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7
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- BRAKRE AT RAAFE S

7 2F % (AEAID

A7= "BEz3 b CHERBALKR -DigFAABAR Eud %Anu%w~
FRITRE P AARGT ~CAX WA HAREET AT R I 2 g+ LR
BALAGTRG

IR T

€ st CMUH104-REC1-039 EF2 A | AErAER
FRALL ii?’é’?ﬁffi’a’ﬁﬂﬁi*ﬁiié%ﬁ VRER KR | RPEITVR

s og - 38 2 Pembrolizumab (MK-3475) 1% 5 43 2 {4/ #5 |4 50 3¢ SR8 81k

e w - Mipfk i w = B IR Rk

¥ £ & R 22 | airway obstruction due to tumor progression [Obstructive airways disorder]

oy Pneumonia [Pneumonia]
(* A pe
3 4 e 42 Yo 12 FEAL THARER AT R
g | ‘ 3 AT L S
p Ay p Ay = p Ay . ZZFER TR %
IR A

¥ i AP B C ¥ 3

TWN/16/0108 2015/9/23 | 2016/5/30 |follow up 4 | 2016/12/2 2L FF )
(possible) A AR

[(FEagLR$in]
- ~ SAE follow up

Z o~ i e

AFEPELRFFALL])

-~ i

(A58 F ¥ 23R ]

PRSI TR 2 gaEFFaw A I LI 0T

B2
* ¢ %% | CMUH104-REC1-039 e R | REr ag e
FRAFL a P EL R R | PRER R | RE & TR

A

— 38 11 Pembrolizumab (MK-3475) ¥ 4 45 3 (4[4 # |+ 55 55 28 6 1

E A o
WP R — AUSR 0 F = P RS Rk
EARCEN AR _ )
o 4t Anorexia [Decreased appetite]
|
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p i p g ] p i _ ZFEMR 8%
g 4P
wactpl |CHERp
TWN/16/1107 | 2016/9/30 | 2016/11/8 initial | 2016/12/2 | ZAE
(possible) REN =5
CETTEY X TED
- ~ Admission for poor appetite, probably related to IND -
S~
[(APEpELfgLn]
— N {a’ _5 o
A 1)
PCE S ZEIEH s T oA AR e b ‘?‘7")‘5%1%\%333'%45\«154{ %— IR
FE. 3.
™ € ¥5. | CMUH104-REC1-039 FEe rgEd | KEr AT
VRASA | hprag P EL R F FEERRR | RPLITEE

VR AR

— 38 2 Pembrolizumab (MK-3475) % 4 2 3% {4/8 #% |3 27 55 3% @ %
,397)?? }%' ’}’ - -ﬁﬂ\/r"]%f m%: = ﬁ}; T\%[;F fzé‘ﬂ%t:

AR

Anorexia [Decreased appetite]

i
4 £ ip 2 e it TR TEAVIR AT
s 3 = 1= 1= v AR AQe-AREs
A - T wEEs | T
p oy p 4y ] p 4y B Z_F R R 8%
g Hp
Tavipl | C EI0E
TWN/16/1107 | 2016/9/27 | 2016/11/14 |follow up 1| 2016/12/2 | 2-5F
(possible) RER S
[(FEpgifrgin]
- ~ Anorexia, probably related to study drug, 5-FU, decided by PI's judgement -
=~ i
AFTHELEAFLR])
— N %E 3@ o
[ R 3EF 2]
PCE IR VAR R g wHar AL G The L AT
BE. 4
~ ¢ %%, | CMUH104-REC1-039 R g | KEr TR
PRI LR ERPELTLFER | PRER KR | RP PR
PR EH | - 38 12 Pembrolizumab (MK-3475) 1% 4 45 3 /3 #% | 58 57 3% Bk
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W R R - M = B TRR R5%
¥ # £ B 22 | airway obstruction due to tumor progression [Obstructive airways disorder]
A Pneumonia [Pneumonia]
]ﬁ',' 2%3_ §E4 1/ o) :ifif_\‘?\:ﬂ iq“\‘FB%Zhi,i
G 3u¢ =z Ti= 1=+ 1] g A
Beul N T LT e
Py P ) Py B 2 FRM G| %
g Hp
FacAph | C HE i
TWN/16/0108 | 2015/9/23 | 2016/6/24 |follow up 5| 2016/12/2 LAE 4 _
(possible) SERES
[(FErgLiir3in]
- ~ SAE related to tumor progression with airway obstruction, not related to study
procedure, IND -
S~ iLiE
[(AFTpELR#3L2]
— ~ i iF o
(A8 BT 2k ]
LEEIEIFH TR 2 i%s“%’éﬁ";{z“ia’ A xg2h'e (12 WT
S~ P iRk ERE DR
2% (KB 1-7)
17+= 2.2 4 & 3.%;2:1;;; A Atk I PP R 4.3 = A A A B disability
B.2b % MudA) 6.7 (FALE MR AT ,; T 7 H i (F4r)
#& 1 (%8 AD)
AFBEFFEFBEIH X 2P RECEFB 3R LEIDERTH2
f‘? ’ 'E:g o] },ﬁ _'.E ?é‘l%%
B X AR R A
A€ S| B2 P VR 3 Aag i BE |
%ﬁ, g D é 2 ',é- %%i Vvlj FE = =2
CMUH102- EC-2015-0 Sorafenib Diarrhea,Gastrointestinal
1. 2015/8/28 FU _ 13| A
REC1-053 10101 Tosilate hemorrhage
HICCUPS; DYSPNEA,;
CMUH102- E7080-014 Sorafenib  |FEVER; DEATH DUE TO
2. 2013/12/27 FU 1,3 A
REC1-053 22-CLI-KR Tosilate PROGRESSIVE
DISEASE
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CMUH103-
REC1-123

2016/10/30

1611CHNO
00232

follow up
5

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)

(paclitaxel)

embolism]

Suspected pulmonary

embolism [Pulmonary

1.2

CMUH103-
REC1-123

2016/10/23

1610ARGO
14393

follow up
4

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)

kidney injury]

Septic shock [Septic
shock]

Accute renal failure [Acute

neutropenia [Neutropenia]

1.3

CMUH103-
REC1-155

2016/3/30

16P-062-16
70826-00(4
0)

Follow

up 1

ABT-888
Carboplatin

Paclitaxel

Addison's disease
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ﬂﬂ?%*?“%a?%Pi WRLREF-FALF ¢
FEAERS- X2 EREE(C 2%
B X 2 PAR(RL
g S| A p V5B TE %R
g |6 EX T N
15P-082-14 ABT-888 Dehydration
CMUH103- Follow ] ]
6. 2015/8/9 |42545-00(1 Carboplatin Fatigue 3 A
REC1-155 up 4
2.0) Paclitaxel Anemia
15P-167-14 ABT-888
CMUH103- Follow . Chest pain
1. 2015/10/19 |186463-00(1 Carboplatin 3 A
REC1-155 up 7 ) Muscle weakness
5.0) Paclitaxel
16P-118-16 ABT-888 Atrial fibrillation
CMUH103- Follow ) )
8. 2016/7/6 |70231-00(1 Carboplatin Sudden cardiac death 1,3 A
REC1-155 up 6
3.0) Paclitaxel Drug allergy
Systemic inflammatory
16P-163-17 ABT-888 response syndrome
CMUH103- Follow )
9. 2016/8/23 [09935-00(2 Carboplatin Shortness of breath 3 A
REC1-155 up 2
.0) Paclitaxel Shoulder pain
Pulmonary embolism
15P-144-14 ABT-888 Thrombosis venous deep
CMUH103- Follow ] )
10. 2015/6/23 [14807-00(8 Cisplatin Pulmonary 3 A
REC1-155 up 4
.0) Pemetrexed thromboembolism
16P-118-16 ABT-888 Atrial fibrillation
CMUH103- Follow ) )
11. 2016/7/6 |70231-00(1 Carboplatin Sudden cardiac death 1,3 A
REC1-155 up 7 )
4.0) Paclitaxel Drug allergy
16P-114-16 ABT-888
CMUH103- Follow ) ) Urinary retention
12. 2016/6/2 |48202-00(3 Cisplatin o 3 A
REC1-155 up 1l Constipatioin
.0) Pemetrexed
16P-167-17 ABT-888
CMUH103- - ) ) o
13. 2016/9/29 (43607-00(0| Initial Cisplatin Dizziness 3 A
REC1-155
.0) Pemetrexed
16P-163-16 ABT-888
CMUH103- Follow ) ) o
14. 2016/6/4 |47909-00(3 Carboplatin Acute kidney injury 3 A
REC1-155 up 2
.0) Paclitaxel
Chemotherapy
16P-118-16 ABT-888 o )
CMUH103- Follow ) cardiotoxicity attenuation
15. 2016/7/6 [70231-00(1 Carboplatin T 1,3 A
REC1-155 up 8 Atrial fibrillation
6.0) Paclitaxel
Drug allergy
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PRFFCTEARFRALRRLR - ARG
FEAERS- X2 EREE(C 2%
B X 2 PAR(RL
A€ S| F 4 P Vo E LE @ S
g |6 EX T N
15P-167-14 ABT-888 )
CMUH103- Follow ] Chest pain
16. 2015/10/19 |86463-00(1 Carboplatin 3 A
REC1-155 up 8 Muscle weakness
6.0) Paclitaxel
16P-114-16 ABT-888
CMUH103- Follow . Abdominal pain
17. 2016/6/17 |55460-00(3 Carboplatin ] 3 A
REC1-155 up 2 ) Neutropenia
.0) Paclitaxel
16P-114-16 ABT-888 Pancytopenia
CMUH103- Follow )
18. 2016/4/28 |25663-00(3 Pemetrexed Malaise 3 A
REC1-155 up 2 o _
.0) Cisplatin Hypocalcemia
16P-114-16 ABT-888
CMUH103- Follow . . Urinary retention
19. 2016/6/2 |48202-00(4 Cisplatin o 3 A
REC1-155 up 2 Constipatioin
.0) Pemetrexed
DMR100 1112USA0 | death [Death]
20. 2011/10/28 initial |MK-V212 Study| ) 13 A
-IRB-091 0188 angioedema [Angioedema]
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY) _ _
Heart failure [Cardiac
(pemetrexed) )
CMUH103- 1608ARGO |follow up failure]
21. 2016/8/24 Intravenous _ 123 A
REC1-123 13770 2 o Neutrophenia
infusion .
[Neutropenia]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475 Respiratory infection
CMUH103- 1610BRAO (follow up [ (pembrolizumab [Respiratory tract
22. 2016/10/1 23 [ A
REC1-123 01391 2 ) Solution for infection]
injection pneumonitis [Pneumonitis]
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ﬂm%%*%“%a?%Pi'ﬂiﬁ€¥ FELR
FEAERS- X2 EREE(C 2%
B X 2 PAR(RL
AEe S |EA p Y Vo E LE @ S
g |6 2 | ul N
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) Septic shock [Septic
(Carboplatin) shock]
CMUH103- 1610ARGO [follow up )
23. 2016/10/23 Intravenous |Accute renal failure [Acute| 1.3 | A
REC1-123 14393 3 o ] o
Injection kidney injury]
PEMETREXED | neutropenia [Neutropenia]
(3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475
CMUH103- 1506ZAF00|follow up|(pembrolizumab| unknown cause of death
24, 2016/6/3 ) 1 A
REC1-123 3651 9 ) Solution for [Death]
injection
MK-3475 Respiratory infection
CMUH103- 1610BRAO [follow up|(pembrolizumab [Respiratory tract
25. 2016/10/1 ) ) ) 23 [ A
REC1-123 01391 3 ) Solution for infection]
injection pneumonitis [Pneumonitis]
Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up|(pembrolizumab| Interstitial pneumonia
26. 2016/7/30 ) N ) 2.3
REC1-123 1781 6 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
Respiratory infection
MK-3475 [Respiratory tract
CMUH103- 1610BRAO [follow up|(pembrolizumab infection]
217. 2016/10/1 ) - 123
REC1-123 01391 4 ) Solution for |pneumonitis [Pneumonitis]
injection Respiratory insufficiency
[Respiratory failure]
% 39 Fx 71T
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9 ] ) )L D e I A
ﬂm%%«%“%a%ﬁpz WRLREF-FLLAE
TR ERF-ZB A EREE(L RiR)
£ rMAR(ER L N
R R AL SRR VR E 5 S P
§ 2 S5 5|
Pleural effusion [Pleural
MK-3475 ]
) effusion]
CMUH104- 1611USAQ (pembrolizumab
2016/10/24 initial ] Right internal jugular deep| 1.3 | A
REC1-118 02221 ) Solution for ] ]
o vein thrombosis [Jugular
injection
vein thrombosis]
profound malaise [Malaise]
MK-3475 ) )
) abdominal pain
CMUH104- 1610TURO |follow up| (pembrolizumab ) )
2016/9/30 [Abdominal pain] 13| A
REC1-118 02149 9 ) Solution for
S cough worsening [Cough]
injection
fatigue [Fatigue]
Hemorrhagic Pleuritis
[Pleurisy]
Systemic Candida
CAPECITABIN
Infection [Candida
E (3475
infection]
SOLUTION
Trombocytopenia
CMUH104- 1611NLDO [follow up FOR
2016/11/7 [Thrombocytopenia] 1.3 A
REC1-118 03722 2 INJECTION
Neutropenia [Neutropenia]
STUDY) ) .
o carcinomatous mastitis
(capecitabine) )
[Inflammatory carcinoma
Tablet
of the breast]
Mucositis [Mucosal
inflammation]
% 40 F 2 71|
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RFEIETRpEELIGRLL LI F LR
FEAERS- X2 EREE(C 2%
B X 2 PAR(RL
X A ENE T g @ S N
g |6 EX T N
Hemorrhagic Pleuritis
[Pleurisy]
Systemic Candida
CAPECITABIN ] ]
Infection [Candida
E (3475
infection]
SOLUTION ]
Trombocytopenia
CMUH104- 1611NLDO [follow up FOR ]
31. 2016/11/7 [Thrombocytopenia] 13| A
REC1-118 03722 3 INJECTION ) )
Neutropenia [Neutropenia]
STUDY) ) -
o carcinomatous mastitis
(capecitabine) )
[Inflammatory carcinoma
Tablet
of the breast]
Mucositis [Mucosal
inflammation]
MK-3475 hemodynamic failure
CMUH104- 1611FRAO [follow up|(pembrolizumab| [Circulatory collapse]
32. 2016/11/10 _ _ N - 1.3 A
REC1-118 07397 2 ) Solution for interstitial pneumonitis
injection [Interstitial lung disease]
Pleural effusion [Pleural
MK-3475 )
) effusion]
CMUH104- 1611USAQ |follow up|(pembrolizumab| )
33. 2016/10/24 Right internal jugular deep| 1.3 | A
REC1-118 02221 1 ) Solution for ] ]
S vein thrombosis [Jugular
injection
vein thrombosis]
MK-3475
CMUH104- 1612RUSO (pembrolizumab| unknown cause of death
34. 2016/12/4 initial 1 A
REC1-118 03523 ) Solution for [Death]
injection
profound malaise [Malaise]
followup[ MK-3475 ] )
) abdominal pain
CMUH104- 1610TURO 1 (pembrolizumab ) )
35. 2016/9/30 _ [Abdominal pain] 1.3 A
REC1-118 02149 |(downgra| ) Solution for )
S cough worsening [Cough]
de) injection ) ]
fatigue [Fatigue]
CMUH103- 201512902 - TOFACITINIB | Sudden death [Sudden
36. 2015/4/9 Initial 1 A
REC1-012 0 CITRATE death]
CMUH103- 201528443 TOFACITINIB | Septicaemia (salmonella)
37. 2015/8/6 Initial 13 A
REC1-012 2 CITRATE [Septicaemia]
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PRFFCTEMRFRALERLA 4N FEARE
FTRAERY- KT A ERES( %)
B X 2 PAR(RL
A€ S| F 4 P Vo E LE @ S
g |6 EX T N
CMUH103- 201528443 TOFACITINIB | Septicaemia (salmonella)
38. 2015/8/6 FU #1 ) ) 131 A
REC1-012 2 CITRATE [Septicaemia salmonella]
Death [Unknown cause of
CMUH103- 201528104 TOFACITINIB death] 1,2,3,
39. 2015/8/5 Initial A
REC1-012 5 CITRATE Shortness of breath 4
[Shortness of breath]
CMUH103- 201530627 » TOFACITINIB | Death [Unknown cause of
40. 2015/8/16 Initial 1 A
REC1-012 0 CITRATE death]
2,3,7(
Acute interstitial Medi
CMUH103- 201528701 | TOFACITINIB _ -
41. 2015/8/11 Initial pneumonia [Interstitial | cally | A
REC1-012 2 CITRATE _ o
pneumonia] Signif
icant)
2,3,7(
Medi
CMUH103- 201544341 . TOFACITINIB Herpes zoster [Herpes
42. 2015/12/1 Initial cally| A
REC1-012 4 CITRATE zoster]
Signif
icant)
multifocal herpes zoster
2,3,7(
[Herpes zoster )
Medi
CMUH103- 201544341 TOFACITINIB disseminated]
43. 2015/12/1 FU #1 ) . cally| A
REC1-012 4 CITRATE chronic pancreatitis Sianif
igni
exacerbation [Chronic |
. icant)
pancreatitis]
lung Infection, pathogen
CMUH103- 201605304 » TOFACITINIB )
44, 2016/1/26 Initial has not been isolated yet | 2,3 | A
REC1-012 6 CITRATE ) )
[Lung infection]
2,3,7(
Medi
CMUH103- 201609390 - TOFACITINIB ) )
45. 2016/1/24 Initial pneumonia [Pneumonia] |[cally| A
REC1-012 2 CITRATE o
Signif
icant)
106 # 01 » 11 p % 42 7% 71T
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46.

CMUH103-
REC1-012

2016/1/26

201605304
6

FU #1

CITRATE

TOFACITINIB

primary diagnosis:
drug-drug related
pneumonitis; secondary
diagnosis: rheumatoid
arthritis NOS multiple
sites [Pneumonitis]
primary diagnosis:
drug-drug related
pneumonitis; secondary
diagnosis: rheumatoid
arthritis NOS multiple
sites [Rheumatoid arthritis]
primary diagnosis:
drug-drug related
pneumonitis; secondary
diagnosis: rheumatoid
arthritis NOS multiple
sites [Condition

aggravated]

2,3

47.

CMUH103-
REC1-012

2015/8/12

201528104
5

FU #1

TOFACITINIB
CITRATE

Cause of death was cardiac

arrest [Cardiac arrest]

1,2,3,

48.

CMUH103-
REC1-012

2016/2/3

201621574
9

Initial

TOFACITINIB
CITRATE

Community - Acquired
Pneumonia [Community

acquired pneumonia]

11314!
7(Me

dicall

Signif

icant)

49.

CMUH103-
REC1-012

2016/4/11

201625316
7

Initial

TOFACITINIB

CITRATE

pneumonia [Pneumonia]
septic shock [Septic shock]
cardiorespiratory arrest
[Cardio-respiratory arrest]

Respiratory insufficiency

[Respiratory insufficiency]

1,23
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Pneumocystis Jiroveci
1,2,3,
Pneumonia [Pneumocystis
. . . 7(Me
jiroveci pneumonia] )
CMUH103- 201626315 » TOFACITINIB ) ] dicall
50. 2016/5/13 Initial Septic shock [Septic A
REC1-012 8 CITRATE y
shock] o
) Signif
acute renal failure [Acute |
icant)
renal failure]
Pneumocystis Jiroveci
Pneumonia [Pneumocystis
.. . . 172137
jiroveci pneumonia]
) ) 7(Me
Septic shock [Septic
CMUH103- 201626315 TOFACITINIB dicall
51. 2016/5/13 FU #1 shock] A
REC1-012 8 CITRATE ) y
acute renal failure [Acute |
Signif
renal failure] ]
) ) icant)
chest infection [Chest
infection]
CMUH103- 201635220 TOFACITINIB | death cause unknown
52. 2016/4/29 Initial 1 A
REC1-012 3 CITRATE [Unknown cause of death]
The lower right fibula
comminuted fracture [Tibia
fracture]
The lower right fibula
Enzalutamide comminuted fracture
CMUH102- 2016JP005 | Follow Blinded [Fibula fracture]
53. 2016/3/18 ) ) 1,471 A
REC1-068 085 Up 1 DG| (Enzalutamide) | Metastatic lung cancer
Capsule with lung infection [Lung
cancer metastatic]
Metastatic lung cancer
with lung infection [Lung
infection]
Enzalutamide )
CMUH102- 2016US041 . Severe thrombocytopenia
54. 2016/9/22 Initial | (ENZALUTAM _ 2 | A
REC1-068 595 [Thrombocytopenia]
IDE) Tablet
106 # 01 * 11 p % 44 F o2 71 B
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1) Perforated colon
Enzalutamide-BI diverticulitis [Large
inded (Code not| intestine perforation]
broken) Perforated colon
CMUH102- 2016US025( Follow
55. 2016/7/2 2) Enzalutamide diverticulitis 1,37 A
REC1-068 711 Up 4 o
(ENZALUTAM [Diverticulitis]
IDE) Disease progression
Formulation [Malignant neoplasm
unknown progression]
Cerebrovascular insult
(stroke) [Cerebrovascular
Enzalutamide accident]
CMUH102- 2016US036 - ) )
56. 2016/9/13 Initial | (ENZALUTAM |Pathological fracture pelvis| 1,3 | A
REC1-068 783 .
IDE) Tablet [Pathological fracture]
Pathological fracture pelvis
[Pelvic fracture]
Enzalutamide
(ENZALUTAM Depressed level of
CMUH102- 2016US026( Follow )
57. 2016/7/9 IDE) consciousness [Depressed [2,3,4| A
REC1-068 860 Upl ) )
Formulation level of consciousness]
unknown
Enzalutamide ) ) ]
CMUH102- 2016US041| Follow Aplastic anemia [Aplastic
58. 2016/9/22 (ENZALUTAM ] 23 [ A
REC1-068 595 Up1l anaemia
IDE) Tablet
1. SUSPECTED TOXIC
KR-IJNJFO
CMUH104- follow up EPIDERMAL
59. 2016/7/30 | C-2016080 JNJ-56021927 131 A
REC1-116 8 NECROLYSIS
8513(8)
2. PNEUMONIA
106 # 01 » 11 p % 45 F o x 71 |
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Increased ALT [Alanine
aminotransferase
increased]
Increased AST [Aspartate
MK-3475
_ aminotransferase
CMUH103- 1610POLO01|follow up|(pembrolizumab ]
60. 2016/10/19 _ increased] 13| A
REC1-123 2201 4 ) Solution for
o Increased ALP [Blood
injection ]
alkaline phosphatase
increased]
Total Bilirrubin increased
[Blood bilirubin increased]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin) | febril neutropenia [Febrile
CMUH103- 1602PEROO|follow up| Intravenous neutropenia]
61. 2016/2/9 o ) 23 | A
REC1-123 6636 1 Injection Neutropenia grade 1V
PACLITAXEL [Neutropenia]
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Sepsis [Sepsis]
Respiratory failure
MK-3475 ) )
) [Respiratory failure]
CMUH103- 1510BRAO [follow up|(pembrolizumab . .
62. 2015/10/10 _ Pneumonitis [Pneumonitis] [ 1.2.3| A
REC1-123 07228 18 ) Solution for ) ]
L Pneumonia [Pneumonia]
injection )
pulmonary embolism
[Pulmonary embolism]
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PEMETREXED
(3475
SOLUTION
FOR
INJECTION ) )
Febrile neutropenia
STUDY) ) )
[Febrile neutropenia]
(pemetrexed) ) )
CMUH103- 1512BRA0| = anemia [Anaemia]
63. 2015/11/6 initial Intravenous 123 ] A
REC1-123 07876 o Pseudomembranous colitis
infusion
[Pseudomembranous
CARBOPLATI
colitis]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION | )
pulmonary sepsis
STUDY) ]
[Pulmonary sepsis]
(pemetrexed) ] ) )
CMUH103- 1608BRAO [follow up febrile neutropenia [Febrile
64. 2016/8/21 Intravenous ) 123 A
REC1-123 11687 2 o neutropenia]
infusion ) .
neutropenic colitis
CARBOPLATI ] N
[Neutropenic colitis]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
106 # 01 * 11 p % 47 F o2 71 |
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pneumonia [Pneumonia]
Thrombocytopenia
PEMETREXED [Thrombocytopenia]
(3475 Anemia [Anaemia]
SOLUTION gastrointestinal bleeding
FOR [Gastrointestinal
INJECTION haemorrhage]
STUDY) Thrombocytopenia
(pemetrexed) [Thrombocytopenia]
CMUH103- 1604TURO |follow up ) ]
65. 2016/3/31 Intravenous | Leukopenia [Leukopenia] [1.2.3| A
REC1-123 02203 2
infusion febril neutropenia [Febrile
CARBOPLATI neutropenia]
N (3475 hyperuricemia
SOLUTION [Hyperuricaemia]
FOR Elevated AST [Aspartate
INJECTION aminotransferase
STUDY) increased]
blood bilirrubin increased
[Blood bilirubin increased]
Septic shock [Septic
MK-3475 shock]
(pembrolizumab Hematochezia
CMUH104- 1610TURGO |follow up .
66. 2016/10/3 ) [Haematochezia] 1.2.3
REC1-039 02312 4
5-FLUOROUR Increase of creatinine
ACIL [Blood creatinine
increased]
MK-3475
(pembrolizumab o )
CMUH104- 1607USAO |follow up Bronchial infection
67. 2016/7/18 ) - 1.3
REC1-039 09173 4 [Bronchitis]
CARBOPLATI
N
CETUXIMAB
CMUH104- 1611COLO| . unknown cause of death
68. 2016/10/17 initial | 5-FLUOROUR 1
REC1-039 09297 [Death]
ACIL
% 48 F o x 71 |
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osteomyelitis (bone
CETUXIMAB
CMUH104- 1611ISROO| infection) [Osteomyelitis]
69. 2016/11/11 initial | CARBOPLATI 23 | A
REC1-039 7474 N Infection: other (epidural
absce) [Extradural abscess]
CETUXIMAB
CMUH104- 1611COLO |follow up unknown cause of death
70. 2016/10/17 5-FLUOROUR 1 A
REC1-039 09297 1 [Death]
ACIL
Upper gastrointestinal
bleeding [Upper
CETUXIMAB gastrointestinal
CMUH104- 1608CHEQO |follow up
71. 2016/8/5 5-FLUOROUR haemorrhage] 13| A
REC1-039 05692 1 o ) )
ACIL Myocardial infarction with
lethal consequence
[Myocardial infarction]
CISPLATIN
CMUH104- 1603ESPO1| ) )
72. 2016/3/25 initial | 5-FLUOROUR | Pneumonia [Pneumonia] [1.2.3| A
REC1-039 3034
ACIL
MK-3475
(pembrolizumab )
CMUH104- 1609USAO |follow up healthcare associated
73. 2016/9/5 ) ) ) 23 [ A
REC1-039 04223 1 pneumonia [Pneumonia]
5-FLUOROUR
ACIL
disseminate intravascular
coagulation [Disseminated
intravascular coagulation]
MK-3475 Hypercalcemia
CMUH104- 1508CHLO |follow up ) )
74. 2015/8/1 (pembrolizumab [Hypercalcaemia] 1.3 A
REC1-039 01570 13
) skin rash of the trunk and
extremities [Rash
generalised]
neumonia [Pneumonia]
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osteomyelitis (bone
CETUXIMAB | infection) [Osteomyelitis]
CMUH104- 1611ISR0O0 [follow up
75. 2016/11/11 CARBOPLATI | Infection: other (epidural | 2.3 | A
REC1-039 7474 1
N abscess) [Extradural
abscess]
MK-3475
(pembrolizumab | Supraglottic edema (Grade
CMUH104- 1605USAQ |follow up
76. 2016/5/4 ) 4) [Laryngeal oedema] | 2.3 [ A
REC1-039 05123 10 ) )
5-FLUOROUR Sepsis [Sepsis]
ACIL
MK-3475 septic shock [Septic shock]
(pembrolizumab vomiting [Vomiting]
CMUH104- 1605BRAO (follow up
77. 2016/5/6 ) Acute renal failure [Acute | 1.3 | A
REC1-039 05313 1 ) o
5-FLUOROUR kidney injury]
ACIL diahrrea [Diarrhoea]
Septic shock [Septic
MK-3475 shock]
(pembrolizumab Hematochezia
CMUH104- 1610TURO |follow up
78. 2016/10/3 ) [Haematochezia] 1.23] A
REC1-039 02312 05 o
5-FLUOROUR Increase of creatinine
ACIL [Blood creatinine
increased]
MK-3475
(pembrolizumab | Supraglottic edema (Grade
CMUH104- 1605USAO |follow up
79. 2016/5/4 ) 4) [Laryngeal oedema] | 2.3 [ A
REC1-039 05123 1 ] ]
5-FLUOROUR Sepsis [Sepsis]
ACIL
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Hemorrhagic Pleuritis
[Pleurisy]
Systemic Candida
CAPECITABIN ] ]
Infection [Candida
E (3475
infection]
SOLUTION ]
Trombocytopenia
CMUH104- 1611NLDO [follow up FOR ]
80. 2016/11/7 [Thrombocytopenia] 13| A
REC1-118 03722 3 INJECTION ) ]
Neutropenia [Neutropenia]
STUDY) ) -
o carcinomatous mastitis
(capecitabine) )
[Inflammatory carcinoma
Tablet
of the breast]
Mucositis [Mucosal
inflammation]
MK-3475 hemodynamic failure
CMUH104- 1611FRAO [follow up|(pembrolizumab| [Circulatory collapse]
81. 2016/11/10 _ _ N - 1.3 A
REC1-118 07397 2 ) Solution for interstitial pneumonitis
injection [Interstitial lung disease]
Pleural effusion [Pleural
MK-3475 )
) effusion]
CMUH104- 1611USAQ |follow up|(pembrolizumab| )
82. 2016/10/24 _ Right internal jugular deep| 1.3 | A
REC1-118 02221 1 ) Solution for ] ]
S vein thrombosis [Jugular
injection
vein thrombosis]
MK-3475
CMUH104- 1612RUSO (pembrolizumab| unknown cause of death
83. 2016/12/4 initial ) 1 A
REC1-118 03523 ) Solution for [Death]
injection
profound malaise [Malaise]
followup[ MK-3475 ] )
) abdominal pain
CMUH104- 1610TURO 10 |(pembrolizumab ) )
84. 2016/9/30 _ [Abdominal pain] 13| A
REC1-118 02149 |(downgra| ) Solution for )
S cough worsening [Cough]
de) injection ) ]
fatigue [Fatigue]
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Hemorrhagic Pleuritis
[Pleurisy]
Systemic Candida
CAPECITABIN
Infection [Systemic
E (3475 )
candida]
SOLUTION ]
Trombocytopenia
CMUH104- 1611NLDO [follow up FOR ]
85. 2016/11/7 [Thrombocytopenia] 13 A
REC1-118 03722 4 INJECTION ) )
Neutropenia [Neutropenia]
STUDY) N
o Mucositis [Mucosal
(capecitabine) . .
inflammation]
Tablet ] -
carcinomatous mastitis
[Inflammatory carcinoma
of the breast]
MK-3475 ]
_ malignant neoplasm
CMUH104- 1612TURO| = (pembrolizumab ) .
86. 2016/9/30 initial _ progression [Malignant | 1.3 [ A
REC1-118 ) Solution for ]
S neoplasm progression]
injection
progression of lung cancer
MK-V212 Study
DMR100-IR 1112USAO |follow up [Lung neoplasm
87. 2011/10/28 PRINIVIL ) 1.3 A
B-091 1 malignant]
(LISINOPRIL) | _
angioedema [Angioedema]
1. SUSPECTED TOXIC
EPIDERMAL
NECROLYSIS
2. PNEUMONIA
KR-JNJFO
CMUH104- follow up 3. SUSPECTED TOXIC
88. 2016/7/30 | C-2016080 JNJ-56021927 1,3
REC1-116 9 EPIDERMAL
NECROLYSIS
2. PNEUMONIA
3. ACUTE RENAL
FAILURE
% 52 F o x 71 |
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Hemorrhagic Pleuritis
[Pleurisy]
Systemic Candida
CAPECITABIN ] )
Infection [Systemic
E (3475 )
candida]
SOLUTION ]
Trombocytopenia
CMUH104- 1611NLDO [follow up FOR ]
89. 2016/11/7 [Thrombocytopenia] |1.2.3| A
REC1-118 03722 5 INJECTION ) ]
Neutropenia [Neutropenia]
STUDY) N
o Mucositis [Mucosal
(capecitabine) . .
inflammation]
Tablet ] -
carcinomatous mastitis
[Inflammatory carcinoma
of the breast]
ERIBULIN
MESYLATE
(3475
SOLUTION
FOR febril neutropenia [Febrile
CMUH104- 1606RUSO [ )
90. 2016/6/10 initial INJECTION neutropenia] 23| A
REC1-118 07773 ) .
STUDY) neutropenia [Neutropenia]
(eribulin
mesylate)
Solution for
injection
MK-3475 hemodynamic failure
CMUH104- 1611FRAO [follow up|(pembrolizumab| [Circulatory collapse]
91. 2016/11/10 _ _ N - 1.3 A
REC1-118 07397 3 ) Solution for interstitial pneumonitis
injection [Interstitial lung disease]
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CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin) )
malignant neoplasm
CMUH103- 1606POL00|follow up| Intravenous ) )
92. 2016/6/9 progression [Malignant | 1.3 | A
REC1-123 6518 2 Injection
neoplasm progression]
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Lung infection (klebsiella
pneumoniae) [Klebsiella
MK-3475 infection]
CMUH103- 1509TURQO |follow up|(pembrolizumab [Pneumonitis [Pheumonitis]
93. 2015/8/31 _ ) 123 A
REC1-123 01265 12 ) Solution for Pulmonary embolism
injection [Pulmonary embolism]
thrombocytopenia
[Thrombocytopenia]
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PACLITAXEL
(3475
SOLUTION
FOR
INJECTION ) )
Anaphylactic reaction to
STUDY) ) )
] paclitaxel [Anaphylactic
(paclitaxel) ]
CMUH103- 1604BRAO (follow up reaction]
94. 2016/3/22 Intravenous _ ) 23 | A
REC1-123 09868 1 o Anaphylactic reaction to
infusion . .
paclitaxel [Anaphylactic
CARBOPLATI
reaction]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION Pulmonary fistula
STUDY) [Pulmonary fistula]
(paclitaxel) respiratory infection
CMUH103- 1611BRAO [follow up )
95. 2016/10/19 Intravenous [Respiratory tract 23| A
REC1-123 00279 4
infusion infection]
CARBOPLATI pulmonary sepsis
N (3475 [Pulmonary sepsis]
SOLUTION
FOR
INJECTION
STUDY)
osteomyelitis (bone
CETUXIMARB | infection) [Osteomyelitis]
CMUH104- 1611I1SR00 |follow up ) .
96. 2016/11/11 CARBOPLATI | Infection: other (epidural | 2.3 | A
REC1-039 7474 2
N abscess) [Extradural
abscess]
106 # 01 * 11 p % 55 R x 71T
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MK-3475
(pembrolizumab | Supraglottic edema (Grade
CMUH104- 1605USAO |follow up
97. 2016/5/4 ) 4) [Laryngeal oedema] | 2.3 [ A
REC1-039 05123 12 ) ]
5-FLUOROUR Sepsis [Sepsis]
ACIL
septic shock [Septic shock]
acute renal failure [Acute
kidney injury]
MK-3475
hypokalemia
CMUH104- 1602BRAO (follow up [ (pembrolizumab )
98. 2015/12/16 [Hypokalaemia] 1.23] A
REC1-039 06046 17 ) ) )
neutropenia [Neutropenia]
CISPLATIN
platelet count decreased
[Platelet count decreased]
diarrhea [Diarrhoea]
squamous cell carcinoma
MK-V212 Study
DMR100 1112USAO |follow up NSC progression
99. 2011/10/28 PRINIVIL 13| A
-IRB-091 0188 2 [Squamous cell carcinoma]
(LISINOPRIL) _ _
angioedema [Angioedema]
Allergic reaction to caelyx
DMR100 1606GRCO| = MK-V212 Study| [Drug hypersensitivity]
100 2016/5/4 initial 23| A
-IRB-091 14605 CAELYX Stroke [Cerebrovascular
accident]
JP-INJFOC
CMUH103- follow up| DARATUMUM
101 2016/7/20 [-201607206 1. RHABDOMYOLYSIS 7 A
REC1-075 3 AB
56(3)
JP-INJFOC
CMUH103- follow up| DARATUMUM
102 2016/7/20 [-201607206 1. RHABDOMYOLYSIS 7 A
REC1-075 4 AB
56(4)
JP-INJFOC
CMUH103- follow up| DARATUMUM
103 2016/7/20 [-201607206 1. RHABDOMYOLYSIS 7 A
REC1-075 5 AB
56(5)
CARBOPLATI
CMUH103- 1605CHLO |follow up ) )
104 2016/5/15 N Pneumoniae [Pneumonia] | 1.3 | A
REC1-123 09335 1
PACLITAXEL
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CARBOPLATI o o
CMUH103- 1612CHNO ketoacidosis [Ketoacidosis]
105 2016/12/12 initial N ) ) 131 A
REC1-123 07819 pneumonia [Pneumonia]
PACLITAXEL
PEMETREXED )
CMUH103- 1608BRAO [follow up Pancytopenia
106 2016/8/17 CARBOPLATI 1231 A
REC1-123 10431 2 N [Pancytopenia]
MK-3475 o
CMUH103- 1606JPNOO |follow up ) Sigmoid Volvulus
107 2016/5/28 (pembrolizumab 23| A
REC1-123 1801 4 | [Volvulus]
PEMETREXED ) ) ]
CMUH103- 1604BRAO [follow up febrile neutropenia [Febrile
108 2016/4/25 CARBOPLATI 23 | A
REC1-123 17379 1 N neutropenia]
MK-3475 )
CMUH103- 1606 TURQO |follow up ) pulmonary embolism
109 2016/6/23 (pembrolizumab ) 123 A
REC1-123 13046 6 ) [Pulmonary embolism]
Heart failure [Cardiac
PEMETREXED ]
CMUH103- 1608ARGO [follow up failure]
110 2016/8/24 CARBOPLATI 1231 A
REC1-123 13770 3 N Neutrophenia
[Neutropenia]
Neutropenic sepsis
PEMETREXED ] ]
CMUH103- 1511IMYSO| [Neutropenic sepsis]
111 2015/11/17 initial | CARBOPLATI 13| A
REC1-123 13424 N Viral gastroenteritis
[Gastroenteritis viral]
CARBOPLATI ] )
CMUH103- 1602MY SO |follow up hospital acquired
112 2016/2/22 N 13 A
REC1-123 11535 1 pneumonia [Pneumonia]
PACLITAXEL
MK-3475
CMUH103- 1608KORO [follow up ) sudden death [Sudden
113 2016/8/17 (pembrolizumab 1 A
REC1-123 11170 4 ) death]
PEMETREXED ) )
CMUH103- 1602TURO |follow up worsening anemia
114 2016/2/22 CARBOPLATI ) 23 | A
REC1-123 11573 1 N [Anaemia]
CARBOPLATI o o
CMUH103- 1612CHNO [follow up ketoacidosis [Ketoacidosis]
115 2016/12/12 N ) ) 1 A
REC1-123 07819 1 pneumonia [Pneumonia]
PACLITAXEL
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Septic shock [Septic
PEMETREXED shock]
CMUH103- 1610ARGO [follow up
116 2015/10/23 CARBOPLATI |Accute renal failure [Acute| 1.3 | A
REC1-123 14393 6
N kidney injury]
neutropenia [Neutropenia]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Suspected pulmonary
CMUH103- 1611CHNO [follow up| Intravenous )
117 2016/10/30 o embolism [Pulmonary | 1.3 [ A
REC1-123 00232 6 Injection ]
embolism]
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
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pneumonia [Pneumonia]
PEMETREXED Thrombocytopenia
(3475 [Thrombocytopenia]
SOLUTION Anemia [Anaemia]
FOR gastrointestinal bleeding
INJECTION [Gastrointestinal
STUDY) haemorrhage]
(pemetrexed) Thrombocytopenia
CMUH103- 1604TURO |follow up ]
118 2016/3/31 Intravenous [Thrombocytopenia] 1.23] A
REC1-123 02203 4 o ) ]
infusion Leukopenia [Leukopenia]
CARBOPLATI | febril neutropenia [Febrile
N (3475 neutropenia]
SOLUTION hyperuricemia
FOR [Hyperuricaemia]
INJECTION | Elevated AST [Aspartate
STUDY) aminotransferase
increased]
Atezolizumab(A
CMUH103- follow up BOWEL PERFORATION
119 2016/3/4 | 1722311 TEZOLIZUMA ] 131 A
REC1-126 1 (Bowel perforation)
B),1148353
RENAL FAILURE (Renal
failure)
HEPATOTOXICITY
(Hepatotoxicity)
PNEUMONIA
Atezolizumab(A (Pneumonia)
CMUH103- follow up
120 2015/7/29 | 1600274 TEZOLIZUMA| HYDRONEPHROSIS | 23 | A
REC1-126 1
B),1147222 ON THE RIGHT SIDE
(Hydronephrosis)
ELEVATED ALT (ALT
increased)
ELEVATED AST (AST
increased)
% 59 F o >x 71 F
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DEGRADATION OF
Docetaxel(DOC
CMUH103- follow up GENERAL STATUS
121 2016/7/25 | 1805928 ETAXEL),1148 _ 13 A
REC1-126 1 708 (General physical health
deterioration)
malignant neoplasm
CMUH105- 1609ISR00 (follow up MK-3475 progression [Malignant
122 2016/8/15 ) 1 A
REC1-102 1113 1 study neoplasm progression]
Ascites [Ascites]
7 (e
EN
follo
w up
R4
%
DMR101-IR 2016-PEC-J|follow up o )
123 2016/8/16 P1101 Myocardial infarction | & | A
B1-121 14047-001 2
Ao
;),’;‘5 A
=R
# %)
brentuximab
vedotin,
DMR101-IR 2016SGNO Septic Shock, Febrile
124 2016/7/18 initial vincristine, 2 A
B1-284 1140 ) neutropenia
Cyclophosphami
de, Doxorubicin
brentuximab
vedotin, ) )
DMR101-IR 2016SGNO Septic Shock, Febrile
125 2016/7/18 FU1 vincristine, 2 A
B1-284 1140 ) neutropenia
Cyclophosphami
de, Doxorubicin
106 # 01 » 11 p % 60 R x 71T
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brentuximab
vedotin, ) )
DMR101-IR 2016SGNO Septic Shock, Febrile
126 2016/7/18 FU2 vincristine, ) 2 A
B1-284 1140 . neutropenia
Cyclophosphami
de, Doxorubicin
brentuximab
vedotin,
DMR101-IR 2016SGNO o Confusional syndrome and
127 2016/6/30 FU2 vincristine, 1 A
B1-284 1043 agitation
Cyclophosphami
de, Doxorubicin
brentuximab
vedotin,
DMR101-IR 2016SGNO o Septic Shock, Febrile
128 2016/7/18 FU3 vincristine, 2 A
B1-284 1140 neutropenia
Cyclophosphami
de, Doxorubicin
brentuximab
vedotin,
DMR101-IR 2016SGNO o Pneumonia, Febrile
129 2016/9/28 FU2 vincristine, 1 A
B1-284 1525 ) neutropenia
Cyclophosphami
de, Doxorubicin
CMUH102- CIOMS201 |follow up| C.Diff Toxoid )
130 2015/2/11 ) Septic shock death| A
REC1-061 5SA021100 8 Vaccine
) ) Rhabdomyolysis related
CMUH102- CIOMS201 |follow up| C.Diff Toxoid ) )
131 2015/2/6 ) acute renal failure of right [death| A
REC1-061 5SA017128 10 Vaccine
malleolous area
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pneumonia [Pneumonia]
PEMETREXED Thrombocytopenia
(3475 [Thrombocytopenia]
SOLUTION Anemia [Anaemia]
FOR gastrointestinal bleeding
INJECTION [Gastrointestinal
STUDY) haemorrhage]
(pemetrexed) Thrombocytopenia
CMUH103- 1604TURO |follow up ]
132 2016/3/31 Intravenous [Thrombocytopenia] 1.23] A
REC1-123 02203 3 o ) ]
infusion Leukopenia [Leukopenia]
CARBOPLATI | febril neutropenia [Febrile
N (3475 neutropenia]
SOLUTION hyperuricemia
FOR [Hyperuricaemia]
INJECTION | Elevated AST [Aspartate
STUDY) aminotransferase
increased]
PEMETREXED
(3475
SOLUTION
FOR
INJECTION | )
ulmonary sepsis
STUDY) P Y p.
[Pulmonary sepsis]
(pemetrexed) ] ) )
CMUH103- 1608BRAO [follow up febrile neutropenia [Febrile
133 2016/8/19 Intravenous ) 123 A
REC1-123 11687 3 o neutropenia]
infusion ) .
neutropenic colitis
CARBOPLATI ] N
[Neutropenic colitis]
N (3475
SOLUTION
FOR
INJECTION
STUDY)

106 # 01 * 11 p



PRFETEARFRALARAI LS - FRATE
FTRAERS-Z2 4 EREE(U #R)
; 2 %
:,i LR e i%sif ﬂz;&ﬁ TR age  (Bx|=e
pneumonitis [Pneumonitis]
follow up MK-3475 Respiratory insufficiency
134 CMUH103- 2016/10/1 1610BRA0O 5 (pembrolizumab [Respiratory failure] 123| A
REC1-123 01391 |(downgra| ) Solution for Respiratory infection
de) injection [Respiratory tract
infection]
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed) . ]
135 CMUH103- 2016/3/18 1603PHLO1 initial IntravenoLs Acute Respiratory Distress 3l A
REC1-123 0410 [Respiratory distress]
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up|(pembrolizumab| Interstitial pneumonia
136 2016/7/30 23| A
REC1-123 1781 7 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
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137

CMUH103-
REC1-123

2016/10/23

1610ARGO
14393

follow up
5
(downgra
de)

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)

shock]

kidney injury]

Septic shock [Septic

Accute renal failure [Acute

neutropenia [Neutropenia]

1.3

138

CMUH103-
REC1-123

2016/7/11

1607BRA0O
06528

follow up
1

PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

accident]

Stroke [Cerebrovascular

234

139

CMUH103-
REC1-123

2016/6/23

1606 TURO
13046

FU 07

MK-3475
(pembrolizumab
) Solution for

injection

pulmonary embolism

[Pulmonary embolism]

123
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MK-3475
(pembrolizumab | neutropenia [Neutropenia]
CMUH104- 1605AUTO [follow up )
140 2016/5/13 ) Tumor bleeding [Tumour | 1.3 [ A
REC1-039 06374 2
CARBOPLATI haemorrhage]
N
MK-3475
CMUH104- 1611ITAOO [follow up ) Internal Bleeding [Internal
141 2016/11/9 (pembrolizumab 2 A
REC1-039 6264 1 ) haemorrhage]
Septic shock [Septic
MK-3475 shock]
(pembrolizumab Hematochezia
CMUH104- 1610TURGO |follow up .
142 2016/10/3 ) [Haematochezia] 1.23] A
REC1-039 02312 6 o
5-FLUOROUR Increase of creatinine
ACIL [Blood creatinine
increased]
CETUXIMAB | Hypoxemia secondary to
CMUH104- 1606PHLO0|follow up o _
143 2016/6/14 5-FLUOROUR | aspiration [Hypoxia] 1 A
REC1-039 7920 1 o o
ACIL aspiration [Aspiration]
neutropenic fever [Febrile
MK-3475 ]
) neutropenia]
CMUH104- 1605USAO |follow up|(pembrolizumab ) S
144 2016/5/12 sepsis [Sepsis]ction 123 A
REC1-039 09033 1 )
Lung infection [Lung
CISPLATIN
infection]
disseminate intravascular
coagulation [Disseminated
intravascular coagulation]
MK-3475 Hypercalcemia
CMUH104- 1508CHLO |follow up ) )
145 2015/8/1 (pembrolizumab [Hypercalcaemia] 13 A
REC1-039 01570 14
) skin rash of the trunk and
extremities [Rash
generalised]
Pneumonia [Pneumonia]
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MK-3475
(pembrolizumab
CMUH104- 1609AUSO |follow up ) ]
146 2016/8/28 ) septic shock [Septic shock]| 1 A
REC1-039 00042 3
5-FLUOROUR
ACIL
CETUXIMAB
infusion related reaction -
CMUH104- 1611USA0 MK-3475
147 2016/11/8 initial _ Erbitux 23 | A
REC1-039 05418 (pembrolizumab ] ]
) [Infusion related reaction]
Gl toxicity
CETUXIMAB o N
CMUH104- 1609USAO |follow up [Gastrointestinal toxicity]
148 2016/9/27 CARBOPLATI | _ 23| A
REC1-039 14746 2 N Fibrile neutropenia [Febrile
neutropenia]
Pleural effusion [Pleural
MK-3475 )
) effusion]
CMUH104- 1611USAQ |follow up|(pembrolizumab| )
149 2016/10/24 Right internal jugular deep| 1.3 | A
REC1-118 02221 2 ) Solution for
S vein thrombosis [Jugular
injection
vein thrombosis]
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Edition 4, Release date : 26-Oct-2016
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*5x A ¢ Trastuzumab (Herceptin), Seventeenth version
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[ & 354 A 4748 4 ]
*ix & © Research Report No. 1066082
*p 3 :2016 & 06 *
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MK3475 (Pembrolizumab)

*FT rMEFLHF 1052032 04p 3 105& 09" 03 p

13.

CMUH102-REC1-033

(GEIEIEERED
*ROF B #  L AL Baricitinib
¥ rMFELHPF:102 4 12 5p~103 & 06" 04 p
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CMUH103-REC1-075

wH

‘1_

I

ESEEED |
Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs) JNJ-54767414 (daratumumab)
*R % & AL ¢ daratumumab

T 2P LYRF 10540 12p 3
EYEE LD
Development Safety Update Report No. 6 Executive Summary
JNJ-54767414 (daratumumab)
*R % # 4 AL ¢ daratumumab

T rMHFLHEF 1042107 12p 3
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*p #p : 20 December 2016
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*F rMEFLHF 105# 030 29p 1 105& 09 * 28 p

[zdp= 2142 ]
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*5x & @ Addendum 1 to Investigator's Brochure Edition 1
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*p i 12014 & 12 % 19 p

(2% 2144 ]

*R5% ¥ 4L Abatacept (BMS-188667)

*E rMHAFAWRF 12014 - 62 23 p 3 2014 & 12 % 22 p
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*E5% ¥4 L4 CNTO 136 (sirukumab)
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(2% 2144 ]
*E5% ¥4 LA CNTO 136 (sirukumab)
*E pMAFLHEF 102 100 24p i 1034#£ 047 23 p
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*i= A& @ Approval date: 12-Dec-2016 GMT

*p i 12016 & 12 % 12 p
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*n % @ Abemaciclib_LY?2835219 IND_Aggregate Safety
Report_Approval date_29-Aug-2016

28.

CMUH105-REC1-094

[##]
P 2; .
1. B %42 4 : Version 4.7, 26 Oct 2016

2. DMC Recommendation form_060ct2016

29.
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[{ATi4F 2 20 ]
*5x & ¢ Addendum 1 to Investigator's Brochure Edition 1
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32.
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*mn % : Field Action Correspondence Date:28 Nov 2016

33.
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*R2 F i L 4L ¢ Belimumab
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35. | CMUH104-REC1-068 | tr2~ | *3=% %4 4L : Risankizumab (Bl 655066)
*F rMEFLHF 10507 01p 3 105# 09 " 30 p
(e % 22474 ]
36. | CMUHI104-REC1-091 | Fuires | *3#% %4 4 Bexagliflozin

*F rMFLHPF 105050 31p 3 105 110 29 p
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