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2008POLO1
0953

Followup
19

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION
STUDY)

Drug-induced Liver Iniury

[Drug-induced liver injury]

1.3
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2008POLO1
0953

Followup
20

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION
STUDY)

Drug-induced Liver Iniury

[Drug-induced liver injury]
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#1) MK-3475
Study (Code not
broken) Hepatic failure [Hepatic
#2) failure]
CMUH108- 2005ARGO |Followup| ENZALUTAMI | SEPTIC SHOCK [Septic
3. 2020/5/17 13| A
REC3-098 06907 24 DE (3475 shock]
SOLUTION HYPOKALEMIA
FOR [Hypokalaemia]
INJECTION
STUDY)
] CHOLANGITIS
Ipatasertib
DIARRHEA
CMUH106- Follow | PREDNISONE
4, 2020/12/27 | 2119826 ] SYNCOPE 1-3] A
REC3-081 up 3 Abiraterone
ACUTE
Acetate
CHOLECYSTITIS
#1) ASP1951
(ASP1951)
Solution for
Infusion
CMUH109- 2021US046 -
5. 2021/11/26 Initial #2) Death [Death] 1 A
REC3-124 321
PEMBROLIZU
MAB
(PEMBROLIZU
MAB) Infusion
#1) ASP1951
(ASP1951)
Solution for
Infusion
CMUH109- 2021US046
6. 2021/11/26 FUl #2) Death [Death] 1 A
REC3-124 321
PEMBROLIZU
MAB
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#1) MK-3475
Study (Code not
broken)
#2)
Decreased platelet count
DOCETAXEL
CMUH108- 2110CHNO |Followup [Platelet count decreased]
1. 2021/10/4 FOR JAPAN 23 [ A
REC3-058 09013 2 Cerebral hemorrhage
(3475
[Cerebral haemorrhage]
SOLUTION
FOR
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
#2) .
thromboembolic event
DOCETAXEL ]
CMUH108- 2103CHNO |Followup [Embolism]
8. 2021/3/1 FOR JAPAN ) o 23 [ A
REC3-058 01484 22 (3475 acute kidney injury [Acute
kidney injur
SOLUTION Y njuy]
FOR
INJECTION
STUDY)
CMUH109- BMS-2021- RELATLIMAB;
9. 2021/12/4 Initial Pneumonitis 2.3 A
REC3-185 133436 NIVOLUMAB
CMUH109- BMS-2021-|follow up|RELATLIMAB; - 1.2
10. 2021/12/4 Pneumonitis A
REC3-185 133436 1 NIVOLUMAB 3
OSIMERTINIB/
CMUH109- 2021A7924 HEART FAILURE 1>
11. 2021/10/27 Initial | CARBOPLATI ) ) A
REC3-048 95 N (Cardiac failure) 2> 3
OSIMERTINIB/
CMUH109- 2021A7924 HEART FAILURE 1>
12. 2021/10/27 FUL | CARBOPLATI o A
REC3-048 95 N (Cardiac failure) 2> 3
Atezolizumab
CMUH109- Follow ] RESPIRATORY
13. 2021/8/10 | 2888804 Tiragolumab 131 A
REC3-081 up 1 INFECTION

NAB-Paclitaxel
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Atezolizumab
CMUH109- Follow ] DISEASE
14. 2021/8/10 | 2888804 Tiragolumab 1:3| A
REC3-081 up 2 PROGRESSION
NAB-Paclitaxel
Atezolizumab
CMUH109- Follow ] RESPIRATORY
15. 2021/8/10 | 2888804 Tiragolumab 1-3] A
REC3-081 up 3 ) INSUFFICIENCY
NAB-Paclitaxel
#1) MK-7339
(olaparib) Tablet
#2)
CMUH108- 2101USAO |Followup| PEMBROLIZU hemolytic anemia
16. 2020/12/9 ) ) 23 | A
REC3-151 07686 23 MAB [Haemolytic anaemia]
(pembrolizumab
) Solution for
injection
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection ) o
Other Serious Criteria:
#2)
Medically Significant
GEMCITABIN )
generalized muscle
CMUH108- 2105CHLO |Followup E (7339
17. 2021/4/27 weakness under the study |2.3.7| A
REC3-151 04463 1 STUDY)
o [Muscular weakness]
(gemcitabine) ]
o Thrombocytopenia
Injection [Thromb ]
rombocytopenia
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
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CMUH108-
REC3-151

2021/7/17

2107IRLOO
7654

Followup
12

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
#3)
GEMCITABIN
E (7339
STUDY)

(gemcitabine)

Injection

Immune Related Cerebral
Haemorhagic Vasculitis

[Central nervous system

vasculitis]
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CMUH108-
REC3-151

2021/4127

2105CHLO
04463

Followup
12

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
(carboplatin)

Injection

generalized muscle

weakness under the study

[Muscular weakness]

Thrombocytopenia

[Thrombocytopenia]

2.3.7
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CMUH108-
REC3-151

2021/10/15

2110COLO
06046

Followup
10

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Pancytopenia

[Pancytopenia]

2.3

21.

CMUH107-
REC3-175

2020/2/28

2020SE308
62

follow up
3

Blinded for

Investigator

1. Immune-mediated

hepatitis
2.Sepsis

22.

CMUH107-
REC3-175

2021/9/10

2021A7333
78

follow up
1

Blinded for

Investigator

Type 2 diabetes

mellitus

2 b
3 b
7:1mp
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Medi
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Event
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1. Hyperglycaemia
2. Polyuria
3. INTERMITTENT (2>
BLURRY VISION (Vision (3 »
) blurred) 7:Imp
CMUH107- 2021A7333|follow up| Blinded for
23. 2021/9/10 _ 4. Headache ortant| A
REC3-175 78 2 Investigator . ]
5. Hyperglycaemia Medi
(Updated event term from [cal
Type 2 Event
diabetes mellitus to
Hyperglycemia.
1. Immune-mediated
CMUH107- 2020SE308 |follow up| Blinded for 1>
24, 2020/2/28 hepatitis A
REC3-175 62 4 Investigator _ 2> 3
2.Sepsis
1. Immune-mediated
CMUH107- 2020SE308 |follow up| Blinded for N 1
25. 2020/2/28 hepatitis A
REC3-175 62 5 Investigator _ 2> 3
2.Sepsis
CMUH107- 2021A7674[follow up| Blinded for MIRIZZI SYNDROME | 1-
26. 2021/10/8 ) - ) A
REC3-175 56 1 Investigator (Biliary obstruction) 2> 3
_ 1. Immune-mediated
CMUH107- 2020SE308 |follow up| Blinded for N 1>
27. 2020/2/28 _ hepatitis A
REC3-175 62 6 Investigator ] 2> 3
2.Sepsis
25
3,
7:IM
2021A1467 _ ~ |PORT
CMUH107- follow up| Blinded for 1.Thrombocytopenia
28. 2021/3/11 88 ) ) ) ) ANT| A
REC3-175 2 Investigator 2.Urinary tract infection
(E7405004) MED
ICAL
EVE
NT
(k) B A -
ey FREGIFAFZ
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CMUH107-REC3-139

[z % 2444 ]

*iE5% & ¢4 : Durvalumab
PUFELHPEF110&10 13p 3

2

*iEok E P 4L Tremelimumab

*H APARAHEF 110012 13 p 3

12 p

110 & 7 7 12

110 # 07 *

CMUH110-REC3-049

[SUSAR % Glid 47 _ = B BIP © [2]
1. 2021-MOR001268-TW_FU2
2.2021-MOR001398-TW_FU2

CMUH107-REC3-118

(#%]
*p % - 6-Month SUSAR Line-Listing
(10Feb2021-09Aug2021)

CMUH109-RECS-152

[z % 2482 ]

*E% E 4 LA 0 Abemaciclib (LY2835219)
g r AR PR 12020 £ 3% 29 p 1 2021 & 9 ¥
28 p

CMUH106-REC3-078

AR

[z 21442 ]
Fé%%ém‘v 24 1 MK3475
THEFELDF
O4-MA-2021 to 03-SEP-2021

CMUH108-REC3-058

(b % 2R ]

Fi&%% Z 4 ¢ # - MK-3475 Pembrolizumab
PHARL Y F2021 203 04p %

2 03 p

2021 & 09

CMUH106-REC3-010

3R VAL

[z % 242 ]

*ik2 F 5 4L Atezolizumab

*X MM LHPFI2021 £ 052 18 p I
517 p

2021 = 11

CMUH109-REC3-131

(2% 240472 ]

*ERE 5 AL Atezolizumab

* rMFLPF 2021 £ 057 18 p I 2021 & 11
P17 p

*Eok E 4 ¢ AL Tiragolumab

*x p ML P RE2021 £ 047 22p 3
P21 p

2021 # 10
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CMUH109-REC3-167

[ % 2id 2]

*EB E 4 AL Osimertinib
* pMEFLHPEF 110#£ 057 13 p
12 p

3110 # 11

11.

CMUH108-REC3-034

[z 242 )
*i%% % 4 1 TOCILIZUMAB

DMFLYREF 2021 # 04 % 11 p % 2021 & 10
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Fiﬁ%&éﬂw & #- * Obinutuzumab

DMARLHEF 2021 & 057 01 p 3 2021 & 10
! 31 p

[z 2242 ]

*E%E AL Osimertinib
*% >PAFLHEF 0 110#£ 057 13 p 3 110 & 11 7
12 p

12. | CMUH109-REC3-048 Eﬁ;;fﬁ

(&R LS
é%ﬁf%frﬂ % # © Ipatasertib

>PFLHPF2021 £ 02 09 p I 2021 & 08
2 08 p

13. | CMUH106-REC3-081 | X 47 £

[z8 % >2442)
14. | CMUH110-REC3-102 | #riRilR | *# 5k # 4 & 4L : MK7902
* 42 # P 13-FEB-2021 to 12-AUG-2021

(%52 % 4]
15. | CMUH108-REC3-129 | + i:_Ia?l *u A - Version 1.0
*pHp 21102 09 % 03 ¢

[z 2142 ]

Pé‘%%é—%*” r'ff?— RV521

*p rMARAHEF 1102040 04p I 110 & 10
103 p

*p pMARAHREF 1102077 04p I 110 & 10
103 p
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(2= 2142 ]
*EB B AL SAR440340(Itepekimab)
17. | CMUH110-REC3-025 | %43 | *% > {+4p2:
SASRT7th (18-Jan-2021 to 17-Jul-2021)
DSUR 5th (18-Jul-2020 to 17-Jul-2021)

[{ATadr 2p]
*u A \Version 9.0 *p #p : December 2021
(2% 22 ]
PF-06482077 CTSUR, date: 10Nov2021
« PNEUMOCOCCAL 13-VALENT CONJUGATE
VACCINE CTSUR, date: 14Jul2021
PF-06482077 CTSUR, date: 10May2021
18. | CMUH110-REC3-089 . « PF-06842433 (c7vPnC) CTSUR, date: 19Mar2021
+ PF-06482077 CIOMS(Mfr. No.: 2020499887) FU?2,
date: 07May2021
+ PF-06482077 CIOMS(Mfr. No.: 2020499887)
INITIAL, date: 18Feb2021
PNEUMOCOCCAL 13-VALENT CONJUGATE
VACCINE CTSUR, date: 14Jan2021
« PF-06482077 CTSUR, date: 10Nov2020
PF-06842433 (c7vPnC) CTSUR, date: 19Sep2020
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