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Other Serious Criteria:
Medically Significant
Gastrointestinal bleeding
CMUH106- 2019HUO1 |follow up| Pracinostat or ) )
1. 2019/8/3 [Gastrointestinal 13| A
REC1-103 9369 3 Placebo
haemorrhage]
Pneumonia
l.u.[Pneumonia]
Febrile Neutropenia
. [Febrile neutropenia]
CMUH106- 2019BR019|follow up| Pracinostat or ] )
2. 2019/10/14 Multi-organ failure 13 A
REC1-103 670 1 Placebo .
[Multiple organ
dysfunction syndrome]
Pneumonia that led to
CMUH106- 2019TWO1 |follow up| Pracinostat or death [Pneumonia]
3. 2019/10/4 ) ) 13 A
REC1-103 9644 2 Placebo Febrile neutropenia
[Febrile neutropenia]
#1) FPA144 vs.
Aspiration pneumonia |2,3,7:
Placebo (Code ) o ]
F144004-50 [Pneumonia aspiration] [ Medi
CMUH107- not broken)
4. 2019/4/17 [123016001| FU4 0 cally| A
REC1-071 #2 ) Oxaliplatin ) ] o
6 Febrile neutropenia Signif
(OXALIPLATI ) ] ]
) [Febrile neutropenia] icant
N) intravenous
#1) MK-7902
CMUH107- 1906FRAO [Followup ]
5. 2019/6/19 Study (Code not| Hepatic encephalopathy | 1.3 | A
REC1-188 08070 9
broken)
#1) MK-7902
CMUH107- 1907MEXO0 |Followup ) o
6. 2019/7/17 Study (Code not Acute kidney injury 23 | A
REC1-188 12395 3
broken)
#1) MK-7902
CMUH107- 1906FRAO [Followup ]
7. 2019/6/19 Study (Code not| Hepatic encephalopathy | 1.3 | A
REC1-188 08070 10
broken)
#1) MK-7902
CMUH107- 1907MEXO0 |Followup ) o
8. 2019/7/17 Study (Code not Acute kidney injury 23 | A
REC1-188 12395 4
broken)
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#1) MK-7902
CMUH107- 1908GBRO [Followup .
9. 2019/8/15 Study (Code not| Hepatic haemorrhage 23 | A
REC1-188 06983 4
broken)
#1) MK-7902
CMUH107- 1907MEXO0 |Followup o
10. 2019/7/17 Study (Code not|  Acute kidney injury 23| A
REC1-188 12395 5
broken)
CMUH107- 1907MEXO0 |Followup| #1) MK-7902
11. 2019/7/16 Hepatorenal syndrome |[1.2.3 A
REC1-188 12395 6 Study
CMUH107- 1908GBRO [Followup| #1) MK-7902
12. 2019/8/15 Tumour haemorrhage 23 | A
REC1-188 06983 5 Study
CMUH107- 1907MEXO|Followup| #1) MK-7902
13. 2019/7/16 Hepatorenal syndrome | 1.2.3 A
REC1-188 12395 7 Study
CMUH107- 1907MEXO|Followup| #1) MK-7902
14, 2019/7/16 Hepatorenal syndrome | 1.2.3 A
REC1-188 12395 8 Study
CMUH107- 19091TA00 [Followup| #1 ) MK-7902 o
15. 2019/9/5 Hyperbilirubinaemia 13 A
REC1-188 3418 1 Study
CMUH107- 19091TAQO |Followup| #1 ) MK-7902 o
16. 2019/9/5 Hyperbilirubinaemia 131 A
REC1-188 3418 2 Study
CMUH107- 1907MEXO|Followup| #1) MK-7902
17. 2019/7/16 Hepatorenal syndrome | 1.2.3| A
REC1-188 12395 9 Study
alanine aminotransferase
increased [Alanine
aminotransferase
CMUH107- 1910TWNO|Followup| #1) MK-7902 increased]
18. 2019/10/24 ) 23 | A
REC1-188 15787 2 Study Aspartate aminotransferase
Increased [Aspartate
aminotransferase
increased]
108 & 12 » 11 p £ 76 F > 84 F
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alanine aminotransferase
increased [Alanine
aminotransferase
CMUH107- 1910TWNO|Followup| #1) MK-7902 increased]
19. 2019/10/24 ] 23 [ A
REC1-188 15787 4 Study Aspartate aminotransferase
Increased [Aspartate
aminotransferase
increased]
#1) AC-220 Intercurrent Fungal
CMUH105- DSU-2019- - ) )
20. Unk Initial [(QUIZARTINIB| Pneumonia [Pneumonia 1 A
REC1-069 136415
) Tablet fungal]
#1) AC-220 Intercurrent Fungal
CMUH105- DSU-2019-( Follow ) _
21. Unk (QUIZARTINIB| Pneumonia [Pneumonia 1 A
REC1-069 136415 up 1
) Tablet fungal]
#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
CMUH105- DSU-2019- » ) Infusion
22. 2019/9/25 Initial Death [Death] 1 A
REC1-069 137651 #3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
Unknown;
#1)AC-220
CMUH105- DSU-2019-
23. Unk Initial |(QUIZARTINIB Death [Death] 1 A
REC1-069 139114
) Tablet
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24.

CMUH105-

REC1-069

2019/9/25

DSU-2019-
137651

Follow

up 1

#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;

Death [Death]

25.

CMUH105-

REC1-069

2019/9/25

DSU-2019-
137651

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;

Death [Death]
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#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
CMUH105- DSU-2019-| Follow ) Infusion SUBACUTE
26. 2019/4/25 PULMONARY EDEMA 2 A
REC1-069 115377 up 4 #3)
Daunorubicin [Pulmonary oedema]
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
Unknown;
alanine aminotransferase
increased [Alanine
aminotransferase
CMUH107- 1910TWNO|Followup| #1) MK-7902 increased]
27. 2019/10/24 23| A
REC1-188 15787 3 Study Aspartate aminotransferase
Increased [Aspartate
aminotransferase
increased]
(3R] FRPHE -
x FREEAER
P ,
3 * B e FRPA G
[#%=]
Report domestic SUSAR case:
1. | CMUH108-REC1-059 | #k# % | -MFR No.: 1908 TWN004889 (F2)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
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2. | CMUH108-REC1-059

[#&]
Report domestic SUSAR case:
-MFR No.: 1908TWN004889 (F3)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

3. | CMUH108-REC1-118

[{#risFr=p]
2 A~ :Version 2.0
p #p: 26 Sep 2019

4. | CMUH107-REC1-189

5k VAL

[ 202 ]

1. SIX-MONTHLY SUSAR Line Listing Report for
Niraparib

*E% ¥ AL+ Niraparib

*% pMHIp2HAF 108027 20p 1 108 & 08
119 p

2. DEVELOPMENT SAFETY UPDATE REPORT for
Niraparib

*E% ¥ AL+ Niraparib

*% pMHIpLHAF 1072087 20p 1 108 & 08
119 p

5. | DMR101-IRB1-204

T
11_
Bt

[#x=>%%2% 4]

RF AR RLAA

5 & 1 Zoster-002 Report Amendment 1
p #:02-May-2019

6. | CMUH105-REC1-057

)

[z % 2144 ]

*:koh #4440 GSK 1437173A

*% > 4p2 #F 108 # 05 0L p 108 & 10
v 31 p

7. | CMUH105-REC1-102

\‘;\
ﬂm
#

[z % 2144 ]

*RokE P 44 0 MK3475

*% 2P ALY 20192 037 04p I 2019 & 09
v 03 p

*% pPAFL R Y 12018 120 04p I
2019 # 03 * 03 p

8. | CMUH105-REC1-152

\;;
e
#

[#]
RF CREAFARGE
Investigator Letter dated 100ct2019
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CMUH102-REC1-067

[+ %&2 % 4]
B8 L 72 ¥ 37 £ :PCI-32765DBL3001 Clinical Study
Report Final Analysis Date: 12 November 2019

10.

CMUH107-REC1-115

(EE R SR

*iEok E P ¢ AL Mirikizumab

*g p ML HAEF 2019~ 3% 14p 1 2019 # 9
713

11.

CMUH107-REC1-116

L )2

[ 22 ]

*HE%E L AL T Mirikizumab

*E r AR A HRF 12019 32 14p 3 2019 # 9
713 p

12.

CMUH103-REC1-135

LA

[z % 2p4F4]

*:ksk B L AL T MK34T5

*% p {444 W I2019 & 037 04 I 2019 # 09
» 03 p

*F pPAFL R Y 2018 120 04p X
2019 & 03 * 03 p

13.

CMUH105- REC1-117

[$F5%FL % 4]
2= & Final
pEP:2019 £ 06 ® 24 p

14.

CMUH107-REC1-188

#1s

[#%=]
Report domestic SUSAR case:
-MFR No.: 1910TWNO015787 (1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

15.

CMUH107-REC1-188

CIPR

[#%=]
Report domestic SUSAR case:
-MFR No.: 1910TWNO015787 (F1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

16.

CMUH107-REC1-137

L
¢
g

[ &+ % i o]
*OAIRER G HE A R
Zikpg108& 110 22 p
[z % 242 )
*RERE S LA VAYT36
- rMELHF 1082040 01 p 3 108 & 09
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17. | CMUH108-REC1-032

[ 242 ]

*:k5 %+ 2 4L * Ribociclib (LEE011)

*% 2M A HF 108 & 047 01 p I 108 # 09
130 p

107 #08 " 26 p i 1084 08" 25 p

18. | CMUH107-REC1-094

she
a
=

[#u] (3B REL 4
A 0 V5.0
*pdp 12019 # 11 % 13 p

19. | CMUH103-REC1-062

|+

(i
55

[ % 2p4F2]
*ik2 F 4 ¢4 Ipatasertib/RO5532961
* rPAFLHPF 108 & 027 09 p I 108 & 08
" 08 p

20. | DMR101-IRB-1-029

|+

o
R

[z =% 2144 ]
*Eok E 4 4L Trastuzumab
*g rMARLHE 106 & 09 % 25 p
v 24

[z =% 2144 ]

*iEok E 4 AL * Trastuzumab

*g rMARLHE 107 #0302 25 p
124 p

[z =% 2144 ]

*iEok E 4 AL * Trastuzumab

*g rMARAHEF 107 & 09 2 25 p
v 24

[ 21302 ]

*iEok E 4 AL * Trastuzumab

* rM AR B 108 £ 037 25 P
124 p

107 & 03

fen

107 & 09

fen

108 & 03

fen

108 # 09

|55

21. | CMUH108-REC1-059

[#]

Report domestic SUSAR case:

-MFR No.: 1908 TWN004889 (1)

-Serious criteria: Involved or Prolonged Inpatient

108 # 12 * 11 p

[00)
N
=
S
©
=
=

5




PRFEAETERRFIRAALRELAET-FELR ¢
FAERY IR AEREE

-

;.

BB

* § E

V&
i

I

Hospitalization

22.

CMUH106-REC1-050

B L

[z 2w ]

*# 5% F 4 L4 0 NBTXR3/PEP503

*g pMARLHE C107#£ 080 229 3 108 # 08
121 p

23.

CMUH107-REC1-188

WA H

(2]
Report domestic SUSAR case:
-MFR No.: 1910TWNO015787 (F5)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

24,

CMUH107-REC1-188

B R

[H=]
Report domestic SUSAR case:
-MFR No.: 1910TWNO015787 (F6)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

25.

CMUH105-REC1-057

A A

[H=]
*i 3R Rk & 5 GSK 1437173A Aphf 2. & > 3R 2
Development Safety Update Report 9 21Nov2019: 3F
48R 52018 % 10 * 13 p 32019 & 10 * 12 p

(3R] FRPHE -

i

td PRFEY AL AR

CREPERFT R

R
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A g h gk 92
FE £ R 30
i N 122
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