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CONGESTIVE HEART
FAILURE [Cardiac failure
CMUH103-R ISRCT20150 congestive] 1,2,
1. 2015/3/1 Initial Blinatumomab A
EC1-047 23599 MULTI ORGAN FAILURE | 3,4
[Multi-organ failure]
BLOOD YEAST [Fungaemia]
Other Serious Criteria:
2,4
Medically Significant,
T
Medically important
CMUH103-R POLCT2015 Medic
2. 2015/5/8 Initial Blinatumomab DEPRESSED LEVEL OF A
EC1-047 045343 ally
CONSCIOUSNESS
import
[Depressed level of
ant
consciousness]
Other Serious Criteria:
2,4
Medically Significant,
T
Medically important
CMUH103-R POLCT2015 | Follow-up Medic
3. 2015/5/8 Blinatumomab DEPRESSED LEVEL OF A
EC1-047 045343 1 ally
CONSCIOUSNESS
import
[Depressed level of
ant
consciousness]
Other Serious Criteria:
Medically Significant, 1,2
Medically imporant 7:
CMUH103-R USACT2014 | Follow-up STATUS EPILEPTICUS  |Medic
4, 2014/5/6 Blinatumomab A
EC1-047 035251 7 [Status epilepticus] ally
SEIZURE [Seizure] impor
PANCYTOPENIA ant
[Pancytopenia]
respiratory failure
CMUH103-R 15021SR011 | follow up MK-3475
5. 2015/2/4 [Respiratory failure] 13 A
EC1-135 534 11 (pembrolizumab)
dyspnea [Dyspnoea]
MK-3475
CMUH104-R 1507RUS006
0. 2015/7/10 initial | (pembrolizumab) pneumonia [Pneumonia] 13 A
EC1-039 951
CISPLATIN

104 = 08 * 26 p




PRFFAETERRFRAIRELE G -FALR ¢
-FRTERNAXFT R ERELE( 2K

B % AR 3R
Kemu|Ea " v rEs Fage |wE|E=e
5L 2 ML 5|
MK-3475
CMUH104-R 1507RUS006
7. 2015/7/10 F1 (pembrolizumab) pneumonia [Pneumonia] 13 A
EC1-039 951
CISPLATIN
Multiple organ dysfunction
CMUH102-R 2015-0713(1 Tasquinimod or | syndrome, dyscrasia, weight
8. 2015/1/4 FUl 123 A
EC1-088 ) Placebo loss, nausea,
decreased appetite
DE-JNJFOC-
CMUH103-R follow up | DARATUMUMA
9. 2015/3/31 | 2015040054 1. SEPTIC SHOCK 123 A
EC1-075 7 B
5(7)
1. POST OPERATIVE
US-IJNJFOC-
CMUH103-R follow up SHOCK 1,2,3,
10. 2015/2/10 |2015021446 RIVAROXABAN A
EC1-087 9 2. POST OPERATIVE 47
2(9)
BLEEDING
GB-JNJFOC 1. ACUTE KIDNEY INJURY
CMUH103-R follow up 1,2,3,
11. 2015/3/23 [-2015040179 RIVAROXABAN 2. PNEUMONIA A
EC1-087 3 7
7(3) 3. OPIOID TOXICITY
GS-1101 + BEN
& RTX vs Placebo
(Code not
broken),
infusion reaction [Infusion
BENDAMUSTIN
CMUH102-R 2015-014986 related reaction]
12. 2015/6/18 Initial E 1 A
EC1-099 3 Bilateral pneumopathy
(BENDAMUSTI
[Pneumopathy]
NE) Injection,
RITUXIMAB
(RITUXIMAB)
Injection
104 = 08 * 26 p % 26 F % 34 T
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GS-1101 + BEN
& RTX vs Placebo
(Code not
broken),
infusion reaction [Infusion
BENDAMUSTIN
CMUH102-R 2015-014986| follow up related reaction]
2015/716
EC1-099 3 1

(BENDAMUSTI

E
Bilateral pneumopathy

[Pneumopathy]
NE) Injection,

RITUXIMAB
(RITUXIMAB)

Injection

GS-1101 + BEN
& RTX vs Placebo

(Code not
broken),
infusion reaction [Infusion
BENDAMUSTIN
CMUH102-R 2015-014986| follow up related reaction]
2015/7/9 E
EC1-099 3 2 Bilateral pneumopathy
(BENDAMUSTI
[Pneumopathy]
NE) Injection,
RITUXIMAB
(RITUXIMAB)
Injection
GS-1101 + BEN
& RTX vs Placebo
(Code not
broken), Respiratory failure
BENDAMUSTIN [Respiratory failure]
CMUH102-R 2015-016167| follow up
15. 2015/7/8 E Pneumocystis infection
EC1-099 2 1
(BENDAMUSTI [Pneumocystis jiroveci
NE) Injection, infection]
RITUXIMAB
(RITUXIMAB)
Injection
DMR101-IRB BELCT2015 carfilzomib/ Non ST segment elevation
16. 2015/7/16 Initial
1-148 071851 dexamethasone myocardial infarction
% 27T 7 » &
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DMR101-IRB BELCT2015 | follow up carfilzomib/
17. 2015/7/22 Acute myocardial infarction | 2,3 A
1-148 071851 1 dexamethasone
CMUH-103-R 2015SE5165
18. 2015/5/8 Initial MEDI4736 Pneumonitis 1,3 A
EC1-110 0
CMUH-103-R 2015SE5165
19. 2015/5/8 Follo up MEDI4736 Pneumonitis 1,3 A
EC1-110 0
DMR101-IRB ROUCT2015] follow up carfilzomib/ Unknown cause of death,
20. 2015/3/17 1,7 A
1-148 021982 2 dexamethasone Nausea, Vomiting
DMR101-IRB bortezomib/  |Acute respiratory failure, Loss
21. 2015/4/14 | 2014-0794 Initial 2,3 A
1-148 dexamethasone of consciousness
DMR101-IRB ROUCT2015( follow up carfilzomib/
22. 2015/4/15 Unknown cause of death 1 A
1-148 021982 3 dexamethasone
DMR101-IRB THACT2015] follow up carfilzomib/ Hyperglycemia,
23. 2015/4/21 2,3 A
1-148 008797 2 dexamethasone Hypoglycemia
DMR101-IRB ROUCT2015] follow up carfilzomib/
24. 2015/4/29 Unknown cause of death 1 A
1-148 021982 5 dexamethasone
DMR101-IRB ROUCT2015] follow up carfilzomib/
25. 2015/4/27 Unknown cause of death 1 A
1-148 021982 4 dexamethasone
DMR101-IRB THACT2015] follow up carfilzomib/ Hyperglycemia,
26. 2015/4/23 23| A
1-148 008797 3 dexamethasone Hypoglycemia
DMR101-IRB CANCT2015 carfilzomib/
27. 2015/4/24 Initial Pneumonia 1,2 A
1-148 035756 dexamethasone
DMR101-IRB CANCT2015] follow up carfilzomib/
28. 2015/5/12 Pneumonia 1,2 A
1-148 035756 1 dexamethasone
DMR101-IRB CANCT2015| follow up carfilzomib/
29. 2015/5/12 Pneumonia 1,2 A
1-148 035756 2 dexamethasone
DMR101-IRB CANCT2015] follow up carfilzomib/
30. 2015/5/14 Pneumonia 1,271 A
1-148 035756 3 dexamethasone
DMR101-IRB carfilzomib/
31. 2015/5/15 | 2013-1482 Initial Pulmonary hypertension 1 A
1-148 dexamethasone
Stroke, Herpes simplex
DMR101-IRB AUSCT2015] follow up carfilzomib/
32. 2015/5/19 encephalitis, Altered state of [2,3,7| A
1-148 030549 5 dexamethasone
consciousness
CMUH103-R 1506ZAF003] follow up MK-3475 unknown cause of death
33. 2015/6/3 1 A
EC1-123 651 1 (pembrolizumab) [Death]
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CMUH103-R 1506ZAF003] follow up MK-3475 unknown cause of death
34. 2015/6/3 1| A
EC1-123 651 2 (pembrolizumab) [Death]
Acute renal failure
CMUH103-R 2015M10215( follow up
35. 2015/6/23 Insulin Glargine | hypoglycemia resulting in 2 A
EC1-125 32 1
motor vehicle accident
Acute renal failure
CMUH103-R 2015M10215( follow up
36. 2015/6/23 Insulin Glargine | hypoglycemia resulting in 2 A
EC1-125 32 2
motor vehicle accident
Other Serious Criteria:
CMUH103-R 1507DNKO01 MK-3475 i ignifi
37. 2015/7/17 Initial _ Medically Significant 1 4 3 | A
EC1-135 1544 (pembrolizumab) | found dead at home [Death]
Sudden unexpected death
[Sudden death]
CMUH103-R 1507DNKO01 | follow up Decreased neutrophile count
38. 2015/7/15 VINFLUNINE 1 A
EC1-135 1544 1 [Neutrophil count decreased]
urinary tract infection
[Urinary tract infection]
CMUH102-R EC-2015-007 SORAFENIB
39. 2015/5/22 FU Hepatic failure 1 A
EC1-053 083 TOSILATE
RESPIRATORY
CMUH102-R EC-2015-007 SORAFENIB FAILURE ,Upper
40. 2015/5/20 FU 134 A
EC1-053 030 TOSILATE gastrointestinal hemorrhage,
Cerebral hemorrhage
ESOPHAGEAL VARICES
CMUH102-R EC-2015-006 SORAFENIB
41. 2015/417 FU HEMORRHAGE,ENCEPHA | 1,3 A
EC1-053 328 TOSILATE
LOPATHY
CMUH102-R EC-2015-007 SORAFENIB Sepsis, Elevated liver
42, 2015/6/27 | 1,2 A
EC1-053 912 TOSILATE enzymes
ESOPHAGEAL VARICES
CMUH102-R EC-2015-006 SORAFENIB
43. 2015/4/7 FU HEMORRHAGE,ENCEPHA | 1,3 A
EC1-053 328 TOSILATE
LOPATHY
CMUH102-R EC-2015-007 SORAFENIB Sepsis, Elevated liver
44, 2015/6/27 FU 1,2 A
EC1-053 912 TOSILATE enzymes
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CMUH102-R EC-2015-006 SORAFENIB General physical health
45, 2015/5/5 FU 1,3 A
EC1-053 797 TOSILATE deterioration, Abdominal pain
CMUH102-R EC-2015-007 SORAFENIB Sepsis, Elevated liver
46. 2015/6/27 FU 1,2 A
EC1-053 912 TOSILATE enzymes
CMUH102-R EC-2015-007 SORAFENIB Sepsis, Elevated liver
47. 2015/6/27 FU 1,2 A
EC1-053 912 TOSILATE enzymes
RESPIRATORY
CMUH102-R EC-2015-007 SORAFENIB FAILURE ,Upper
48. 2015/5/20 FU 1,3 A
EC1-053 030 TOSILATE gastrointestinal hemorrhage,
Cerebral hemorrhage
RESPIRATORY
CMUH102-R EC-2015-007 SORAFENIB FAILURE ,Upper
49, 2015/5/20 FU 1,3 A
EC1-053 030 TOSILATE gastrointestinal hemorrhage,
Cerebral hemorrhage
CMUH102-R EC-2015-004 SORAFENIB Aortic dissection, Cerebral
50. 2015/3/16 FU 1,3 A
EC1-053 981 TOSILATE hemorrhage
CMUH102-R EC-2015-006 SORAFENIB General physical health
51. 2015/5/5 FU 1,3 A
EC1-053 797 TOSILATE deterioration, Abdominal pain
CMUH102-R EC-2015-008 SORAFENIB Respiratory failure,
52. 2015/7/15 FU 13| A
EC1-053 595 TOSILATE Thromboembolic event
CMUH102-R EC-2015-008 SORAFENIB Respiratory failure,
53. 2015/7/15 FU 13| A
EC1-053 595 TOSILATE Thromboembolic event
Necrotizing fasciitis at right
hip [Necrotising fasciitis]
right hip cellulitis [Cellulitis]
recurrent cellulitis [Cellulitis]
MK-V212study
worsening of metastatic
ERTAPENEM
DMR100-IRB 1212USA00 colorectal cancer [Colorectal | 1.2.3.
54, 2012/1/16 initial SODIUM A
-091 0015 cancer metastatic] 4
(ertapenem
Enterocutaneous fistula
sodium)
infection [Intestinal fistula
infection]
toxic encephalopathy [Toxic
encephalopathy]
(k] B2 -
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1. | DMR99-IRB-222 TEHEP | (8525824 24]
(2% 21404 ]

2. | CMUH102-REC1-056 | ¥ A8/ | *3#% &+ -4 MM-111
*E rMHIFLWRF 103 E04 % 30p 2104040 29 p
(2% 21404 ]

3. | CMUH102-REC1-123 | t+k~ ~ | *3#=% &+ &4 : Lorcaserin
*g rMHIFLWRF 103 E 128 27 p 1 104 & 06 26 B
[z 2Pdp2]

4. | CMUH102-REC1-087 | £ & & | *32% %4 4 : CNTO 136 (sirukumab)
*% 2pHARA G A 103 £ 107 24 p 3 104 & 49 23 p
[ 59 il ooz an]

5. | CMUH103-REC1-047 | £ 4 & ‘ )
*ZSop Hp 2015 % 07 % 10 P
[ DSMB i+ i ]

6. | CMUH103-REC1-075 | £4 & . .
*AxE it pd 2015& 07 % 16 p
[5° il i an])

7. | CMUH102-REC1-099 | 4 7= , )
*anpdp 2005 052 15
[ % 2p4p4]

8. | CMUH103-REC1-097 | * &% | *;&=m% ¥4 4i : Abemaciclib (LY2835219)
*E rMAFLPHPEFII03£04 2 15p % 103 # 107 14 p
[ 49 il 56 o)

9. | DMR101-IRB-1-177 ¥R ,
*% 3 p #p 1 19Jun2015
[{aTasEr£p]

10. | DMR101-IRB-1-177 FL R | *KA 31
*p g 104 & 06" 18 p
(2% 2pdp4 ]

11. | CMUH103-REC1-037 | #;= ~ | *#s% &+ 4 1 JKB122
*E rMAFLPYF102F 122 01 p 2 10311 30 P
[{araic2p]
*5 A& @ Edition Number: 9
*p Hp 1104 & 05 " 22 p

12. | CMUHI103-REC1-135 | Z 47 & | **i# + £ (Edition Number: 9, Release Date:

22-MAY-2015)
EXD|

*NOE e iE 2 2 MK-3475 - Memo for clarification on IB
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version 8, Date: 23Apr2015
[{#aFEp]
13. | CMUH102-REC1-023 | £ X 7 | *»< 4 : IB Edition 9 Supplement 1
*p gt Jul-2015
[{ATa454 20 ]
14. | CMUH103-REC1-127 | 5ki%3 | *w 4 @ 12
*pdp 12014 & 97" 8p
[{#aFcEp])
15. | CMUH103-REC1-021 | » ##/& | *»=# : RO3
*p #2015 & 07 ® 06 p
[zp= 244 ]
16. | CMUH103-REC1-047 | &1 T | *@#=% ¥4 ¢ 4L : Blinatumomab
*E rMHIFLHEF 104017 01 p 3 104# 06 % 30FP
[ DSMB i+ i ]
17. | DMR101-IRB1-121 Ty o | Yk p g 12015 & 05 28 p
Date of DSMB meeting: May 28, 2015
[z8px 21342 ]
18. | CMUH103-REC1-004 | & 115 | *#& ¥4~ ¢4 - MPDL3280A
*% >2MAFL PR 103057 11p 3 103 11 % 10 p
[LATags £p]
*1ix & @ Investigator’s Brochure of MPDL3280A, Version 6,
19. | CMUH103-REC1-004 | % ?Eﬂ% December 2014
*p #p : December 2014
20. | CMUH104-REC1-020 | % 7% | Loove & PAITR G e, 0T 209
*p Hp 12015 # 07 * 15 p
[LATaigs £p]
*x & ¢ MK-5172 IB, Edition Number 10
*p g 12015 & 07 * 24 p
21. | CMUH103-REC1-061 | #; = ~ ‘
[gATids£p]
*x & © MK-8742 IB, Edition Number 8
*p g 12015 & Q7 * 27 p
(2% 2144 ]
22. | DMR101-IRB1-284 F LR | *:k%k ¥ L4 Brentuximab vedotin
*g rMHIFLHPRF104-#012 0Lp 3 104# 06" 30F
23. | DMR93-IRB-080 T EE | RF o REELFEL O RA PP 1 080ct2010
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2. CMUH 103-REC . AV RE G EER L=
1-141 Addendum 1 to Investigator's Brochure Edition 16, Date:
29May2015
[ %7 iz S ]
*T o pHr104#&047 10p &103 &£ 122 01 p
25. | DMR97-IRB-127 % % P* | - Final Clinical Study Report Memo, dated 10 Apr 2015
- Safety Review Team Semi-Annual Review, dated 01 Dec
2014
[ DSMB i+ i 4]
26. | DMR101-IRB1-307 o .
Date of DSMB meeting: May 28, 2015
[zp= 244 ]
27. | DMR101-IRB1-177 LR | *@%k ¥ 4 Denosumab (AMG 162)
*% rMFLHF 1042012 01 p 2 104# 06 % 30FP
[z#p= 244 ]
28. | DMR-101-IRB1-052 | 5% & = | *i#% %+ 4 BI 836845
*E rMHIFLWRF 104 F204 % 01p % 104067 30F
[zp= 244 ]
29. | DMR101-IRB1-216 G 3 | %% E S L4 Vinflunine
* rMFLHFI104E01 2 01 p 2 104# 06" 30FP
({7181 2p]
30. | DMR101-IRB1-204 ¥4 7 | %+ : Edition 9 supplement 1
*p g 104 & 07
[#&]
*pio % 1 20150505-20150611 GS-US-313-0125 Non-death &
31. | CMUH102-REC1-099 | ¥ < & | Non life-threatening SUSAR : i 4f 2015 05 * 05 p 3
2015 # 06 * 11 p GS-US-313-0125 #:7-= & g 2 4 K
t SUSAR % & » & 23 i »
[ 242dp4 ]
32. | CMUH103-REC1-061 | &)= ~ | *&#% £+ 4+ MK5172
*g rMHIFLHPRF 104 E 120 08p % 104 06 07 P
[{a7a8F1£p]
R A 112
33. | CMUH103-REC1-063 | % & >

*pgp 1104 & 06" 29 p
**3 F 4 £ p (Edition Number: 12, Date: 29 June 2015)
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