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10. | REC1-065( | &% | fiie¥ B > & * Ramucirumab &
AR-2) FF * Docetaxel #p #23t % &
& * Docetaxel e0- 38 % 3
g -/

A ¥R e

#7# Antroquinonol %%

CMUH105- pALER vE AR R 2 B 5 R R

11. | REC1-071( | &% | %fais & v R e PR
AR-4) FEr AR R iRk R

Y
CMUH105- R, - AR A R E R
12. | REC1-094( | 2 % LiFE R n A N A

AR-4) ooy UE L Ee ey 1
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CMUH105- SR | B ST £ b = vl 2 s 4 3
REC1-098( | & & . ﬁ’? vy |2 ECEIFREES B
AR-1) ki R BRI
SR 4 N CRI R
X EREROR Y
W T
TRASTUZUMAB
EMTANSINE & #
CMUH105- wg g | g s ATEZOLIZUMAB &
REC1-109( | B2 % | . 1 f‘f‘: ATEZOLIZUMAB— % &
AR-6) LEFR | TR U EERE A ET Y
TRASTUZUMAB fr¥ 45
AR R LR B
HER2 15 % B 2R a0 8 & i
A Ry B S p e
Ey e
@ DE-117 P&k
0.002% #p #2** Latanoprost
2 3, 0f Hlan L
CMURLSS- W%%Wifﬁﬁﬁﬁﬂ;i£;g§%§§55j
RECL-LL7( | .2 % CERESS A T Y Y sl ﬂF; -5
AR-4) B p s B B A
HE~THEres SRES
7w - PEONY #5%
o A A - YA
CMUHZ106- Y N fe~BER 7 o éﬁﬁk 5
RECL-07( | #1% | %4iiis | WP " = DRI
AR-2) % ir (hac donepezil 5 A& Bt 5 *+ 1R %%
;ﬁ;‘z&ﬁ,&—givgjéia & P
t
CMUH106- | B % | M%FE | RF 6 |- W 24% gy~ Fp o
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* & S o EE R i
REC1-135( it | ERE | EMEES S o Pl
AR-2) SR '}é?ﬁ F - 28k WL

Fr o e R R
2l d ;‘éi—*ﬁ ¢ =iz CC-90001
Bk £ ey - B
24
- J5 B Bk R FROLEpER
FEINBER e s R Y
CMUH107- £ % R N AR PR R 1
REC1-026( | &1 % | ###mH I& P e ATEZ,OLIZ,}J'}AA,B (*T“
AR-2) NS B | PO TS AR
g HLEp ~ 57 o~ g
A s B X A SRR
24
¢ * S-1, Leucovorin,
Oxaliplatin 2 Gemcitabine
(SLOG) & Irinotecan,
CMUH107- R R s Oxaliplatin ¥ 5-FU {r
REC1-029( | # 1% | #4508 > )f:m Leucovorin
AR-2) LiaFEr |0 T | (MFOLFIRINOX): i f& i
ik FREE N AL
R R WA DESE |
Tk
SRR AR & N CRY 3
CMUH107- 59 “}‘:EE B %‘jé}‘é?déﬁﬁﬁ N A
RECL-050( | @n% | TAFE | MBS | L F2WEk e
AR-1) 7 1};;4 ¥ iT2+4 | Tezepelumab * *t B 5
FF e VIR NE S SR
i e e
—JE R WA e §
s BER O HR a2 IR
CMUH107- R R W b Z 3% Durvalumab & *
REC1-061( | B % | ##EL X g Olaparib %5 % — #UR
AR-1) ERES ' ERREY 3 % B dl el

w HpAREE AL D AR
R AR IR 2 B F e R
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BEL| A¢ %5 | ZFHArFass “%;ﬁ PR WiEp
%
=2 A kRl R A g (ALS
CMUHR104- AEHRF] e [P F AT A G~
22. | REC1-042 F s S =3 - 1 %F " 1 (induced neurons > iNs) | 107/06/06
¥ic o R LokiE FATERE R 0
e 2. & iR
- I’Ef“iff.*}‘gié\ﬁa‘%?l ~ER
IR et et b £ S A
s E Rk e kY
CMUH105- BRAAR 3 ERES AR RN
" 13
23. | REC1-149 Fcx FRRAS " f’i 2 X 0 ¥ % Methotrexate 107/06/23
fic F ' BCE JH King
¢ » =iz Filgotinib &
Methotrexate & * 52 i¥en
RercE T p
AT ITARLE B P g e
CMUH106- 2, il 21 ‘f_‘% s 2Rt i’ s rf—,if}jﬁ_‘ﬁ:igz 5
24, | REC1-020 | ez |1 i ~ |1 SRR | 107/06/23
¥ Wi e F £ 5 #p FERIACIE B AT AR D
i
E
- 38 447 ¢+ Cisplatin 2.
R A N B
CMUH106- s iR MR AL W b Pembrolizumab (MK-3475)
25. | REC1-131 ex [ELgan|™ ﬁ; * Epacadostat (INCB024360) 107/06/14
e FEr TR R A
fo v~ B p WA P &
(KEYNOTE-672/ECHO-307)
/A LI AR
LRELEY - R HES
B4 R o0 ® ¢
CMUH106- © Eﬁffé’q’fi - Pembroli;umabd(l\{[lli-3475)f
ey e | R ETEH pacadosta &
26. - Tx 4 Ra . 107/06/14
REC; 198 | seR % T"S;Ejﬁl g Pembrolizumab (MK-3475)
Ty

o RR SR AR A
EREN QN EEE NS TR
WAep s B kP&

(KEYNOTE-698/ECHO-303)

# >
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TR 8p
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2230401 2018/5/18 | 2018/6/1 |initial |[2018/6/21| -3¢ #p u A
i
(FEpgifrgin]
-~ % Fé—‘*f 20230401 &2 %5 AP A T wmre = » % study drug treatment with

SP- 02L since 07-May-2018 to 11-May-2018. # 18 May-2018, Fever around 38.2

degree, and lab data showed highly WBC count. = £t i » i 4F L 2|47 8 5 &

e XEH ARSI Y - (o o iz & 00:50 01-Jun-2018, X 3EY o et

Her family requested AAD to home, and she expired on the same day.
(ApTpeLfrgin]

-~ XFH 202304010 % F & 4 Fdu 7 éﬁ%ﬁ*% 2018 # 4 7 17 p &% 7 ICF- *+ 2018
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-~ 2 aE2EERR Y 2 F %M % WHO-UMC causality categories -- Unlikely #_&
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relationship improbable (but not impossible) * Disease or other drugs provide plausible
explanation.
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#1)
ENZALUTAMI
CMUH102- 201813857
1. 2018/4/1 Initial | DE;PLACEBO [ Death [Unknown cause of | 1 A
REC1-068 9
(ENZALUTAM death]
IDE) Capsule
#1)
ENZALUTAMI
CMUH102- 201813857 | Follow
2. 2018/4/1 DE;PLACEBO | Death [Unknown cause of | 1 A
REC1-068 9 Up1l
(ENZALUTAM death]
IDE) Capsule
#1)
ENZALUTAMI
CMUH102- 201813857 | Follow
3. 2018/4/1 DE;PLACEBO | Death [Unknown cause of | 1 A
REC1-068 9 Up?2
(ENZALUTAM death]
IDE) Capsule
#1)
ENZALUTAMI
CMUH102- 201813857 | Follow
4. 2018/4/1 DE;PLACEBO | Death [Unknown cause of | 1 A
REC1-068 9 Up3
(ENZALUTAM death]
IDE) Capsule
Immune-related
CMUH105- 1710FRAO | Follow | #1) MK-3475 thrombocytopenia
5. 2017/10/24 23 | A
REC1-102 13484 up 15 Study [Immune
thrombocytopenic purpura]
immune-mediated hepatitis
[Immune-mediated
hepatitis]
increased bilirubin total
CMUH105- 1710MEXO0| Follow | #1) MK-3475 o
6. 2017/10/16 [Blood bilirubin increased]| 1.3 | A
REC1-102 09272 up 8 Study

High digestive tract
bleeding [Upper
gastrointestinal

haemorrhage]
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Immune-related
CMUH105- 1710FRAO | Follow | #1) MK-3475 thrombocytopenia
7. 2017/10/24 23 [ A
REC1-102 13484 up 16 Study [Immune
thrombocytopenic purpura]
BR-IJNJFO
CMUH102- follow up
8. 2015/6/18 | C-2015061 IBRUTINIB 1.ATRIAL FLUTTER 23 | A
REC1-067 6
6380(6)
1.PROGRESSION OF
CZ-INJFO PULMONARY
CMUH102- follow up
9. 2015/3/4 | C-2015010 IBRUTINIB ALVEOLITIS 12,3] A
REC1-067 6
4606(6) 2.PULMONARY
ALVEOLITIS
1.DIFFUSE ALVEOLAR
DAMAGE
2.PULMONARY
GB-JNJFO INTERSTITIAL
CMUH102- follow up
10. 2015/11/1 | C-2015102 IBRUTINIB FIBROSIS 1231 A
REC1-067 12
2917(12) 3.CORONARY
ATHEROMA
4 PULMONARY
EMBOLISM
#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE MYOCARDIAL
CMUH105- DSJ-2018-1 - (AC-220 Study) DISORDER
11. 2018/2/10 Initial ) 23 [ A
REC1-069 06127 (CYTARABINE [Cardiomyopathy]
) Infusion SEPSIS [Sepsis]
#3)
IDARUBICIN
(IDARUBICIN)
Intravenous
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#1) AC-220 or ) ) )
Ventricular disfunction
Placebo (Code . .
secondary to miocardic
not broken) o .
toxicity [Ventricular
CMUH105- DSU-2017-| Follow #2) )
12. 2017/7/5 dysfunction] 2 A
REC1-069 123979 up4 |CYTARABINE ) ) )
Ventricular disfunction
(AC-220 Study) ) )
secondary to miocardic
(CYTARABINE o S
toxicity [Cardiotoxicity]
) Infusion
#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE MYOCARDIAL
CMUH105- DSJ-2018-1| Follow | (AC-220 Study) DISORDER
13. 2018/2/10 ) 23 [ A
REC1-069 06127 up3 |(CYTARABINE [Cardiomyopathy]
) Infusion SEPSIS [Sepsis]
#3)
IDARUBICIN
(IDARUBICIN)
Intravenous
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14.

CMUH105-
REC1-069

2017/9/12

DSU-2018-
107624

Follow

up 2

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown

Cerebral edema [Brain

oedema]

INTRACEREBRAL

HEMORRHAGE

[Cerebral haemorrhage]

1,2

15.

CMUH105-
REC1-069

2017/7/19

DSU-2018-
107703

Follow

up 2

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown

THROMBOEMBOLISM

OF PULMONARY

ARTERY BRANCHES

[Pulmonary embolism]

1,2
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16.

CMUH105-
REC1-069

2017/9/12

DSU-2018-
107624

Follow

up 3

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220
Study)(DAUNO
RUBICIN
HYDROCHLO
RIDE)

Cerebral edema [Brain

oedema]

INTRACEREBRAL

HEMORRHAGE

[Cerebral haemorrhage]

1,2

17.

CMUH105-
REC1-069

2017/7/19

DSU-2018-
107703

Follow

up 3

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown

THROMBOEMBOLISM

OF PULMONARY

ARTERY BRANCHES

[Pulmonary embolism]

1,2
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g |6 2y | ul N
#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
THROMBOEMBOLISM
(CYTARABINE
CMUH105- DSU-2018- Follow OF PULMONARY
18. 2017/7/19 ) Infusion 12| A
REC1-069 107703 up 4 4) ARTERY BRANCHES
o [Pulmonary embolism]
Daunorubicin
(AC-220
Study)(DAUNO
RUBICIN
HYDROCHLO
RIDE)Unknown
LSKBP-17-
CMUH105- follow up o
19. 2017/6/29 | KOR-0003 Apatinib Subdural hemorrhage 1 A
REC1-156 3
4
CMUH105- LSKBP-18-|follow up o o
20. 2018/3/6 Apatinib Intestinal infarct 1,3 A
REC1-156 ITA-00042 1
#1) MK-3475 Hypotension
(pembrolizumab [Hypotension]
) Pancytopenia
#2) [Pancytopenia]
CMUH104- 1610MY SO |Followup ) ]
21. 2016/10/5 CARBOPLATI anemia [Anaemia] 23| A
REC1-039 03085 22 ) ) )
N febrile neutropenia [Febrile
#3) neutropenia]
5-FLUOROUR aspiration pneumonia
ACIL [Pneumonia aspiration]
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E L | AP Vit Ex *ORE X3
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#1)
CETUXIMAB
#2) .
CMUH104- 1606PHLO00|Followup Hypoxemia secondary to
22. 2016/6/14 5-FLUOROUR o ) 1 A
REC1-039 7920 6 aspiration [Hypoxia]
ACIL
#3)
CISPLATIN
#1) MK-3475
(pembrolizumab
)
#2) Laryngeal edema (Grade 4)
CMUH104- 1605USA0 |Followup
23. 2016/5/4 5-FLUOROUR [Laryngeal oedema] 23| A
REC1-039 05123 20 ] )
ACIL Sepsis [Sepsis]
#3)
CARBOPLATI
N
#1) MK-3475
(pembrolizumab
)
#2) Laryngeal edema (Grade 4)
CMUH104- 1605USA0 |Followup
24, 2016/5/4 5-FLUOROUR [Laryngeal oedemal] 23| A
REC1-039 05123 21
ACIL Sepsis [Sepsis]
#3)
CARBOPLATI
N
#1) MK-3475 Hypotension
(pembrolizumab [Hypotension]
) Pancytopenia
#2) [Pancytopenia]
CMUH104- 1610MY SO |Followup
25. 2016/10/5 CARBOPLATI anemia [Anaemia] 23| A
REC1-039 03085 23 ) ) )
N febrile neutropenia [Febrile
#3) neutropenia]
5-FLUOROUR | aspiration pneumonia
ACIL [Pneumonia aspiration]
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26.

CMUH104-
REC1-039

2017/4/5

1704CHLO
03273

Followup
12

#1) MK-3475
(pembrolizumab
)

#2)
CARBOPLATI
N
#3)
5-FLUOROUR
ACIL

pneumonia [Pneumonia]

2.3

27.

CMUH105-
REC1-149

2017/11/19

2017-03060
77

Initial

#1)
Filgotinib/Place
bo and/or
Adalimumab/Pla
cebo (Code not
broken)

#2)
METHOTREXA|
TE
(METHOTREX
ATE)

FEVER [Fever]

1,3

28.

CMUH105-
REC1-149

2017/11/19

2017-03060
77

FUl

#1)
Filgotinib/Place
bo and/or
Adalimumab/Pla
cebo (Code not
broken)

#2)
METHOTREXA|
TE
(METHOTREX

ATE)

SEPTIC SHOCK [Septic

shock]

1,3

107 &= 06 * 27 p
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PRFFCTEARFRALRRLR G- F2LR4
FR-ERR-ZBAEHRES
) 4 e
; R LA SR iﬁ;&f . ;L‘P P §:: Jal 7 AE @ EE|ER
PNEUMONIA
[Pneumonia]
PULMONARY EDEMA
[Pulmonary edema]
HYPOTENSION
#1) [Hypotension]
Filgotinib/Place ACUTE KINDEY
bo and/or INJURY [Acute kidney
Adalimumab/Pla injury]
CMUHL05. 201703091 cebo (Code not | SEVERE METABOLIC 12,
29. 2017/12/6 Initial broken) ACIDOSIS [Metabolic A
REC1-149 57 3
#2) acidosis]
METHOTREXA| SEPTIC SHOCK [Septic
TE shock]
(METHOTREX| ACUTE RESPIRATORY
ATE) FAILURE [Acute
respiratory failure]
ACUTE PANCREATITIS
[Acute pancreatitis]
PNEUMONIA
[Pneumonia]
¥ 29 F - 57 F




PRFFATEMRFRETERLR AN - FEARE
FR-ERR-ZBAEHRES
) 4 kg
; WYTAPTRE" "‘j;f ﬂz;“? RS paze  |malEe
SEPTIC SHOCK [Septic
shock]
INVASIVE
PULMONARY
#1) ASPERGILLOSIS
Filgotinib/Place [Invasive
bo and/or bronchopulmonary
Adalimumab/Pla aspergillosis]
cebo (Code not | ACUTE RESPIRATORY
30. CMURHOS- 2017/11/19 2017703060 FU2 broken) FAILURE [Acute 1,3 A
REC1-149 77
#2) respiratory failure]
METHOTREXA| ACUTE
TE IMMUNOCOMPROMISE
(METHOTREX D STATE
ATE) [Immunocompromised]

METABOLIC ACIDOSIS
WITH INCREASED
ANION GAP [High anion

gap metabolic acidosis]
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PRFFCTEARFRALRRLR G- F2LR4
FR-ERR-ZBAEHRES
) 4 e
; R LA SR iﬁ;&f . ;L‘P P §:: Jal 7 AE @ EE|ER
PNEUMONIA
[Pneumonia]
PULMONARY EDEMA
[Pulmonary edema]
HYPOTENSION
#1) [Hypotension]
Filgotinib/Place ACUTE KINDEY
bo and/or INJURY [Acute kidney
Adalimumab/Pla injury]
CMUHL05. 201703091 cebo (Code not | SEVERE METABOLIC 12,
31. 2017/12/6 FU1 broken) ACIDOSIS [Metabolic A
REC1-149 57 3
#2) acidosis]
METHOTREXA| SEPTIC SHOCK [Septic
TE shock]
(METHOTREX| ACUTE RESPIRATORY
ATE) FAILURE [Acute
respiratory failure]
ACUTE PANCREATITIS
[Acute pancreatitis]
PNEUMONIA
[Pneumonia]
¥ 31 F % 57 F




PRFFFTURFASLRRLR 4P FRARE
FR-ERR-ZBAEHRES
) 4 %
; WYTAPTRE" "‘j;f ﬂz;“? RS paze  |malEe
SEPTIC SHOCK [Septic
shock]
INVASIVE
PULMONARY
#1) ASPERGILLOSIS
Filgotinib/Place [Invasive
bo and/or bronchopulmonary
Adalimumab/Pla aspergillosis]
cebo (Code not | ACUTE RESPIRATORY
32, | IO otz [P e broken) FAILURE [Acute | 1,3 | A
REC1-149 77
#2) respiratory failure]
METHOTREXA| ACUTE
TE IMMUNOCOMPROMISE
(METHOTREX D STATE
ATE) [Immunocompromised]

METABOLIC ACIDOSIS
WITH INCREASED
ANION GAP [High anion

gap metabolic acidosis]
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PNEUMONIA
[Pneumonia]
PULMONARY EDEMA
[Pulmonary edema]
HYPOTENSION
#1) [Hypotension]
Filgotinib/Place ACUTE KINDEY
bo and/or INJURY [Acute kidney
Adalimumab/Pla injury]
CMUHL05. 201703091 cebo (Code not | SEVERE METABOLIC 12,
33. 2017/12/6 FU2 broken) ACIDOSIS [Metabolic A
REC1-149 57 3
#2) acidosis]
METHOTREXA| SEPTIC SHOCK [Septic
TE shock]
(METHOTREX| ACUTE RESPIRATORY
ATE) FAILURE [Acute
respiratory failure]
ACUTE PANCREATITIS
[Acute pancreatitis]
PNEUMONIA
[Pneumonia]
¥ 33 F o 57 F
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PNEUMONIA
[Pneumonia]
PULMONARY EDEMA
[Pulmonary edema]
HYPOTENSION
#1) [Hypotension]
Filgotinib/Place ACUTE KINDEY
bo and/or INJURY [Acute kidney
Adalimumab/Pla injury]
CMUHL05. 201703091 cebo (Code not | SEVERE METABOLIC 12,
34. 2017/12/6 FU3 broken) ACIDOSIS [Metabolic A
REC1-149 57 3
#2) acidosis]
METHOTREXA| SEPTIC SHOCK [Septic
TE shock]
(METHOTREX| ACUTE RESPIRATORY
ATE) FAILURE [Acute
respiratory failure]
ACUTE PANCREATITIS
[Acute pancreatitis]
PNEUMONIA
[Pneumonia]
#1)
Filgotinib/Place
bo and/or
Adalimumab/Pla
Other Serious Criteria:
CMUH105- 2018-03254 cebo (Corle not Medically Significant
35. 2018/3/8 Initial broken) 2,3
REC1-149 62 i) SEPTIC SHOCK [Septic
METHOTREXA| shock]
TE
(METHOTREX
ATE)
% 34 F % 57T F
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#1)
Filgotinib/Place
bo and/or
Adalimumab/Pla| SEPTIC SHOCK [Septic
CMUH105- 2018-03254 ceha (Code not shock]
36. RECL.149 2018/3/8 52 FU1 broken) MULTISEGMENTAL | 1,3 | A
#2) PNEUMONIA
METHOTREXA [Pneumonia]
TE
(METHOTREX
ATE)
PNEUMONIA
[Pneumonia]
PULMONARY EDEMA
[Pulmonary edema]
HYPOTENSION
#1) [Hypotension]
Filgotinib/Place ACUTE KINDEY
bo and/or INJURY [Acute kidney
Adalimumab/Pla injury]
CMUHL05. 201703091 cebo (Code not | SEVERE METABOLIC 12,
37. 2017/12/6 FU4 broken) ACIDOSIS [Metabolic A
REC1-149 57 3
#2) acidosis]
METHOTREXA| SEPTIC SHOCK [Septic
TE shock]
(METHOTREX| ACUTE RESPIRATORY
ATE) FAILURE [Acute
respiratory failure]
ACUTE PANCREATITIS
[Acute pancreatitis]
PNEUMONIA
[Pneumonia]
% 35 F > % 57 F
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#1)
Filgotinib/Place
bo and/or
Adalimumab/Pla| SEPTIC SHOCK [Septic
cebo (Code not shock]
CMUH105- 2018-03254
38. 2018/3/8 FU2 broken) MULTISEGMENTAL | 1,3 | A
REC1-149 62
#2) PNEUMONIA
METHOTREXA [Pneumonia]
TE
(METHOTREX
ATE)
#1)
Filgotinib/Place
bo and/or
Adalimumab/Pla| SEPTIC SHOCK [Septic
cebo (Code not shock]
CMUH105- 2018-03254
39. 2018/3/8 FU3 broken) MULTISEGMENTAL | 1,3 | A
REC1-149 62
#2) PNEUMONIA
METHOTREXA| [Pneumonia]
TE
(METHOTREX
ATE)
#1) MK-3475 Superior Vena Cava
CMUH103- 1701BRA0 ) )
40. 2017/1/2 F10 [(pembrolizumab| Syndrome [Superior vena | 1 A
REC1-123 05124
) cava syndrome]
#1) . .
Neutropenic sepsis
PEMETREXED ] ]
CMUH103- 1511MYS0 [Neutropenic sepsis]
41. 2015/11/17 F1 #2) ] N 13 A
REC1-123 13424 Viral gastroenteritis
CARBOPLATI o
N [Gastroenteritis viral]
#1) MK-3475 Superior Vena Cava
CMUH103- 1701BRA0O ) ]
42. 2017/1/2 F11 |(pembrolizumab| Syndrome [Superior vena | 1 A
REC1-123 05124
) cava syndrome]
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Suspected myocardial
infarction [Myocardial
infarction]
#1) MK-3475 o
CMUH103- 1711CHNO ) Coagulation disorders
43, 2017/10/30 F20 [(pembrolizumab 13| A
REC1-123 04846 ) [Coagulopathy]
upper respiratory infection
[Upper respiratory tract
infection]
#1) : .
Heart failure [Cardiac
PEMETREXED ]
CMUH103- 1608ARGO failure]
44, 2016/8/24 F6 #2) 1231 A
REC1-123 13770 Neutrophenia
CARBOPLATI ]
[Neutropenia]
N
#1)
PACLITAXEL ] ]
CMUH103- 1707CHNO Septic shock [Septic
45, 2017/7/8 F17 #2) 1231 A
REC1-123 01403 shock]
CARBOPLATI
N
prosthetic cardiac valve
#1) MK-3475
CMUH103- 1802TURO ) trombus [Prosthetic cardiac
46. 2018/2/11 F6 |(pembrolizumab ] 23 | A
REC1-123 12463 | valve thrombosis]
pneumonia [Pneumonia]
Suspected myocardial
infarction [Myocardial
infarction]
#1) MK-3475 o
CMUH103- 1711CHNO ) Coagulation disorders
47, 2017/10/30 F21 [(pembrolizumab 13| A
REC1-123 04846 ) [Coagulopathy]
upper respiratory infection
[Upper respiratory tract
infection]
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Pneumonitis [Pneumonitis]
Lung infection (klebsiella
pneumoniae) [Pneumonia
#1) MK-3475 ]
CMUH103- 1509TURO ) klebsiella]
48. 2015/8/31 F32 [(pembrolizumab ) 1.23] A
REC1-123 01265 ) thrombocytopenia
[Thrombocytopenia]
Pulmonary embolism
[Pulmonary embolism]
#1)
PEMETREXED |pulmonary infection [Lung
CMUH103- 1712CHNO
49, 2017/12/1 F12 #2) infection] 23 [ A
REC1-123 11215
CARBOPLATI cough [Cough]
N
#1)
CARBOPLATI
CMUH103- 1707CHNO unknown cause of death
50. 2017/2/15 F5 N 1 A
REC1-123 00355 [Death]
#2)
PACLITAXEL
Lung infection (klebsiella
pneumoniae) [Pneumonia
klebsiella]
#1) MK-3475 )
CMUH103- 1509TURO ) thrombocytopenia
51. 2015/8/31 F 33 |(pembrolizumab ) 123 A
REC1-123 01265 | [Thrombocytopenia]
Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
DU-176b o _
Thoracic pain [Chest pain]
CMUH105- DSE-2017- | Follow-u| (EDOXABAN )
52. 2017/09/07 Stent thrombosis [Vascular | 1
REC1-142 143546 p2 TOSILATE) A
stent thrombosis]
Tablet
DU-176b o _
Thoracic pain [Chest pain]
CMUH105- DSE-2017- | Follow-u| (EDOXABAN )
53. 2017/09/07 Stent thrombosis [Vascular | 1
REC1-142 143546 p1l TOSILATE) A
stent thrombosis]
Tablet
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DU-176b
CMUH105- DSE-2017- » (EDOXABAN
54, 2017/09/07 Initial Death [Death] 1
REC1-142 143546 TOSILATE) A
Tablet
Sudden death — probably
CMUH105- DSE-2017- | Follow-u cardiogenic cause
55. 2017/10/22 Phenprocoumon ) 1
REC1-142 150920 p3 (probable stent thrombosis) A
[Sudden death]
Sudden death — probably
CMUH105- DSE-2017- | Follow-u cardiogenic cause
56. 2017/10/22 Phenprocoumon 1
REC1-142 150920 p2 (probable stent thrombosis) A
[Sudden death]
Sudden death —probably
CMUH105- DSE-2017- | Follow-u cardiogenic cause
o7. 2017/10/22 Phenprocoumon |1
REC1-142 150920 pl (probable stent thrombosis) A
[Sudden death]
CMUH105- DSE-2017- - Sudden death [Sudden
58. 2017/10/22 Initial | Phenprocoumon 1
REC1-142 150920 death] A
Sudden cardiac arrest
DU-176b ]
NSTEMI [Cardiac arrest]
CMUH105- DSE-2017- | Follow-u [ (EDOXABAN )
59, 2017/12/29 Non ST elevation 2,3
REC1-142 160086 pl TOSILATE) A
myocardial infarction
Tablet o ]
[Myocardial infarction]
DU-176b
CMUH105- DSE-2017- » (EDOXABAN Sudden cardiac arrest
60. 2017/12/29 Initial 2
REC1-142 160086 TOSILATE) | NSTEMI [Cardiac arrest] A
Tablet
DU-176b
CMUH105- DSE-2018- | Follow-u| (EDOXABAN Cardiac shock
61. 2018/01/16 ) ) 1
REC1-142 102790 pl TOSILATE) [Cardiogenic shock] A
Tablet
DU-176b
CMUH105- DSE-2018- (EDOXABAN Cardiac shock
62. 2018/01/16 Initial ) ) 1
REC1-142 102790 TOSILATE) [Cardiogenic shock] A
Tablet
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DU-176b
CMUH105- DSE-2018- » (EDOXABAN
63. 2018/01/16 Initial Death [Death] 1
REC1-142 105559 TOSILATE) A
Tablet
Other Serous Criteria: IME
Suspected hematoma of
DU-176b icd-wound [Implant site ’ 3
CMUH105- DSE-2017- | Follow-u| (EDOXABAN haematoma] o
64. 2017/05/19 ) ) 7:
REC1-142 148421 po9 TOSILATE) Ventricular tachykardia IME A
Tablet with acceleration and
icd-shocking [Ventricular
tachycardia]
Other Serous Criteria: IME
Seroma of ICD Wound
DU-176b
[Seroma] 2,3,
CMUH105- DSE-2017- | Follow-u | (EDOXABAN _ _
65. 2017/05/19 Ventricular tachykardia | 7:
REC1-142 148421 p8 TOSILATE) A
with acceleration and IME
Tablet ) )
ICD-shocking [Ventricular
tachycardia]
Other Serous Criteria: IME
Infection of ICD Wound
DU-176b o
[Wound infection] 2,3,
CMUH105- DSE-2017- | Follow-u | (EDOXABAN _ _
66. 2017/05/19 Ventricular tachykardia | 7:
REC1-142 148421 p7 TOSILATE) A
with acceleration and IME
Tablet ) )
ICD-shocking [Ventricular
tachycardia]
Other Serous Criteria: IME
Infection of ICD Wound
DU-176b ) ]
[Wound infection] 2,3,
CMUH105- DSE-2017- | Follow-u [ (EDOXABAN ) )
67. 2017/05/19 Ventricular tachykardia | 7:
REC1-142 148421 p6é TOSILATE) ] ) A
with acceleration and IME
Tablet
ICD-shocking [Ventricular
tachycardia]
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DU-176b
CMUH105- DSE-2018- | Follow-u [ (EDOXABAN ) )
68. 2018/01/22 Exitus letails [Death] 1,3
REC1-142 105129 p2 TOSILATE) A
Tablet
DU-176b
CMUH105- DSE-2018- | Follow-u [ (EDOXABAN ] ]
69. 2018/01/22 Exitus letails [Death] 1,3
REC1-142 105129 pl TOSILATE) A
Tablet
DU-176b
CMUH105- DSE-2018- . (EDOXABAN ) ]
70. 2018/01/22 Initial Exitus letails [Death] 1,3
REC1-142 105129 TOSILATE) A
Tablet
DU-176b Cardiac arrest [Cardiac
CMUH105- DSE-2018- . (EDOXABAN arrest]
71. 2018/04/01 Initial ) 2,3
REC1-142 113309 TOSILATE) | Stent thrombosis [Vascular A
Tablet stent thrombosis]
DU-176b
CMUH105- DSE-2018- - (EDOXABAN
72. 2018/03/28 Initial Death [Death] 1
REC1-142 113628 TOSILATE) A
Tablet
BBI608
GEMCITABIN
CMUH106- 201800012 Vomiting
73. 2018/2/2 Initial E o ) 2,3 A
REC1-064 3 Myocardial infarction
PACLITAXEL
ALBUMIN
BBI608
GEMCITABIN
CMUH106- 201800024 » )
74. 2018/3/19 Initial E Sepsis 1,3 A
REC1-064 2
PACLITAXEL
ALBUMIN
BBI1608 )
Dehydration
GEMCITABIN ) )
CMUH106- 201800027 | Follow Febrile neutropenia
75. 2018/4/2 E 1,3 A
REC1-064 9 up 1 dyspnea
PACLITAXEL
nausea
ALBUMIN
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BBI1608
GEMCITABIN ) )
CMUH106- 201800033 Abdominal Pain
76. 2018/4/20 Initial E ) 2,3 A
REC1-064 4 Sepsis
PACLITAXEL
ALBUMIN
BBI1608 ) ]
Pancreatic necrosis
GEMCITABIN )
CMUH106- 201800039 - Abdominal abscess
17. 2018/5/12 Initial E 2 A
REC1-064 0 Portal vein thrombosis
PACLITAXEL )
Pneumoperitoneum
ALBUMIN
#1) MK-3475
CMUH104- 1805USA0 - ) unknown cause of death
78. 2016/09 Initial |(pembrolizumab 1 A
REC1-039 07684 | [Death]
laryngeal edema
#1) MK-3475
) [Laryngeal oedema]
(pembrolizumab . -
) pneumonitis [Pneumonitis]
febrile neutronenia [Febrile
CMUH104- 1607USAO |Followup #2)
79. 2016/7/11 neutropenia] 23| A
REC1-039 05704 21 CISPLATIN
oral mucositis [Stomatitis]
#3)
decreased
5-FLUOROUR )
platelet/thrombocytopenia
ACIL _
[Thrombocytopenia]
#1) MK-3475
(pembrolizumab
)
#2) Laryngeal edema (Grade 4)
CMUH104- 1605USAO |Followup
80. 2016/5/4 5-FLUOROUR [Laryngeal oedemal] 23| A
REC1-039 05123 22 ] ]
ACIL Sepsis [Sepsis]
#3)
CARBOPLATI
N
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1.MULTIPLE ORGAN
JNJ-56021927/P
MX-INJFO FAILURE
CMUH104- followup| LACEBO 1,2,3,
81. 2018/2/11 | C-2018021 2.GASTRIC ULCER A
REC1-116 6 BICALUTAMI 4
9891(6) PERFORATION
DE/PLACEBO
3.ACUTE ABDOMEN
#1) INC424
CMUH105- PHHO2018|follow up| INC+TAB ] .
82. 2018/3/24 Sepsis [Sepsis] 1 A
REC1-139 DE004239 1 (RUXOLITINIB
) Tablet
#1) INC424
CMUH105- PHHO2018
83. 2018/4/9 initial [(RUXOLITINIB Sepsis [Sepsis] 2 A
REC1-139 FR004818
) Tablet
Other Serious Criteria:
Medically Significant
#1) INC424
Sepsis at pseudomonas
(RUXOLITINIB
[Sepsis]
) Tablet ) )
HHV®6 infection [Human
#2 ) NEORAL
CMUH105- PHHO2017 [follow up herpesvirus 6 infection]
84. 2017/8/2 (CICLOSPORI ) 123 A
REC1-139 FR011594 12 Pneumopathy klebsielle
N) Unknown
[Lung disorder]
#3) MEDROL
Microangiopathy
(METHYLPRE
[Microangiopathy]
DNISOLONE)
Pulmonary embolism
[Pulmonary embolism]
#1) INC424
CMUH105- PHHO2018 Illeum perforation [lleal
85. 2018/4/11 initial |(RUXOLITINIB 23 | A
REC1-139 FR005016 perforation]
) Tablet
#1) INC424
CMUH105- PHHO2018|follow up ) ]
86. 2018/4/9 (RUXOLITINIB Sepsis [Sepsis] 12| A
REC1-139 FR004818 1
) Tablet
#1) INC424 lleum perforation [lleal
CMUH105- PHHO2018|follow up
87. 2018/4/11 (RUXOLITINIB perforation] 23| A
REC1-139 FR005016 1 o o
) Tablet Peritonitis [Peritonitis]
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#1) INC424 No documented
CMUH105- PHHO2018
88. 2017/12/13 initial [(RUXOLITINIB|  pneumopathy [Lung 2 A
REC1-139 FR005235 ]
) Tablet disorder]
#1) INC424 No documented
CMUH105- PHHO2018|follow up
89. 2017/12/13 (RUXOLITINIB|  pneumopathy [Lung 2 A
REC1-139 FR005235 1 )
) Tablet disorder]
#1) INC424
CMUH105- PHHO2018|follow up| INC+TAB ] )
90. 2018/3/24 Sepsis [Sepsis] 1 A
REC1-139 DE004239 2 (RUXOLITINIB
) Tablet
#1) INC424 Illeum perforation [lleal
CMUH105- PHHO2018 |follow up )
91. 2018/4/11 (RUXOLITINIB perforation] 23 | A
REC1-139 FR005016 2 o o
) Tablet Peritonitis [Peritonitis]
#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
METHYLPRED o
CMUH105- PHHO2018|follow up Lung infection [Lung
92. 2017/12/13 NISOLONE 2 | A
REC1-139 FR005235 2 infection]
(METHYLPRE
DNISOLONE)
#3)
PREDNISONE
(PREDNISONE
)
#1) INC424 N
CMUH105- PHHO2018|follow up CMV Colitis
93. 2018/3/22 (RUXOLITINIB ] N 1|1 A
REC1-139 DE004302 1 ) Tabl [Cytomegalovirus colitis]
ablet
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#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet Sepsis with infection right
CMUH105- PHHO2018|follow up ]
94. 2018/3/27 #2) forearm [Sepsis] 23| A
REC1-139 DE004356 1
PREDNISOLO [Phlegmone arm [Cellulitis]
NE (NGX)
(PREDNISOLO
NE) Unknown
Death due to multiorgan
#1) INC424 o
CMUH105- PHHO2018| failure induced by
95. 2018/5/11 initial |(RUXOLITINIB[ ) 1|1 A
REC1-139 DE006157 infection [Multiple organ
) Tablet ]
dysfunction syndrome]
#1) INC424
(RUXOLITINIB
) Tablet
#2)
COMPARATOR
PREDNISOLO | Lower gastrointestinal
CMUH105- PHHO2017 [follow up NE haemorrhage (small
96. 2017/12/12 o o 12| A
REC1-139 JP017575 9 (PREDNISOLO | intestine) [Small intestinal
NE) Unknown haemorrhage]
#3)
COMPARATOR
TACROLIMUS
(TACROLIMUS
) Unknown
#1) INC424
CMUH105- PHHO2018| ) )
97. 2018/5/13 initial |(RUXOLITINIB| Pneumonia [Pneumonia] | 1 A
REC1-139 DE006443
) Tablet
#1) INC424
CMUH105- PHHO2017| Death [Death]
98. 2017/11/22 initial |(RUXOLITINIB _ ) 1,23 A
REC1-139 AU016072 Sepsis [Sepsis]
) Tablet
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#1) INC424
CMUH105- PHHO2018|follow up ) ]
99. 2018/4/9 (RUXOLITINIB Sepsis [Sepsis] 12| A
REC1-139 FR004818 2
) Tablet
#1) INC424
CMUH105- PHHO2018|follow up lleum perforation [lleal
100 2018/4/11 (RUXOLITINIB ) 23 [ A
REC1-139 FR005016 3 perforation]
) Tablet
Sepsis at E.coli [Sepsis]
Flu [Influenza]
E.coli infection
[Escherichia infection]
CMV [Cytomegalovirus
infection]
#1) INC424 Cardiac failure [Cardiac
CMUH105- PHHO2017 |follow up )
101 2017/12/25 (RUXOLITINIB failure] 1231 A
REC1-139 FR017540 2 _ _
) Tablet accute respiratory distress
syndroma [Acute
respiratory distress
syndrome]
Petechia [Petechiae]
Hemorragia
[Haemorrhage]
#1) INC424
CMUH105- PHHO2018|follow up Lung infection [Lung
102 2018/5/13 (RUXOLITINIB 1 A
REC1-139 DE006443 1 infection]
) Tablet
107 # 06 * 27 p % 46 F > = 57 F
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#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
METHYLPRED ) )
CMUH105- PHHO2018|follow up Lung infection [Lung
103 2017/12/13 NISOLONE ] ) 2 A
REC1-139 FR005235 3 infection]
(METHYLPRE
DNISOLONE)
#3)
PREDNISONE
(PREDNISONE
)
Death due to multiorgan
#1) INC424 ) )
CMUH105- PHHO2018|follow up failure induced by
104 2018/5/11 (RUXOLITINIB| ) ) 1 A
REC1-139 DE006157 1 ) Tabl infection [Multiple organ
ablet
dysfunction syndrome]
#1 ) Bosutinib
CMUH103- 201802540 [follow up| (BOSUTINIB) [acute kidney injury [Acute
105 2018/1/15 ) _ N 1 A
REC1-080 4 1 Film-coated kidney injury]
tablet
#1 ) Bosutinib | Death due to hypertensive
CMUH103- 201734189 [follow up| (BOSUTINIB) cardiomyopathy
106 2017/7/19 ) ) 1 A
REC1-080 9 1 Film-coated [Hypertensive
tablet cardiomyopathy]
#1) Bosutinib
CMUH103- 201814262 Death [Unknown cause of
107 2018/4/1 initial [ (BOSUTINIB) 1 A
REC1-080 7 death]
Unknown
#1) Bosutinib Acute Renal Failure in
CMUH103- 201814262 [follow up ] )
108 2018/4/1 (BOSUTINIB) | uro-infection [Acute renal | 1 A
REC1-080 7 1
Unknown failure]
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Flu [Influenza]
Sepsis [Sepsis]
E.coli infection
[Escherichia infection]
CMV [Cytomegalovirus
infection]
#1) INC424 ) ] ]
CMUH105- PHHO2017 |follow up Cardiac failure [Cardiac
109 2017/12/25 (RUXOLITINIB 1,23] A
REC1-139 FR017540 1 failure]
) Tablet ] ]
accute respiratory distress
syndroma [Acute
respiratory distress
syndrome]
Hemorragia
[Haemorrhage]
#1) INC424
(RUXOLITINIB
) Tablet
CMUH105- PHHO2018 #2) Infection [Infection]
110 2018/3/27 initial 23 [ A
REC1-139 DE004356 PREDNISOLO |Phlegmone arm [Cellulitis]
NE (NGX)
(PREDNISOLO
NE) Unknown
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CMUH105-
REC1-139

2017/12/12

PHHO2017
JP017575

follow up
8

#1)INC424
(RUXOLITINIB
) Tablet
#2)
COMPARATOR
PREDNISOLO
NE
(PREDNISOLO
NE) Unknown
#3)
COMPARATOR
TACROLIMUS
(TACROLIMUS

) Unknown

Lower gastrointestinal

haemorrhage (small

intestine) [Small intestinal

haemorrhage]

1,2

112

CMUH105-
REC1-139

2017/8/13

PHHO2017
JP011923

follow up
8

#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
COMPARATOR
PREDNISOLO
NE
(PREDNISOLO
NE) Unknown
#3)
COMPARATOR
TACROLIMUS
(TACROLIMUS
) Unknown
#4)
GANCICLOVI
R
(GANCICLOVI
R)

Sepsis [Sepsis]

1,2

[:

=y

107 & 06

FEfd e

127 P




RPECEEURFRALARLE R - FALR 4
-~ FER-ERY-XBRERESH

-y HEPIULETARE
B 4 v FHP G
EIE - 0
v | [(E#]

1. | CMUH106-REC1-081 | ¥ #:4# Sh % B R s 15 8
CEEE D
*5x A Doversion 17
*p gy 1107 & 04 ¢ 04 p
(EETEFEIE-ES
*:RER B H 2L 1 INC424 SUSAR listing
*F AMARLHF 1052107 01 p 3 106
#0379 31p
(EETEFEIE-ES
*:RER B H 2L 1 INC424 SUSAR listing
*F AMARLHF 1062047 01 p 3 106
#£09 7 30 p
(EETEFEIE-ES
*:RER B H 2L 1 INC424 SUSAR listing
*i rMAEL PP 106£102 01 p 3107
#0377 31p

2. | CMUHI105-REC1-139 | £#L % | [2# % 21442 ]

*:R5% ¥4 %4 1 RAD001_oncology, SUSAR
listing

*E rMARALHPEF 105+ 102 01 p % 106
£037% 31p

[ % 2144 ]

*:R5% ¥4 %4 1 RAD001_oncologu, SUSAR
listing

*E rMARAPEF 106 #0402 01 p 3 107
£09 7" 30p

(2% 21404 ]

*:R5 ¥ £ 4¢ 1 RAD001_oncologu, SUSAR
listing

*% 2R 1062100 01 p 3 107
£037" 31p

(2% 21474 ]

107 &= 06 * 27 p

3]
a1
o
=

|+
(&)
\l
=




RPECEEURFRALARLE R - FALR 4
-~ FER-ERY-ZBHERESH

B * ¢ %

*%
ERE =28

FANF

*:R% ¥4 L4 1 RADOO1_transplant, SUSAR

listing

*E rMARLHPEF 105+ 107 01 p I 106
#03% 31°F

[z = 2pH3F2 ]

*:E% E 4 4 0 RADOOL_transplant SUSAR

listing

*E rMARLHPEF 106+ 04 2 01p I 106
#0972 30p

[ % 244 ]

*:R5% ¥4 L4 1 RAD0O01_transplant, SUSAR
listing

* >PAFLHPF 106 £ 107 01 p I 107
#0372 31p

[#]

*m % P CRF, V3, 20Apr2017

[#]

*n % ¢ CRF,  v4, 14Jul2017

[#]

*m % CRF, V5, 11Dec2017

3. | CMUH105-REC1-102

\;‘\
haiel
#

(e % 2142 ]

*Ro%k F 4 L fE 1 MK3475 (Pembrolizumab)

* pMFLHEF 10606 % 04p 3 107
£03°7 03p

4. | CMUH104-REC1-066

[ 2paF4 ]

*Esk E 4 4L - Ticagrelor (AZD6140)

*E pMHARLHEF 10607 1p T 106 #
12 % 31 p

5. | CMUH105-REC1-142

[« 24282 ]

*FH% ¥} -4 1 EDOXABAN/DU-176b

*F rHARLYPRH 105102 22 p 3 106
#0477 21 p

(8% 21382 ]

*FH% ¥} -4 1 EDOXABAN/DU-176b

*H PHARLYRE 106 #0407 22 p % 106
£10°% 21 p

107 &= 06 * 27 p

¥
(3]
[y
)
|+
ul
\l
b




RPECEEURFRALARLE R - FALR 4
-~ FER-ERY-ZBHERESH

BB

* § St

+%
AR

FANF

[# =]

*n % : DEVELOPMENT SAFETY UPDATE
REPORT (DSUR)(Report#7,08Jun2017)

*R% % A - EDOXABAN/DU-176b
*3p L B 105 04 0 22 p 3 106 & 04 7
21 p

CMUH103-REC1-135

I &

[ 2% 2p4pd ]

*Esk E 4 LA 1 MK3475 (Pembrolizumab)

*E rMARALHEF 2017 127 04 p 1 2018
#0372 03p

CMUH105-REC1-113

[#%]
*PoF L AFE S SUSAR > £ 36 o

CMUH106-REC1-019

[z =% 2142 ]

*E5% ¥4 AL Dapagliflozin

*g rMIFLPRE 10606 20p 3 106
£ 127" 19 p

CMUH104-REC1-118

\55\
i
H

(2% 22474 ]

*ikok E 4 L4 1 MK3475 (Pembrolizumab)

*g rMHIFL PR 2017 £ 127 04p 3 2018
#0377 03F

10.

CMUH104-REC1-039

(3]
WP EREEFG S

p # : 20-Apr-2018

11.

CMUH103-REC1-062

% >R

12.

DMR100-IRB-064

[zpz 2pp2)

*2x 5 35 4 ACZ885

*p #p 12017 # 10 * 01 p % 2018 # 03 * 31
p

13.

CMUH106-REC1-030

[ 79° il i &)
*iZdp dp 02018 &£ 057 29 p

14.

CMUH105-REC1-057

B RBR AN BT 2BEL > A
T rPARAPEF L 12017 & 110 01 p 1 2018
047 30p o

15.

DMR101-IRB1-204

EEEETEN &S
SA/p #p 12018 # 2 7 22 p

107 &= 06 * 27 p

¥
a1
N
b

|+
ul
\l
3




RPECEEURFRALARLE R - FALR 4
-~ FER-ERY-ZBHERESH

BB

* § E

+%
AR

FANF

16.

CMUH103-REC1-119

BEH T

(EETEFEIE-ES

*iRS B Y LA 1 LCZ696

*% pMARA PP 11062100 01 p 3 107
#0331 p

17.

CMUH106-REC1-050

A L

CEAEEEES
*5 A~ : Version 4.0, 20180323
*p #1107 # 03" 23 p

18.

CMUH104-REC1-039

ki
| =
Bt

[ % 24482 ]

*Esk E 4 A 1 MK3475 (Pembrolizumab)

¥ > PAFLHEF 2017 £ 127 04 p 1 2018
#0377 03p

19.

CMUH106-REC1-002

[{#7a$F12p ]
*ix A 1 Version 4.0,
*p & : April 09, 2018

20.

CMUH104-REC1-046

[ % 242474 ]

*:Rok B 24 @ Ticagrelor (AZD6140)

*E rMAFALPYPEF L1051 1p 1 106 &
12 7 31 p

21.

CMUH106-REC1-093

ENLE-

DAPAGLIFLOZIN (Dapagliflozin):
SUSAR LL (20Dec2016 to 19Jun2017)
SUSAR LL (20-Jun-2017 to 19-Dec-2017)

SAXAGLIPTIN (ONGLYZA):
SUSAR LL (09Jan2017 to 11Jul2017)
SUSAR LL (12Jul2017 to 08Jan2018)

22.

CMUH102-REC1-016

h
e
=

GEIEIIEEES |
*R% E S LA Belimumab
*E AR L HRE
DSUR_ 09Mar2017 to 08Mar2018
PSRI 1Nov2017 to 30Apr2018

23.

CMUH103-REC1-126

T
\1_
t

[ % 24p2 ]

*:ksk E P LAt Atezolizumab

* rMAFLHHF 2017 & 110 11 p 2 2018
#0572 10 P

24,

CMUH105-REC1-126

»
=
b
=

[LATLdE 2]
*u A 12 Amendment 1

107 &= 06 * 27 p

% 53 F >

S

57 F




RPECEEURFRALARLE R - FALR 4
-~ FER-ERY-ZBHERESH

21
B * ¢ S ;gﬁ FEPNF
*p #p 12018 &# 05 * 30 P
[ 244 ]
*Rk % AL © Tecentrig® / atezolizumab
25. | CMUHI0S-RECI-109 | 2 2% |, PHFLYR2017 110 11p 3 2018
#057 10¢p
[ 244 ]
*:E&% E 4 ¢4 : Benralizumab (MEDI-563)
26. | CMUH104-REC1-121 | A7 | *% 22 HF 1104 201 * 30 p 1 104
#0772 29p
105# 017 30p % 105# 07 % 29 p
[z =% 2142 ]
e . | *ERE Y 4L 0 SP-02L (Darinarpasin)
27. | CMUHI06-RECI-06L | 3= 5% | o papa @106 540 17 1 107 % 3
2 31p
(2]
28. | CMUH106-REC1-061 | £L = | *) % B¢t SUSAR CIOMS report - i»
(2018SLSA000012)
[z =% 2142 ]
o . | ¥iRERE P LA ¢ Ulocuplumab
29. | CMUHI06-REC1-037 | 3 == | PP YEF 106 £ 117 188 1 107
£05°% 20¢p
[Terk o< 21 #TR 4 ]
fk v
w. . .. | *Bosutinib SUSAR Line
30. | CMUH103-REC1-080 | £+ 7= | . : .
Listing CTSUR_20Feb18_ Reporting Period from
16Aug2017 to 15Feb2018
*p # @ 20Febl8
31. | DMR101-IRB1-112 B | [BF=2%FLH 4]
[ 37044 £p)
w . | ®%® & IMBRUVICA® (ibrutinib) Addendum 2 to
32. | CMUH102-REC1-067 | &2+ &~

Investigator's Brochure Edition 11
*p Hp 12018 # 04 * 17 p

(k] FRPHE -

¥

P EFLS

107 &= 06 * 27 p

)
ol
>
R

|+
&
\l
=




RPECEEURFRALARLE R - FALR 4
-~ FER-ERY-ZBRERESH

BE 1
* gt CMUH104-REC1-023 @ HpH | 2018 06 7 08 p
VR LEIRME R A F
5 LA PA gk (MMN) & % A & e Y 2 2 e TS
PR g2 pir
[£E-#a3 1]
-~ AT R F;}z FREIgpFE g%, I 7 e§*2 CRF32IR=
FEFHELA B o
[£F-+2R 2]
— ~ _‘é‘i‘_" o
R T R R ST
t#i PRREY L REE R
e i k()
ST IE 70
TINE 17
w2k 87
FRF ELEH
— ~ ITHP IS IEAR B SRAR T U
=@ 222
sfep (B9|  ER HAL LA GopeH e | kR g ;%‘;; 2%
2018 #4 * 2 #7 5
%wgﬁ%%;?%iﬁﬂ% Bk ? o 4R
JE e . Y ,:ﬂ_: NI
2018/6/29 | 7 |09:00-17:00|" ™ T ST , 6 )
pppa(ae | T IF P
¥) -
;Jﬁ_%ié\]ﬁ’ ITrry LR a2
2018/6/30 | * |13:30-17:00|F § i IL % 3% £ i B 1 114 3111 ¢ | 4 i %
T3 £ .
ik Sk " #z
107 & B 4 83 3
‘EP - 'Pg 7 B /
2018630 | = 08501650 % P AR gty |PEIOEE o] ss00
R Rt E= "0 S clo R S
o -% ¥z
351_353 I
I e ELIE
2018 SCRS R i 4 }‘f
2018/7/8 P 109:30-16:00 |Ambassador i Kﬁa%ﬂ% TV Ok | = 4 2,000
' ' SVMDOSIUMm TRhiFE&? |FaEwlL o AR
ymp < ~ Society | F LB~ K EA N N
107 & 06 * 27 p % b5 F - ¥ 57 F




RPECEEURFRALARLE R - FALR 4
- FERF-ERY-ZBRERESH

POTE

WArp ¥ (B PR eSS o S E a3 B 3 W
for Clinical  |359 %o F2 {53
Research Sites T P&
¥ E
RSk
KHN %
LR T,
AR R By KR L
2018/7/7 - 108:30-16:30 iy 44 g x Rty <~ - | 6+2 | $1,000
pampn [BP7HRE
. . Tk 5 Ry A
FTHREFY R A Fg( e b o
N oy 5 @]/2‘ T’]D ﬂ’T’IDme‘Bl
2018/7/14 | = |08:30-17:00|%8 x5z S 1% /Y 7 , e 6+2 | $1,000
IR L |~ ERE
LIRS
P
A A %5

BRI HE (FAgFRL
hEE - FR|FFRMEER
FFERSFE (A R2Ai2FR) 6+2 | $1,000

=

AR Y
2018/7/14 | = |08:30-16:30

iy 5 -
FoRMEE (REFR R
A,?};‘u_;}%? 17 W~ 3%
Ex
M@%&§
L =iy £y %5 ;;]i; A % %
o limmmer G (ReE R |(aa =
20187128 | + |08:30-16:30| , '\ o [ﬁ]; b 1 206 51| 12 | $1.000
A @IjL *& Bl
1%
s
%FT 1 I Wi‘ A % = ’fﬁ-
0160 AP LG B R (GR0 =8
2018/8/26 | P |08:30-16:30| , '\ i @; b 1 206 51| 12 | $1.000
“E3FE[BY)
s
mraz g ol P AH
201819130 | p [08:30-17:00 3 % 31 s a | A FTERRBLE L1 1,000
I AL L | ERE ’

I

Fra

107 &= 06 * 27 p % 56 F > x 57 |




PRFRARENRFIRAIGRLAAEF-FALA ¢

-FR-EAY-XPAERES

S RREY RS

%

v

Fup

s

FR3 - TREER

s
H#oo
i

MR T
)

% & ¢ %% CMUH105-REC1-026(:* % i #%

¥
Ak i) e Feo (A A BRI ELF)

AR EILE > kA g R Y RIARRIE - A B4 f AR

PEIE RN TP R RIS 2 g B A
B 4T

LRE1F 81

A
205 W5 P LE
%2 AR

§ § ik
A EGER AL F R iRk AL

BARRTST ERIFRKHLE o

E e~ fcf (208200 4)

107 &= 06 * 27 p

¥
ol
\l
)
|+
ul
\l
)



