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#1) MK-3475

(pembrolizumab

) Solution for

injection . .
myocarditis [Myocarditis]
#2 ) AXITINIB ) ]
CMUH105- 1705BRA0 posterior chest wall pain | 1, 2,
1. 2017/5/16 FU 10 (3475 A
REC3-093 10302 [Musculoskeletal chest 3
SOLUTION ]
pain]
FOR
INJECTION
STUDY)
(Axitinib) Tablet
#1) MK-3475
(pembrolizumab
) Solution for
injection Drug-induced myocarditis
#2 ) AXITINIB [Myocarditis]
CMUH105- 1712JPNOO ) )
2. 2017/12/16 FU 40 (3475 worsening of hepatic 2,3 | A
REC3-093 9077 ) )
SOLUTION dysfunction [Hepatic
FOR function abnormal]
INJECTION
STUDY)

(Axitinib) Tablet
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB Immune associated
CMUH105- 1811DEUO
3. 2018/9/12 FU9 (3475 pancreatitis [Autoimmune | 2,3 | A
REC3-093 07791
SOLUTION pancreatitis]
FOR
INJECTION
STUDY)
(Axitinib) Tablet
#1) MK-3475
(pembrolizumab
) Solution for Worsening of
injection hyperglycemia
#2 ) AXITINIB [Hyperglycaemia]
CMUH105- 1712BRA0
4, 2017/11/14 FU 31 (3475 Hyperkalemia 2,3 A
REC3-093 03053 )
SOLUTION [Hyperkalaemia]
FOR Hyperkalemia
INJECTION [Hyperkalaemia]
STUDY)
(Axitinib) Tablet
#1) MK-3475
Study
#2)
CMUH107- 1904RUSO (follow up fibril neutropenia [Febrile
2019/4/15 CARBOPLATI ] 23 [ A
REC3-126 07774 4 N neutropenia]
#3)
PACLITAXEL

108 = 08 * 01 p



P RFFCEEURFRAL
34

-

.

?’\3)i§v’\'k

RN
§ ks

2

k& S

L P

X >R
2 S

SIS )
&

-—-Ik.-—;-\r-"‘r.
Pt 5 o

i
4o

CMUH107-
REC3-126

2019/5/3

1905USA0
02536

Initial

#1) MK-3475
Study
#2)
BEVACIZUMA
B
#3)
PACLITAXEL
#4)
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N

Vaginal Hemorrhage

[Vaginal haemorrhage]
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CMUH107-
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2019/4/15
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07774

follow up
5

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

fibril neutropenia [Febrile

neutropenia]
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Study
#2)
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N
#3)
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fibril neutropenia [Febrile
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#1) MK-3475
Study
#2)
BEVACIZUMA
CMUH107- 1905USAQ |follow up B Vaginal Hemorrhage
10. 2019/5/3 13| A
REC3-126 02536 1 #3) [Vaginal haemorrhage]
PACLITAXEL
#4)
CARBOPLATI
N
#1) MK-3475
Study
#2)
CARBOPLATI ] o
Paclitaxel infusion related
CMUH107- 1906CANO . N ] ]
11. 2019/6/20 Initial reaction [Infusion related | 2 A
REC3-126 09308 #3) ]
reaction]
PACLITAXEL
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2) impaired renal function
CMUH107- 1905COLO |follow up o
12. 2019/5/16 CARBOPLATI [Renal impairment] 13| A
REC3-126 11900 3 ) )
N Diarrhea [Diarrhoea]
#3)
PACLITAXEL
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#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1906FRA0 . N Metrorrhagia
13. 2019/6/22 Initial 23 | A
REC3-126 10110 #3) [Metrorrhagia]
PACLITAXEL
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CARBOPLATI
impaired renal function
CMUH107- 1905COLO |follow up N o
14. 2019/5/16 [Renal impairment] 13 A
REC3-126 11900 4 #3) ] )
Diarrhea [Diarrhoea]
PACLITAXEL
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2) .
1810CHNO |Followup Neutrophil count decreased
15. | CMUH106- | 2018/9/30 CISPLATIN ] 23 | A
00665 9 Leukopenia
REC3-078 #3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) Tubulointerstitial nephritis
1805USAQ |Followup| CISPLATIN Renal tubular necrosis
16. [ CMUH106- | 2018/5/2 ) 123 A
02328 22 #3) Malignant neoplasm
REC3-078 .
5-FLUOROUR progression
ACIL
#4 ) TUMS
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#1) MK-3475
Study )
#2) White blood cell count
1905CHNO |Followup decreased
17. | CMUH106-| 2019/5/5 CISPLATIN ) 23 [ A
03175 6 Neutrophil count decreased
REC3-078 #3)
Platelet count decreased
5-FLUOROUR
ACIL
#1) MK-3475
Study
42) Platelet count decreased
1905CHNO |Followup White blood cell count
18. | CMUH106- | 2019/5/5 CISPLATIN 23 [ A
03175 7 decreased
REC3-078 #3) )
Neutrophil count decreased
5-FLUOROUR
ACIL
#1) MK-3475
Study .
Granulomatous liver
#2) .
1806USAO |Followup disease
19. | CMUH106- | 2018/6/18 CISPLATIN ] 13 A
08402 17 Malignant neoplasm
REC3-078 #3) ]
progression
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2)
1809FRAO [Followup .
20. | CMUH106- | 2018/8/20 CISPLATIN Duodenitis 23 [ A
10243 6
REC3-078 #3)
5-FLUOROUR
ACIL
#1) MK-3475 _
Neutrophil count decreased
Study ) )
42) Alanine aminotransferase
1809CHNO |Followup increased
21. | CMUH106- | 2018/9/18 5-FLUOROUR ) 23 [ A
10788 24 Aspartate aminotransferase
REC3-078 ACIL )
increased
#3) )
Pneumonia
CISPLATIN
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#1) MK-3475
Study
#2)
1809FRAO [Followup N
22. | CMUH106- | 2018/8/20 CISPLATIN Duodenitis 23 | A
10243 7
REC3-078 #3)
5-FLUOROUR
ACIL
#1) MK-3475
Study .
42) Malignant neoplasm
1806USAO |Followup progression
23. | CMUH106- | 2018/6/18 CISPLATIN ] 13 ] A
08402 18 Granulomatous liver
REC3-078 #3) ]
disease
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) Tubulointerstitial nephritis
1805USAO |Followup| CISPLATIN Renal tubular necrosis
24. | CMUH106- | 2018/5/2 ) 1231 A
02328 23 #3) Malignant neoplasm
REC3-078 .
5-FLUOROUR progression
ACIL
#4) TUMS
#1) MK-3475 o ]
Cytomegalovirus infection
Study L ,
42) Interstitial lung disease
1903JPNOO |Followup Pneumocystis jirovecii
25. | CMUH106- | 2019/3/14 5-FLUOROUR ) 1.23] A
6978 17 pneumonia
REC3-078 ACIL ) )
Upper gastrointestinal
#3)
haemorrhage
CISPLATIN
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CMUH108-
REC3-034

2019/5/7

2316771(2)

follow up
2

RO7082859
(CD20/C3
T-CELL
BISPECIFIC
MAB)(RO7082
859 (CD20/C3
T-CELL
BISPECIFIC
MAB))(Infusion

)

Obinutuzumab(
OBINUTUZUM
AB)(Infusion,

Solution)

Tocilizumab(TO
CILIZUMAB)(I
nfusion,

Solution)

- CRS (CYTOKINE

RELEASE SYNDROME)

(Cytokine release

syndrome)
- INFECTION (Infection)

1,23
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RO7082859
(Cb2o0/C3
T-CELL
BISPECIFIC
MAB)(RO7082
859 (CD20/C3
- CYTOKINE RELEASE
CMUH108- follow up T-CELL )
27. 2018/11/20 |12219309(1) SYNDROME (Cytokine 2 A
REC3-034 1 BISPECIFIC
release syndrome)
MAB))(Infusion
)
Obinutuzumab(
OBINUTUZUM
AB)(Infusion,
Solution)
1. Acute renal failure
[Acute kidney injury]
LCZ696 +
PHHO2019
28. | CMUH105- | 2019/6/7 FU 2 Valsartan vs 1,3 A
IN006179 2. Acute decompensated
REC3-112 Ramipril
heart failure [Cardiac
failure acute]
CMUH108- 1905DEU0 #1) MK-7339
29. 2018/8/16 Initial _ ANEMIA [Anaemia] 2 A
REC3-057 03322 (olaparib) Tablet
#1) MK-3475 )
Pneumonia
Study
42) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
30. 2018/9/18 5-FLUOROUR ) 23 [ A
REC3-078 10788 25 Aspartate aminotransferase
ACIL )
increased
#3) )
Neutrophil count decreased
CISPLATIN
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#1) MK-3475 )
Pneumonia
Study ) )
#2) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
31. 2018/9/18 5-FLUOROUR ) 23 [ A
REC3-078 10788 26 Aspartate aminotransferase
ACIL )
increased
#3) )
Neutrophil count decreased
CISPLATIN
#1) MK-3475
Study
#2)
CMUH106- 1907GBRO - )
32. 2018/11/21 Initial CISPLATIN Pulmonary embolism 2 A
REC3-078 01856
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) Multiple organ dysfunction
CMUH106- 1811COLO |Followup
33. 2018/11/8 CISPLATIN syndrome 1231 A
REC3-078 05315 6
#3) Cardiac failure
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) Respiratory failure
CMUH106- 1901USAO |Followup ) )
34, 2018/12/14 5-FLUOROUR |Multiple organ dysfunction| 1.2.3| A
REC3-078 01305 13
ACIL syndrome
#3)
CISPLATIN
#1) MK-3475
Study
#2) Febrile neutropenia
CMUH106- 1902CHNO |Followup ]
35. 2019/2/8 CISPLATIN Thrombocytopenia 23| A
REC3-078 04228 11 )
#3) Leukopenia
5-FLUOROUR
ACIL
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36.

CMUH106-
REC3-078

2018/9/30

1810CHNO
00665

Followup
10

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Neutrophil count decreased

Leukopenia

2.3

37.

CMUH106-
REC3-078

2019/6/14

1906JPNOO
6337

Initial

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Interstitial lung disease

1.3

38.

CMUH106-
REC3-078

2018/11/8

1811COLO
05315

Followup
7

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Multiple organ dysfunction
syndrome

Cardiac failure

1.2.3

39.

CMUH106-
REC3-078

2019/5/5

1905CHNO
03175

Followup
8

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

White blood cell count
decreased
Neutrophil count decreased

Platelet count decreased

2.3

40.

CMUH106-
REC3-078

2019/4/20

1904CHNO
11363

Followup
7

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Anaemia
Malignant neoplasm

progression

1.3
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#1) MK-3475
Study
#2)
CMUH106- 1906JPNOO |Followup
41. 2019/6/14 CISPLATIN Interstitial lung disease | 1.3 | A
REC3-078 6337 1
#3)
5-FLUOROUR
ACIL
Acute coronary syndrome
CMUH106- 1903ARGO |Followup| #1) MK-3475 Malignant neoplasm
42. 2019/2/25 ) 13 A
REC3-121 00465 12 Study progression
Septic shock
CMUH106- 1906 TURO |Followup| #1) MK-3475 ) o
43. 2019/5/30 Adrenal insufficiency 13| A
REC3-121 04569 2 Study
CMUH106- 1904CANO |Followup| #1) MK-3475 Pneumonitis
44, 2019/4/22 23 [ A
REC3-121 11084 4 Study Adrenal insufficiency
Acute coronary syndrome
CMUH106- 1903ARGO Followup| #1) MK-3475 Malignant neoplasm
45, 2019/2/25 ] 13 A
REC3-121 00465 13 Study progression
Septic shock
CMUH106- 1904TURO |Followup| #1) MK-3475 Myocarditis
46. 2019/4/3 ] 1231 A
REC3-121 05239 7 Study Diarrhoea
CMUH106- 1906 TURO |Followup| #1) MK-3475 ) o
47, 2019/5/30 Adrenal insufficiency 13| A
REC3-121 04569 3 Study
#1) MK-3475
CMUH106- 1905TURO |Followup Study Food poisoning
48. 2019/5/6 ) 13| A
REC3-121 03771 9 #2 ) BLINDED Fatigue
THERAPY
Drug-induced liver injury
CMUH106- 1905ARGO |Followup| #1) MK-3475 )
49, 2019/4/24 Ductal adenocarcinomaof | 1.3 | A
REC3-121 02484 12 Study
pancreas
Ductal adenocarcinoma of
CMUH106- 1905ARGO |Followup| #1 ) MK-3475
50. 2019/4/24 pancreas 13| A
REC3-121 02484 13 Study ) S
Drug-induced liver injury
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#1) MK-3475
CMUH106- 1906HUNO |Followup Study Staphylococcal sepsis
51. 2019/6/4 13 ] A
REC3-121 04996 3 #2 ) BLINDED | Hepatic enzyme increased
THERAPY
Acute coronary syndrome
CMUH106- 1903ARGO |Followup| #1) MK-3475 Malignant neoplasm
52. 2019/2/25 ) 13 A
REC3-121 00465 14 Study progression
Septic shock
CMUH106- 1906 TURO |Followup| #1) MK-3475 adrenal insufficiency
53. 2019/5/9 13| A
REC3-121 04569 4 Study [Adrenal insufficiency]
#1) MK-3475
CMUH106- 1906HUNO |Followup Study Staphylococcal sepsis
54, 2019/6/4 N 13 A
REC3-121 04996 4 #2 ) BLINDED Hepatitis
THERAPY
CMUH106- 1906 TURO #1) MK-3475
55. 2019/5/14 Initial Hypersensitivity 2 A
REC3-121 05831 Study
[iR] RRTIH -
QR #F i# }i‘ is 1 IE % ﬁ
o
g 2
B > ¢ e FEPF
) [LATa4Fc 2]
1. | CMUH107-REC3-168 | % ?fu"ﬁ )
*aR A 113 pHEp 2019 # 572 28p
(2]
Report domestic SUSAR case:
2. | CMUH106-REC3-078 | k4R | -MFR No.: 1904TWNO009409 (F7)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[ 2>M4F2 ]
*EKEY LA MK3475
3. | CMUH106-REC3-078 | tkirik | *% 224 £ HF !
1. 04-SEP-2018 to 03-DEC-2018
2. 04-DEC-2018 to 03-MAR-2019
4. | CMUH106-REC3-081 | £ 474 | [## % >R+ ]
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R EL LA Ipatasertib
*E pMHFL YR 2018 £ 87 9p 1 2019 & 2 7
8 p

CMUH107-REC3-041

[ 2142 ]

R E 5 AL ACZ885

*% AR A Y 0107 £ 04 0 0L p & 107 # 09 ¥
30 p

*% AR A 0107 £ 10 ¢ 01 p & 108 & 03 ¥
31 p

CMUH105-REC3-093

5k VAL

[ 242 ]
*iRE% B LA T MK34T75
R JE T S
1. 04-SEP-2018 to 03-DEC-2018
2. 04-DEC-2018 to 03-MAR-2019

CMUH106-RECS-121

LI

T 2TRE 2 PAFEL

PEMBROLIZUMAB BLINDED SERIOUS ADVERSE
REACTION LINE LISTING REPORT (SAR LLR)
Reporting Period:

1. 04-SEP-2018 to 03-DEC-2018 (+ 1103 F)

2. 04-DEC-2018 to 03-MAR-2019 (+ 1016 F)

CMUH107-REC3-118

[z % 244 ]

R F 4 4L 1 EG12014 (EirGenix Trastuzumab)
ZrMFLYF 201880 10p 22019227 9
2

(#&]

i % - Development Safety Updated Report (#1,
10Feb2018-09Feb2019)

CMUH105-REC3-029

L

[222542%85])] 2% 2442 (CSR)
Version 1.0, Jan 11,2019

10.

CMUH106-REC3-054

\;;
=
#

(GETEETEED |
*iEkoh E P L AL T MK3475
*E PR LHPEF
1. 04-SEP-2018 to 03-DEC-2018
2. 04-DEC-2018 to 03-MAR-2019

11.

CMUH105-REC3-108

[z % 2144 ]
*:k% ¥4 4L ¢ Ipilimumab & Nivolumab
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*E rMHAREHEF
Ipilimumab: 107 # 04 * 04 p % 108 # 04 * 03 p
Nivolumab: 107 # 07 ®» 04 p % 108 # 01 *» 03 p

12.

CMUH107-REC3-121

(EE R SR

*&5% E 4 ¢ 4L : Benralizumab (MEDI-563)

*g p ML HREF 2018 7% 30p % 2019 & 17
29 p

*g p ML HREF 2019# 17 30p % 2019 &£ 5 7
13 p

13.

CMUH106-REC3-078

HdR iR

[H&]
Report domestic SUSAR case:
-MFR No.: 1906 TWNO006811 (1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

14.

CMUH107-RECS3-091

[#«] -DSMB
¢ S PFRF 108 & 06 7 20 p

15.

CMUH106-REC3-010

[H=]

% X 4(Note to file):
1.Note to File_W039210_Global_May-2019
2.Note to File_ W039210 Global_1stJul-2019

16.

CMUH106-REC3-078

iR

[#%=]
Report domestic SUSAR case:
-MFR No.: 1906 TWN006811 (F1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

17.

CMUH106-REC3-072

[Fk*%4F2 % 4]
*5 A p 1 V1.0 27 June 2019

18.

CMUH107-RECS3-103

[z % 242 ]

5 % 4 ¢ 4i : Osimertinib (AZD9291)

Z ML A 2018 11 % 13 p 2 2019 # 5 2
12 p

19.

CMUH106-RECS3-111

LG
¢
ok

[z % 2144 ]

*Eok E 4 AL T lanalumab

*x rMARLHAE 1072 10% 01 p 2 108 &£ 03 ¢
31 p

20.

CMUH106-REC3-061

[ 25425 3])
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* A p # V1.0 27 June 2019

[#&]
*nox o HiERP B R(TPVGH)SUSAR £
CIOMS Report: 1901TWNO010353 Report Type:
21. | CMUH105-REC3-093 | % -“#% | Follow Up 8 SAE Criteria: INVOLVED OR
PROLONGED INPATIENT HOSPITALISATION
SAE Term: Hypokalemia [Hypokalaemia]/ pneumonia
[Pneumonia]

[Fx=+5%F24% 3]
22. | CMUH105-REC3-055 | &3 & | *3< 4 p # : (18728; X-PRESS study; Version 2.1, 13
DEC 2018)

[L]) B H o

FRRHVEFLR (%)
fHd o RRER (%)
EFRR >~ dtg (19 354)

bl
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