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#1) MK-3475
Study (Code not
broken)
1809CHNO [Followup #2) ]
1. [CMUH106-| 2018/9/19 Bone marrow failure 2.3 A
10584 3 CISPLATIN
REC3-078
#3)
5-FLUOROUR
ACIL
febrile netropenia [Febrile
#1) MK-3475 neutropenia]
Study (Code not typhlitis [Colitis]
broken) Deep vein thrombosis
1808ESPO0 [Followup #2) [Deep vein thrombosis]
2. | CMUH106-| 2018/8/3 ) 13| A
6141 9 CISPLATIN pulmonary embolism
REC3-078 .
#3) [Pulmonary embolism]
5-FLUOROUR Malignant neoplasm
ACIL Progression [Malignant
neoplasm progression]
Alanine aminotransferase
increased [Alanine
#1) MK-3475 aminotransferase
Study (Code not increased]
broken) Aspartic aminotransferase
1809CHNO |Followup #2) increased [Aspartate
3. | CMUH106- | 2018/9/18 ) 23 | A
10788 4 5-FLUOROUR aminotransferase
REC3-078 .
ACIL increased]
#3) Myelosuppression [Bone
CISPLATIN marrow failure]
Pulmonary infection [Lung
infection]
107 # 12 % 20 p % 16 7% 29 |




=S

8 F R

FPR-ERF

P?L"

- 2

—

L= x

2% R
FHRERE

€§"$ﬁiﬁ€

(Lt Jeix)

& M3

L P

X >R
2 S

=i -

"r‘fz‘&

=
.

A

i
4o

CMUH106-
REC3-078

2018/11/2

1811JPNOO
2541

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
ACIL
#3)
CISPLATIN

Decreased appetite

Hyponatraemia

2.3

CMUH106-
REC3-078

2018/11/2

1811JPNOO
2541

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
ACIL
#3)
CISPLATIN

Decreased appetite

Hyponatraemia

2.3

CMUH106-
REC3-078

2018/11/2

1811JPNOO
2541

Followup
3

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
ACIL
#3)
CISPLATIN

Hyponatraemia

Decreased appetite

2.3

CMUH106-
REC3-078

2018/8/20

1809FRAO
10243

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Duodenitis

2.3
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Pulmonary infection [Lung
infection]
#1) MK-3475 | Alanine aminotransferase
Study (Code not increased [Alanine
broken) aminotransferase
1809CHNO |Followup #2) increased]
8. | CMUH106- | 2018/9/18 ) ) 23 [ A
10788 5 5-FLUOROUR | Aspartic aminotransferase
REC3-078 )
ACIL increased [Aspartate
#3) aminotransferase
CISPLATIN increased]
Myelosuppression [Bone
marrow failure]
#1) MK-3475
Study (Code not
broken)
1811GTMO |Followup #2) ]
9. | CMUH106- | 2018/10/25 Anaemia 23 | A
04097 1 CISPLATIN
REC3-078
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study (Code not
broken)
1811JPNOO | Followup #2) Hyponatraemia
10. | CMUH106- | 2018/11/2 ) 23 [ A
2541 4 5-FLUOROUR Decreased appetite
REC3-078
ACIL
#3)
CISPLATIN
107 # 12 % 20 p % 18 F % 29 |
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#1) MK-3475
Study (Code not
broken)
1809FRAQ (Followup #2) .
11. [ CMUH106- | 2018/8/20 Duodenitis 23 [ A
10243 3 CISPLATIN
REC3-078
#3)
5-FLUOROUR
ACIL
1.
1.
DURVALUMA
FEBRILE
B(DURVALUM
NEUTROPENIA (Febrile
AB) .
) neutropenia)
' 2. IMMOUNOTHERAPY
CMUH106- 2018SE961 |follow up| TREMELIMU 1,2,
12. 2018/7/20 RELATED A
REC3-122 76 5 MAB 3
3 DISSEMINATED
' INTRAVASCULAR
CARBOPLATI
N COAGULOPATHY
A (Disseminated
' intravascular coagulation)
PEMETREXED
« Ipatasertib
Abiraterone
CMUH106- Follow Acetate + Metabolic acidosis
13. 2018/2/15 | 2076532 1231 A
REC3-081 up 3 . + HYPERGLYCEMIA
METICORTEN
(PREDNISONE
)
107 # 12 » 20 p % 19 F % 29 |
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« Ipatasertib
Abiraterone
CMUH106- Follow Acetate + Metabolic acidosis
14, 2018/2/15 | 2076532 131 A
REC3-081 up 4 . + HYPERGLYCEMIA
METICORTEN
(PREDNISONE
)
- Ipatasertib
Abiraterone « Alanine
CMUH106- Follow ) )
15. 2018/6/27 | 2142425 Acetate aminotransferase increased | 2 A
REC3-081 up 2
+ Maculopapular rash
PREDNISOLO
NE
Ipatasertib
Abiraterone
CMUH106- Follow
16. 2018/7/3 | 2150669 Acetate DEATH 1 A
REC3-081 up 1
PREDNISONE
Ipatasertib
Abiraterone )
CMUH106- Follow Acute myocardial
17. 2018/7/3 | 2150669 Acetate 1 A
REC3-081 up 2 infarction
PREDNISONE
Ipatasertib
Abiraterone
CMUH106- N
18. 2018/7/1 | 2171933 Initial Acetate Acute coronary syndrome | 2 A
REC3-081
PREDNISONE

107 # 12 % 20 p
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CMUH106-
REC3-081

2018/6/27

2142425

Follow

up 1

« Ipatasertib
Abiraterone
Acetate

PREDNISONE

+ Alanine
aminotransferase increased

+ Maculopapular rash

20.

CMUH106-
REC3-081

2018/7/1

2171933

Follow

up 1l

- lpatasertib

Abiraterone

Acetate

PREDNISONE

Acute coronary syndrome

21.

CMUH106-
REC3-078

2018/10/25

1811GTMO
04097

Followup
2

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

Anaemia

2.3

22.

CMUH106-
REC3-078

2018/11/2

1811JPNOO
2541

Followup
5

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

Hyponatraemia

Decreased appetite

2.3

23.

CMUH106-
REC3-078

2018/11/2

1811JPNOO
2541

Followup
6

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

Decreased appetite

Hyponatraemia

2.3

107 # 12 % 20 p




# AEERRFRFAL REL R 5% $LLR ¢
FR-ER¥LZZF 3 ERESH PR
B X >R (IR L
rAESMEL|F A p Y R E A ANES Y AT
5 § 05 2 %5 | wl I
#1) MK-3475
Study
#2) )
CMUH106- 1811GTMO Neutrophil count decreased
24. 2018/11/16 Initial CISPLATIN ) ) 2.3 A
REC3-078 08290 Cerebral ischaemia
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2)
CMUH106- 1811GTMO |Followup )
25. 2018/10/25 CISPLATIN Anaemia 2.3 A
REC3-078 04097 3
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) .
CMUH106- 1811GTMO |Followup Neutrophil count decreased
26. 2018/11/16 CISPLATIN ) ] 2.3 A
REC3-078 08290 1 Cerebral ischaemia
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Pneumonia
Study
i) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
27. 2018/9/18 5-FLUOROUR 2.3 A
REC3-078 10788 6 Bone marrow failure
ACIL ]
Aspartate aminotransferase
#3) ]
increased
CISPLATIN
#1) MK-3475 _
Pneumonia
Study ) )
42) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
28. 2018/9/18 5-FLUOROUR ) 2.3 A
REC3-078 10788 7 Bone marrow failure
ACIL _
Aspartate aminotransferase
#3) _
increased
CISPLATIN
107 # 12 * 20 p % 22 F % 29 F
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#1) MK-3475
Study
#2) )
CMUH106- 1811GTMO |Followup Neutrophil count decreased
29. 2018/11/16 CISPLATIN ) ) 2.3 A
REC3-078 08290 2 Cerebral ischaemia
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Pneumonia
Study
#2) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
30. 2018/9/18 5-FLUOROUR 2.3 A
REC3-078 10788 8 Bone marrow failure
ACIL )
Aspartate aminotransferase
#2) .
increased
CISPLATIN
#1) MK-3475
Study
#2) .
CMUH106- 1811GTMO |Followup Neutrophil count decreased
31. 2018/11/16 CISPLATIN ) ] 2.3 A
REC3-078 08290 3 Cerebral ischaemia
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2)
CMUH106- 1811GTMO |Followup )
32. 2018/10/25 CISPLATIN Anaemia 2.3 A
REC3-078 04097 4
#3)
5-FLUOROUR
ACIL
#1) MK-3475 _
Pneumonia
Study ) )
42) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
33. 2018/9/18 5-FLUOROUR ) 2.3 A
REC3-078 10788 9 Bone marrow failure
ACIL _
Aspartate aminotransferase
#3) _
increased
CISPLATIN
107 # 12 * 20 p % 23 F ¥ 29 F
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#1) MK-3475
Study
#2) _
CMUH106- 1811JPNOO |Followup Decreased appetite
34. 2018/11/2 5-FLUOROUR ) 23 [ A
REC3-078 2541 7 Hyponatraemia
ACIL
#3)
CISPLATIN
1.
1.
DURVALUMA
FEBRILE
B(DURVALUM
NEUTROPENIA (Febrile
AB) .
) neutropenia)
' 2. IMMOUNOTHERAPY
CMUH106- 2018SE961 |follow up| TREMELIMU 1,2,
35. 2018/7/20 RELATED A
REC3-122 76 6 MAB 3
3 DISSEMINATED
' INTRAVASCULAR
CARBOPLATI
N COAGULOPATHY
s (Disseminated
' intravascular coagulation)
PEMETREXED
#1) MK-3475
Study creatinine increased [Blood
#2) creatinine increased]
CMUH106- 1809TWNO|follow up ) )
36. 2018/9/12 CISPLATIN sepsis [Sepsis] 23| A
REC3-078 06183 9 )
#3) Hypokalemia
5-FLUOROUR [Hypokalaemia]
ACIL
% 24 F % 29 |
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37.

CMUH105-
REC3-093

2018/10/22

1810USAO0
11286

Initial

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Axitinib) Tablet

dyspnea [Dyspnoea]

1,3

38.

CMUH105-
REC3-093

2018/10/22

1810USAO0
11286

Follow

up 1

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Axitinib) Tablet

dyspnea [Dyspnoea]

1,3

39.

CMUH105-
REC3-093

2018/10/22

1810USA0
11286

Follow

up 2

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Axitinib) Tablet

respiratory failure

[Respiratory failure]

1,3
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB
CMUH105- 1810USAO0 | Follow respiratory failure
40. 2018/10/22 (3475 _ _ 1,3 A
REC3-093 11286 up 3 [Respiratory failure]
SOLUTION
FOR
INJECTION
STUDY)
(Axitinib) Tablet
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB Anaemia [Anaemia]
41. CMUROS- 2018/5/16 1806BRAD| Follow (3475 Fecal blood 2,3 A
REC3-093 00821 up 4 )
SOLUTION [Haematochezia]
FOR
INJECTION
STUDY)
(Axitinib) Tablet
(k] FRPHE -
x FREEAER
21
L33 § R e FRPE
(GEIEIEI LIS |
*E% ¥4 A ¢ Nivolumab
*E rMARLPHEF 2016 F 12 7 15 p 1 2017
1. | CMUHI105-REC3-048 | £ 1 = | # 06 * 14 p
*% pMHEARLHEF 2017 £ 062 15 p 3 2017
£ 127 14 p
THARL P 2017 £ 12 % 15 p 1 2018
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CMUH105-RECS-124

(GEIREYELIEY

*RBk 4 4L ¢ Rotarix 444563

*E AR L B R I2018 £ 05 % 01 p
£10 7 31F
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i 2018

CMUH107-REC3-004

[Pz 242 ]

*E rMARL PR 02018 £ 17 13 p
£71120p

[ % 2442 ]

*E% F 5 LA 0 Tremelimumab

*E rMARLHPRE 02018 £ 17 13 p
£7112p

#E

*E%k E 4 4 - MEDI4736(Durvalumab)

3 2018

3 2018

CMUH107-REC3-004

)

WRIE %
=1 | w4 p 9 : 26 October 2018

CMUH106-REC3-121

[#]
Report domestic SUSAR case:
% ?ﬁi% -MFR No.: 1809TWN001024 (FUG6)

Hospitalization

-Serious criteria: Involved or Prolonged Inpatient

CMUH106-REC3-078

[#]
Report domestic SUSAR case:
4=k | -MFR No.: 1805TWN009093 (1)

Hospitalization

-Serious criteria: Involved or Prolonged Inpatient

CMUH106-REC3-094

[La7a454 £p ]

ki
\L
K

*p #p 107 & 10 ¥

*u & Addendum 1 Edition 9 - October 2018

CMUH105-REC3-096

[z#px 2p3p2)

*E pMHIRAHREF 2016 F 10 7 01 p
£ 127" 31 P

*ix A 1 04Jan2017

*E pMHARAHRE 12017 £ 017 01 p

I &

*:f% % 4~ AL © Darolutamide (ODM-201)

1 2016

1 2017
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a1 17Apr2017

*E rPAFLBEF 2017 £ 047 01 p
£ 067 30F

* A 11Jul2017

*¥ > PAFLBEF 2017 £ 07 7 01 p
#0977 30F

*u & 1 160ct2017

*¥ > PAFLBHF 2017 £ 107 01 p
#1207 31 p

A 1 24Jan2018

=L

=L

=L

2017

2017

2017

CMUH105-REC3-096

I 4&

[z % 242 ])

*:&% &4 ¢4 : Darolutamide (ODM-201)

*% > MARL WA 12018 01 7 01 p
£037 31p

*ig 4 1 17Apr2018

* pMARL HRF 12018 £ 04 0 01 p
£06 % 30 P

*4% 4 1 13Jul2018

*% pP4F L YA 12018 & 07 7 0L p
£09 % 30 P

*i% & 150ct2018

z
=L

z
=L

£
=L

2018

2018

2018
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CMUH106-REC3-017

ENLE-

[ % 2H3F2]

*:RER E H AL 1 MOD-4023

*% 2 MARA 2017 £ 09 7 16 p
£09* 15

=L

2018

11.

CMUH106-REC3-01
8

T
\1_
t

[z % 24 ]

*@oRE S LA © Olaparib

*x pMAFLWEF 2017267 16 P
&£ 127 15 7p

*E > PAFLHPEF 2017 £ 127 16 P
#£6°7 15p

2017

2018
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