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4. |5-REC1-0 8205735 FU2 Sepsis 1,31 A
0 CAPECITAB
72
INE
OXALIPLAT
CMUH10
2017/11/2 IN; .
5. [5-REC1-0 8205735 FU3 Sepsis 1,31 A
0 CAPECITAB
72
INE
OXALIPLAT
CMUH10
2017/11/2 IN; .
6. [5-REC1-0 8205735 FU4 Sepsis 1,31 A
0 CAPECITAB
72
INE
108 & 01 # 09 p ¥ 26 F % 45 F
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OXALIPLAT
CMUH10
E2B_800 IN; i
7. |5-REC1-0| 2017/1/4 FU7 Septic shock 13| A
- 57567 CAPECITAB
INE
CMUH10 :
1701BRA| Follow #1) Superior vena cava
8. [3-REC1-1| 2017/1/2 1A
23 005124 | up 16 | MK-3475 syndrome
#1)
PACLITAXE
CMUH10
2016/10/3|1611CHN]| Follow L .
9. |3-REC1-1 Pulmonary embolism |1.2.3[ A
23 0 000232 | up 18 #2)
CARBOPLA
TIN
#1)
CMUH10 .
2018/10/2(1811CHN| = . MK-3475 Multiple organ
10. | 3-REC1-1 Initial _ i 13| A
23 3 004581 (pembrolizum|dysfunction syndrome
ab)
#1)
CMUH10 .
2018/10/2|1811CHN]| Follow | MK-3475 Multiple organ
11.|3-REC1-1 _ . 13| A
23 3 004581 | upl |(pembrolizum|dysfunction syndrome
ab)
#1)
CMUH10 .
2018/10/2|1811CHN]| Follow | MK-3475 Multiple organ
12.|3-REC1-1 _ . 13| A
23 3 004581 | up 2 |(pembrolizum|dysfunction syndrome
ab)
#1)
CMUH10 .
2018/10/2|1811CHN]| Follow | MK-3475 Multiple organ
13.|3-REC1-1 _ . 13| A
93 3 004581 | up 3 |[(pembrolizum|dysfunction syndrome
ab)
#1)
CMUH10 .
2018/10/2 [1811CHN| Follow | MK-3475 Multiple organ
14.|3-REC1-1 _ i 13| A
23 3 004581 | up4 |(pembrolizum|dysfunction syndrome
ab)
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Other Serious Criteria:
Medically Significant
respiratory failure
[Respiratory failure]
Interstitial
neumonitis
#) pretm
CMUH10 [Interstitial lung
1809CH . MK-3475 .
15. | 3-REC1-1|2018/8/27 Initial _ disease] 13| A
N001289 (pembrolizum .
23 ab) Interstitial
pneumonitis
[Interstitial lung
disease]
fever [Pyrexia]
Pneumonia
[Pneumonia]
#1) hemodynamic failure
[Circulatory collapse]
MK-3475 . -
CMUH10 [2016/11/1|1611FRA | Follow _ interstitial 1,2,
16. (pembrolizum N A
4-REC1-1 0 007397 | up 13 . pneumonitis 3
ab) Solution o
18 L. [Interstitial lung
for injection, )
disease]
#1)
MK-3475
CMUH10 |2017/unkn|{1808USA| Follow ) i
17. (pembrolizum Died [Death] 1 (A
4-REC1-1| own date | 013593 | up 01 )
18 ab) Solution
for injection,
#1) hemodynamic failure
[Circulatory collapse]
MK-3475 . .
CMUH10 | 2016/11/1 |1611FRA| Follow ) interstitial 1,2,
18. (pembrolizum N A
4-REC1-1 0 007397 | up 14 . pneumonitis 3
ab) Solution o
18 L [Interstitial lung
for injection, :
disease]
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19.

CMUH10
5-REC1-1
02

2017/10/2

4

013484

1710FRA

up 18

Follow

MK-3475
Study (Code
not broken)

Immune-related
thrombocytopenia
[Immune
thrombocytopenic
purpura]

2,3

20.

CMUH10
5-REC1-1
02

2018/3/22

1806DN
K008241

Follow
up9

MK-3475
Study (Code
not broken)

Blood bilirubin
increased [Blood
bilirubin increased]
Plasma- Aspartate
aminotransferase
increased [Aspartate
aminotransferase
increased]
Alanine
aminotransferase
increased [Alanine
aminotransferase
increased]
Malignant neoplasm
progression
[Malignant neoplasm
progression]
Ascites (worsening)

[Ascites]

1,3

108 # 01 * 09 p

)
)
©
R
|+
N
[
b



RFFAREHRFRATGRLR - FALR ¢
~FRANERY-XTAERES( 2R
; S ELACENE 'f;‘fﬁ ﬂz’;“‘?‘ 5 A |BE|ER
#1)AC-220
or Placebo MULTIPLE
(Code not CEREBRAL
broken) INFARCTION
#2) [Cerebral infarction]
CYTARABI Alanine
NE (AC-220 | aminotransferase
Study) increased [Alanine
(CYTARABI| aminotransferase
CMUH10 DSJ-2018| follow . :
21. 2018/6/30 NE) Infusion increased] 1,3 A
5-REC1-0 -126184 | up 2
#3) Aspartate
09 Daunorubicin| aminotransferase
(AC-220 increased [Aspartate
Study) aminotransferase
(DAUNORU increased]
BICIN Blood bilirubin
HYDROCHL| increased [Blood
ORIDE) bilirubin increased]
Unknown;
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#1) AC-220
or Placebo
(Code not

broken)
#2)
CYTARABI
NE (AC-220 [ THROMBOEMBOLI
Study) SM OF
(CYTARABI PULMONARY

CMUH10 DSU-201| follow .

: 2017/7/19 NE) Infusion ARTERY 1,2 A

5-REC1-0 8-107703| up 6

60 #3) BRANCHES
Daunorubicin [Pulmonary
(AC-220 embolism]
Study)
(DAUNORU
BICIN
HYDROCHL
ORIDE)
Unknown;
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#1) AC-220
or Placebo
(Code not

broken)
#2)
CYTARABI
NE (AC-220 [Other Serious Criteria:
Study) IME

(CYTARABI DIFFUSE

CMUH10 DSU-201| follow ) 2,3,

: 2018/7/4 NE) Infusion| INFILTRATIVE A

5-REC1-0 8-127542| up3 7

60 #3) PNEUMOPATHY

Daunorubicin|(DIP) [Interstitial lung

(AC-220 disease]
Study)
(DAUNORU
BICIN
HYDROCHL
ORIDE)

Unknown;
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#1) AC-220
or Placebo
(Code not

broken)
#2)
CYTARABI
NE (AC-220 Cerebral edema [Brain
Study)

oedema]
(CYTARABI
CMUH10 DSU-201| follow ) INTRACEREBRAL
. 2017/9/12 NE) Infusion 1,2 A
5-REC1-0 8-107624| up5 43) HEMORRHAGE
69 [Cerebral

Daunorubicin
haemorrhage]
(AC-220

Study)
(DAUNORU
BICIN
HYDROCHL
ORIDE)
Unknown;
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#1) AC-220
or Placebo
(Code not

broken)
#2)
CYTARABI
NE (AC-220

Study)
MYOCARDIAL
(CYTARABI

CMUH10 DSJ-2018| follow ) DISORDER
. 2018/2/10 NE) Infusion . 12 A
5-REC1-0 -106127 | up 4 [Cardiomyopathy]

#3
69 ) . SEPSIS [Sepsis]
Daunorubicin

(AC-220
Study)
(DAUNORU
BICIN
HYDROCHL
ORIDE)
Unknown;
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#1)AC-220
or Placebo MULTIPLE
(Code not CEREBRAL
broken) INFARCTION
#2) [Cerebral infarction]
CYTARABI Alanine
NE (AC-220 | aminotransferase
Study) increased [Alanine
(CYTARABI| aminotransferase
CMUH10 DSJ-2018| follow . :
26. 2018/6/29 NE) Infusion increased] 1,3 A
5-REC1-0 -126184 | up 3
#3) Aspartate
09 Daunorubicin| aminotransferase
(AC-220 increased [Aspartate
Study) aminotransferase
(DAUNORU increased]
BICIN Blood bilirubin
HYDROCHL| increased [Blood
ORIDE) bilirubin increased]
Unknown;
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#1)AC-220
or Placebo MULTIPLE
(Code not CEREBRAL
broken) INFARCTION
#2) [Cerebral infarction]
CYTARABI Alanine
NE (AC-220 | aminotransferase
Study) increased [Alanine
(CYTARABI| aminotransferase
CMUH10 DSJ-2018| follow . :
27. 2018/6/29 NE) Infusion increased] 1,3 A
5-REC1-0 -126184 | up4
60 #3) Aspartate
Daunorubicin| aminotransferase
(AC-220 increased [Aspartate
Study) aminotransferase
(DAUNORU increased]
BICIN Blood bilirubin
HYDROCHL| increased [Blood
ORIDE) bilirubin increased]
Unknown;
@
MOR00208
CMUH10 MOR208 intravenous _ i
follow Septic shock [Septic
28. |6-REC1-1(2018/7/23|C205-18- (MORO00208) 23| A
up 2 .. shock]
47 010-PL @ldelalisib
(IDELALISI
B)
@
MOR00208 . .
) Sepsis [Sepsis]
intravenous ) _ _
CMUH10 MOR208 Urinary tract infection
follow [(MOR00208) . .
29. |6-REC1-1(2018/2/22|C203-18- up 8 ® possibly due to kidney| 2,3 | A
47 008-IT P ) .. | stones [Urinary tract
Lenalidomide ) )
infection]
(LENALIDO
MIDE)
108 & 01 * 09 p % 36 F % 45 F
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MORO00208
CMUH10 MOR208 intravenous ) i
follow Septic shock [Septic
30. | 6-REC1-1{2018/7/23 | C205-18- (MORO00208) 23| A
up 3 - shock]
47 010-PL @ldelalisib
(IDELALISI
B)
JNJ-5602192
FR-JNJF
CMUH10 7/PLACEBO i
2018/10/1{0C-2018 | follow 1.left ventricular
31.|4-REC1-1 BICALUTA _ . 23| A
6 1024893(| wup systolic dysfunction
16 2 MIDE/PLAC
EBO
#1) .
CMUH10 Sepsis
1608USA| Follow | MK-3475 .
32.|4-REC1-0|2016/7/30 ) Haemorrhoids 23| A
010273 | up 7 |(pembrolizum . .
39 Acute kidney injury
ab)
#1)
MK-3475
(pembrolizum
ab)
CMUH10
2016/10/1{1610THA| Follow #2) Pneumothorax
33.|4-REC1-0 _ 23| A
39 4 010169 | up 10 | CARBOPLA Pneumonia
TIN
#3)
5-FLUOROU
RACIL
#1) .
CMUH10 Sepsis
1608USA| Follow | MK-3475 .
34.|4-REC1-0|2016/7/30 ) Haemorrhoids 23| A
010273 | up 8 |(pembrolizum i .
39 ab) Acute Kidney injury
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#1)
MK-3475
(pembrolizum
CMUH10 ab) Haemoptysis
1609BRA| Follow .
35. |4-REC1-0{2016/9/25 #2) Anaemia 23| A
012829 | up1l .
39 CISPLATIN Haematemesis
#3)
5-FLUOROU
RACIL
#1)
MK-3475
(pembrolizum i
ab) Anaemia
CMUH10 Pneumonia aspiration
1610MY | Follow #2) .
36. | 4-REC1-0(2016/10/5 Hypotension 23| A
S003085 | up 25 | CARBOPLA .
39 TIN Pancytopenia
Febrile neutropenia
#3)
5-FLUOROU
RACIL
#1)
CARBOPLA Pneumonia
TIN White blood cell count
CMUH10 #2) decreased
1701ME | Follow .
37.14-REC1-0(2017/1/18 5-FLUOROU Dehydration 13| A
X012708| up 29 .
39 RACIL Neutrophil count
#3) decreased
CETUXIMA Stomatitis
B
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38.

CMUH10
4-REC1-0
39

2016/8/24

1608BRA
015042

Follow
up 20

#1)
MK-3475
(pembrolizum
ab)

#2)
CARBOPLA
TIN
#3)
5-FLUOROU
RACIL

Septic shock

2.3

39.

CMUH10
4-REC1-0
39

2016/7/11

1607BRA
006343

Follow
up 10

#1)
MK-3475
(pembrolizum
ab)

#2)
CARBOPLA
TIN
#3)
5-FLUOROU
RACIL

Thrombocytopenia
Tumour haemorrhage

1.3

40.

CMUH10
4-REC1-0
39

2016/5/10

1605BRA
007069

Follow
up 34

#1)
MK-3475
(pembrolizum
ab)

#2)
CARBOPLA
TIN
#3)
5-FLUOROU
RACIL

Anaemia

Metastases to bone
Pulmonary fibrosis

Sepsis
Spinal cord
compression

2.3
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#1)
CETUXIMA
B
CMUH10 #2) Neutrophil count
2016/11/2 [1611AUS| Follow
41. [4-REC1-0 CARBOPLA decreased 23| A
2 010939 | up 16 .
39 TIN Bronchitis
#3)
5-FLUOROU
RACIL
#1)
MK-3475
(pembrolizum ) )
ab) Febrile neutropenia
CMUH10 Hypotension
1610MY | Follow #2) .
42.14-REC1-0|2016/10/5 Anaemia 23| A
S003085 | up 26 | CARBOPLA . _—
39 TIN Pneumonia aspiration
Pancytopenia
43) ytop
5-FLUOROU
RACIL
#1)
MK-3475
(pembrolizum . .
ab) Febrile neutropenia
CMUH10 Hypotension
1610MY | Follow #2) .
43. [4-REC1-0|2016/10/5 Anaemia 23| A
S003085 | up 27 | CARBOPLA . -
39 TIN Pneumonia aspiration
Pancytopenia
43) ytop
5-FLUOROU
RACIL
108 & 01 # 09 p % 40 T £ 45 F
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#1)
MK-3475
embrolizum
(p ab) Febrile neutropenia
CMUH10 Anaemia
1610MY | Follow #2) ,
44. |4-REC1-0|2016/10/5 Hypotension 23| A
S003085 | up 28 | CARBOPLA _ .
39 TIN Pneumonia aspiration
Pancytopenia
#3) ytop
5-FLUOROU
RACIL
#1)
CETUXIMA
B
CMUH10 #2) Neutrophil count
2016/11/2|1611AUS| Follow
45.14-REC1-0 CARBOPLA decreased 23| A
2 010939 | up 17 "
39 TIN Bronchitis
#3)
5-FLUOROU
RACIL
#1)
CARBOPLA Pneumonia
TIN White blood cell count
CMUH10 #2) decreased
1701ME | Follow .
46. | 4-REC1-0(2017/1/18 5-FLUOROU Dehydration 13| A
X012708| up 30 .
39 RACIL Neutrophil count
#3) decreased
CETUXIMA Stomatitis
B
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#1)
MK-3475
embrolizum
(P ab) Febrile neutropenia
CMUH10 Anaemia
1610MY | Follow #2) ,
47. |4-REC1-0|2016/10/5 Hypotension 23| A
S003085 | up 29 | CARBOPLA i o
39 TIN Pneumonia aspiration
Pancytopenia
#3) ytop
5-FLUOROU
RACIL
#1)
CETUXIMA
B
CMUH10 #2) Neutrophil count
2016/11/211611AUS| Follow
48. 14-REC1-0 CARBOPLA decreased 23| A
2 010939 | up 18 ..
39 TIN Bronchitis
#3)
5-FLUOROU
RACIL
#1)
CETUXIMA
B
CMUH10 #2) Neutrophil count
2016/11/2|11611AUS| Follow
49. 14-REC1-0 CARBOPLA decreased 23| A
2 010939 | up 19 ..
39 TIN Bronchitis
#3)
5-FLUOROU
RACIL
[F&R] FAFPH -
%L
f 2
B8 * g % i3 4 FHEPF
1. |CMUH107-REC1-0 | 2 &% | [a#h < 2434 ]
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58 *E%E 5 AL Herceptin®

g p ML YREF 12018 2037 25 p % 2018
£09 7 24 p

R E S LA ROT198574

* pMFLYREF 120182047 06 p % 2018
£10 7 05 p

CMUH106-REC1-1
50

3 ﬁﬁ ]

[i%%%ﬁ%%]
D 3T % 4R 2 4 v4.0 > dated 16Jan2018
F\ %L 7B %3E4 £ v5.0 - dated 290c¢t2018

CMUH104-REC1-0
39

b
w B

(2]
Report domestic SUSAR case:
-MFR No.: 1611TWNO010148 (FU3)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH104-REC1-0
39

H
w B

[#&]
Report domestic SUSAR case:
-MFR No.: 1611TWN010148 (FU4)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

DMR101-IRB-1-177

(2% 21372 ]

*i&ok Z 4 4+ Denosumab (XGEVA® ,Prolia® )
* pMFLHREF 2017 2097 27 p 3 2018
£097% 26 p

CMUH102-REC1-0
89

‘-

S
o4
N

[ 24dp4 ]

*IRR HE ## : TENOFOVIR ALAFENAMIDE
(Vemlidy)

*% »MsR 4 H R 0 10Mayl18-09Novis8

CMUH106-REC1-0
30

wh
o
=

[z = 2H4F2 ]
Fé%%é%«fn ¢ #- * Brodalumab (KHK4827)
THARLPEF 2017 107 01 p 3 2018

£09 7% 30p

[H]
*noporoa AR SUSAR:
1.2018AKKO007277-FU1 (Date of report:
25Nov2018)
2.2017AKK318123-FU5 (Date of report:
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22Nov2018)

CMUH105-REC1-0
09

i
-
o

[ 57 il &5 & ] 221659 Memo End dates
discrepancies
*iz 3 p #p: 28Nov2018

CMUH105-REC1-0
01

[z % >4 ]

*E%E 5 AL luspatercept

*E PR YR

2016 # 9" 8 p-2018 % 9" 8 p

10.

CMUH102-REC1-0
87

LG
-
Ll

(GEIEIEIEES

1. Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARS)
*:RER E e L 4L 1 CNTO 136 (sirukumab)
*E pMFLYPRF 1072040 24p 3
10 * 23 p
2. Development Safety Update Report No. 8
Executive Summary CNTO 136 (sirukumab)
*:RER B AL 1 CNTO 136(sirukumab)
*g pMAFLYRF 106 #1007 24 p 3
10 * 23 p

107 =

107 =

11.

DMR100-IRB-064

[ % ¢ i &% & ] -Notification of early
termination for study CACZ885M2301
*map Hp 2018 # 12 % 11 p

12.

CMUH105-REC1-0
68

ki
\L
s

CEPES EE

RE

» Investigational Product: Azacitidine- RE: Further
Information of a fatal case from AZA-AML-004 as

per azacitidine DSUR#13, 08 May 2018

13.

CMUH103-REC1-0
67

[ % 204 ]

*ikS E e L 4E © Masitinib

% MMAFA YA 20172012 01p X
#1270 31 p

*iT 47 7 AB09004 #p B 2. ) *t SUSAR » £ 2 i

2017

14.

CMUH103-REC1-1
09

[=%35FL 5 4]
s p Hp 1 17237 XALIA LEA OS Report Version
1.0; 21 AUG 2017
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CMUH106-REC1-1

35

[#%=]

*F\?}‘r:

Administrative Letter dated 26Sep2018

CMUH105-REC1-0

72

(GEIEIEIEE 2

5=~ DSUR No. 06 Avelumab (Bavencio)

p #p: 12 Dec 2017 to 22 Mar 2018

5= & PSUSAR No. 10 Avelumab (Bavencio)
p #p: 12 Dec 2017 to 22 Mar 2018

(] FRPH -

8 FEPEFLE (F)

Apd > RERH (%)
~Hcg (0P 20 &)
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