILLATION
4. LEFT BUNDLE
BRANCH BLOCK
Herpes zoster (new AE),
possible relapse [Herpes
zoster]
worsening of lymphoma
DMR100-IRB 1301TURO1 [Lymphoma]
67. 2013/1/11 follow up 28| MK-V212 Study 1,3 A
-091 1678 typhlitis [Colitis]
colonic perforation [Large
intestine perforation]
Abdominal sepsis
[Abdominal sepsis]
MK-3475
CMUH104-R 1507RUS006
68. 2015/7/10 initial (pembrolizumab) | pneumonia [Pneumonia] 1,3
EC1-039 951
CISPLATIN
malignant neoplasm
CMUH103-R 15071SR004 MK-3475
69. 2015/7/1 follow up 1 progression [Malignant 1
EC1-135 480 (pembrolizumab)
neoplasm progression]
% 317 % 3BT
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1. ISCHEMIC STROKE
2. ARTERIAL
EMBOLISMS OF LOWER
BR-JNJFOC-
CMUH103-R LIMBS 1,23,
70. 2015/7/3 | 2015061103 | follow up 6 | RIVAROXABAN A
EC1-087 3. TACHYARRHYTHMIA | 4
2(6)
4. ATRIAL FIBRILLATION
5. LEFT BUNDLE
BRANCH BLOCK
PL-JNJFOC-
CMUH103-R 1. INCREASING
71. 2015/6/19 | 2015061836 | follow up 1 | RIVAROXABAN 23 | A
EC1-087 ANAEMIA
7(1)
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1. | CMUH103-REC1-047 # 4 7 | *% 4 : Edition 16.1
*p g 12015 & 04 * 29 p
[ 24244 ]

2. | DMR101-IRB1-278 Fyw L | MRS E 4 L AL Peg-intron

Ai'}ifﬁ%ﬁpﬁzlozﬁ()?g 25H _i 103:& 075 24E]

CEEE R
3. | CMUH103-REC1-012 T X R | %4 @ Investigator's Brochure, Tofacitinib December 2014
*p g 12014 & 12 *

(2]
4. | CMUH103-REC1-110 | % ft#§ |*M % © % +:Addendum to IB Ed 7.0 on 18Feb2015
% 1B Edition 7.0: 29Aug2014 % > M F L2 4 L P

[Larigs£p]
5. | DMR98-IRB-113 3 AW | %= 4 : Edition 14
*p #p @ 12-May-2015

[ =% >4dp4 ]
6. | CMUH102-REC1-123 th2 =~ | *E% ¥ L4 Lorcaserin
*E pMARLHEF 103 2062 27 p I 103 & 12 % 26 P

7. | DMR97-IRB-127 T EM [z % 2P4FE]
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*R2% # i L4 Belimumab
*H rMHFLHF 101 E 107" 24p 2 104E 047 30F
8. | DMR99-IRB-219 T 5 [ %FL % 4]
[ 372454 £ )
9. | CNUH103-REC1-126 F 1 7 | *K 4 ! Investigator’s Brochure of MPDL3280A, Version 6
*p # : December, 2014
[z % 242 ]
10. | DMR 100-IRB-135 FR¥ | *E%F P L4 Linagliptin
*E rMHAFLWRF104£01 7 0lp £ 104 %032 31 p
{ATLi4F 4 4
11. | CMUH102-REC1-087 T X R | %% 4:Addendum I to Investigator’s Brochure Edition No.: 10
p #: 15 May 2015
[ ## % >+3r 4 ] Development Safety Update Report No. 4
*R % & LA ¢ Ibrutinib
*E rMAFL R 103£ 04 07T p I 104 & 042 06 P
12. | CMUH102-REC1-067 gL [ #.3 % > 1482 ] Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARS)
*R % & LA ¢ Ibrutinib
*E rMAFLWRF103#£ 10 07T p I 104 & 04 % 06 P
[z#p= 2144 ]
13. | CMUH102-REC1-088 I HE | *F&RES L4 tasquinimod
*E rMAFLWRF 104037 0l p £ 104 & 052 31 p
[%9 il o ]
14. | DMR101-IRB1-319 [y gl e ) )
T p 1042057 157
[#]
*po% 1 20150505-20150611 GS-US-313-0125 Non-death &
15. | CMUH102-REC1-099 # 1 7 | Non life-threatening SUSAR : i 3¢ 2015 # 05 * 05 p % 2015
# 067 11 p GS-US-313-0125 2t7+= g g % 4 Rt
SUSAR % i » £ 40 o
[ 242dp4 ]
16. | DMR98-IRB-113 2 RW | *R% ¥ L4 RADOOL
*E pMARAHF 103 102 0L p T 104E03 % 31p
[#&]
17. | CMUH102-REC1-016 ¥ 4%/ | *} % 1 [DMC i3 4] *Data Monitoring Committee

Recommendation, 28May2015, *Data Monitoring Committee
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Recommendation, 15Nov2014
) [DSMB ji-2k:d 4]
18. | CMUH102-REC1-053 RIE R g ) \
Ak EEpd 104 % 067 09 p
(2= 244 ]
19. | CMUH103-REC1-021 o AR | Rk ES L4 Z360
*F rPMAFLHF103£03 2 12p 3 104 £ 037 11 p
[ 59 il ooz a0 ]
20. | CMUH103-REC1-021 v AR ‘ )
*Taopdp 104 %067 12 p
[{#ra8c£p]
21. | DMR101-IRB1-063 ENLE R R
*p 3 2015 % 06 * 05 p
[z % 248 2]
22. | DMR100 -IRB-091 TR | @ EH LA V212011
*% pMHIFLHRF 103#£ 0117 09 p 3 104 05* 08 p
[ DSMB i+ i ]
*Edk i p #0104 # 010 07 p
[ DSMB i+ i ]
_ *AkGipd 104 & 04 137
23. | CMUH102-REC1-089 L
LN T AT |
*Z ap #2104 & 03 % 09 p
[ %79 il ooz a3 ]
*Z ap #p 1104 & 037 02p
24. | DMR 100-IRB 243 T FM (S5t ad]
25. | DMR99-IRB-057 LKA (S5t ad]
[ 24244 ]
26. | CMUH102-REC1-068 S8 & | *R%EY LA Enzalutamide
*g ML PHPRF 103208 31 p T 104# 02 28 p
[LATags £p]
27. | CMUH103-REC1-119 RHE | MEA 16
*p #p 12015 03 % 25 p
(2]
FROE PR RHRDF AR K BErE 2 BT
28. | DMR101-IRB1-041 FTEP | RE2R{ o HABFALIP P EREFLAT SRBEELSHA

£ p AERF { F7 5v [Investigator’s Brochure Note to File,

dated 28 May 2015] -
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