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FU2

Nivolumab vs

Placebo

Rectal neoplasia

34.

CMUH108-
REC3-098

2020/5/17

2005ARGO
06907

Followup

9

#1 ) MK-3475
Study (Code not
broken)

#2)
ENZALUTAMI
DE

increased
Hypokalaemia
Septic shock

Aspartate aminotransferase

1,3
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35.

CMUH108-
REC3-098

2020/7/10

2007COLO
06108

Followup

11

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Pneumonia bacterial

2,3

36.

CMUH108-
REC3-098

2020/5/17

2005ARGO
06907

Followup

10

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Aspartate aminotransferase

increased
Hypokalaemia
Septic shock

13

37.

CMUH108-
REC3-098

2020/8/18

2008POLO1
0953

Followup

8

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Hepatitis

1,3

38.

CMUH108-
REC3-098

2020/7/10

2007COLO
06108

Followup

12

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Pneumonia bacterial

2,3

39.

CMUH108-
REC3-098

2020/6/30

2007USA0
01269

Followup

5

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE
#3 ) ELIGARD

Suicidal ideation

2,3

109 # 11 * 19 p
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40.

CMUH108-
REC3-098

2020/8/18

2008POLO1
0953

Followup

9

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Hepeatitis

1,3

41.

CMUH108-
2020/6/24
REC3-058

2006ESPO1
0893

Followup
4

#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
#3 ) clavulanic
acid (clavulanic
acid) 125
milligram
#4)
amoxicillin
(amoxicillin)

875 milligram

chlostridium difficile septic
shock [Clostridial sepsis]
Pseudomembranous colitis

[Pseudomembranous

colitis]

1.3

42.

CMUH108-
REC3-058

2020/10/14

2010ISR0O0
7303

Initial

#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION

Pericarditis [Pericarditis]

109 # 11 * 19 p
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#1 ) MK-3475
CMUH106- 1902ARGO |Followup Malignant neoplasm
43. 2019/2/21 Study (Code not 1,3 A
REC3-121 10804 8 progression
broken)
#1 ) MK-3475 Myopathy
CMUH106- 2001TURO |Followup | Study (Code not Chronic obstructive
44, 2019/12/30 23| A
REC3-121 09775 12 broken) pulmonary disease
#2 ) PREDNOL Hyperglycaemia
#1 ) MK-3475 Myopathy
CMUH106- 2001TURO Followup | Study (Code not Chronic obstructive
45. 2019/12/30 23| A
REC3-121 09775 13 broken) pulmonary disease
#2 ) PREDNOL Hyperglycaemia
#1 ) MK-3475 Myopathy
CMUH106- 2001TURO Followup | Study (Code not Chronic obstructive
46. 2019/12/30 23| A
REC3-121 09775 14 broken) pulmonary disease
#2 ) PREDNOL Hyperglycaemia
#1 ) MK-3475 Myopathy
CMUH106- 2001TURO |Followup | Study (Code not Chronic obstructive
47, 2019/12/30 23| A
REC3-121 09775 15 broken) pulmonary disease
#2 ) PREDNOL Hyperglycaemia
#1 ) MK-3475
CMUH106- 2008TURO [Followup
48. 2020/2/17 Study (Code not Pneumonitis 131 A
REC3-121 13820 6
broken)
Disseminated intravascular
#1 ) MK-3475
CMUH106- 1905TURO [Followup coagulation
49. 2019/5/6 Study (Code not 2,3 A
REC3-121 03148 23 Pleural effusion
broken)
Fatigue
#1 ) MK-3475
CMUH106- 2008TURO [Followup
50. 2020/2/17 Study (Code not Pneumonitis 1,3 A
REC3-121 13820 7
broken)
COETETE
109 # 11 * 19 p % 34 F % 36 F
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CMUH108-REC3-083

¥ i

(e % 2487 ]

*E% ¥ ¢4 ¢ Etrasimod 2mg/ tablet

MIEFLHF 109F04 2 01 p 2 109# 06" 30
AR LHEF D109 & 03 02p % 109 % 08 % 30 P

CMUH107-REC3-090

Lt

*F RMAFA PR 109 & 07 0 01l p I 109 & 09 * 30 p
(G IEIEIEE S |

%5 % 14 ALECENSA/ALECTINIB/RO5424802
PHARLYEF 2020 E& 1 40 % 2020& 70 3¢

B

CMUH107-REC3-091

wEM

*MoF 1 Bt SUSAR-INVOLVED OR

PROLONGED INPATIENT HOSPITALISATION (MFR
CONTROL NO. S19013585; NO. S19001285; NO. S19005601;
NO. S19010841; NO. S19010427)

CMUH108-REC3-029

[z 2R 2]
*ix5 % L4 1 LEEO11
*% pfEdp 2 #pFF 12019 £ 04 01 p X 2020 & 03 * 31 p

CMUH106-REC3-073

N
ﬂm
#

(2]
*m % 1 Aggregate Finding Safety Report for Ribociclib
(LEEO11) (Dated: 02-Oct-2020)
(EIEIEICE 2
*HEE L L4 0 LEEO1]
*E MR LHPEF 109 E 047 01 p 3 109# 09 % 30 P

CMUH109-REC3-145

34 &

(<% 2134 ]
*3 5% % 4~ &4 * Niraparib /Abiraterone
Niraparib Gap pack SDA25099615
*E PMARL G D109 E 07 Y 08 p 2 109 10 % 27
Abiraterone Acetate Gap pack SDA25099615
*E MR L G D109 & 07 Y 08P % 109EF 102 27 P

CMUH105-REC3-112

o

[z 248 2]
*ps E L4 LCZ696
*% D {2AR L HF 109 E 047 01 P I 109 & 09 30 B

CMUH107-REC3-041

Lt

[z 248 2]
W E Y AL ACZSSS
*% D {2AR L HF 109 E 047 01 P I 109 & 09 30 B

(%] P LA -
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