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CMUH105 CA2022G | . Cardiovascular
1. 2021/11/30 Initial GSK1437173A ] land 2 |A
-REC1-057 SK006202 Disorder
#1)
ENZALUTAMIDE;PL
ACEBO (Code not death due to
CMUH102 202200332 |Follow-up |broken) unknown cause
2. 2022/1/29 ) A
-REC1-068 900 2 #2 ) *Leuprorelin [Unknown cause
Acetate of death]
(LEUPRORELIN
ACETATE) Unknown
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#1) Enzalutamide
(ENZALUTAMIDE)
Death NOS
CMUH102 202200483 [Follow-up [Capsule
3. 2022/3/10 (UNK) [Death |1 A
-REC1-068 443 1 #2)
NOS]
TALAZOPARIB;PLAC
EBO (Code not broken)
follow up
CMUH108 9287002(3 )
4, 2021/12/10 (downgrad |TEPOTINIB Pneumonia 1,3 A
-REC1-139
e)
follow up
CMUH108 9287002(4 )
5. 2021/12/10 (downgrad |TEPOTINIB Pneumonia 1,3 A
-REC1-139
e)
follow up
CMUH108 9287002(5 )
6. 2021/12/10 (downgrad |TEPOTINIB Pneumonia 1,3 A
-REC1-139 )
e)
follow up
CMUH108 9287002(6
7. 2021/12/10 (downgrad |TEPOTINIB Pneumonia 1,3 A
-REC1-139
e)
followup [TEPMETKO(Tablet),0
CMUH108 9287002(7
8. 2021/12/10 (downgrad |SIMERTINIB(OSIME [Pneumonitis 1,3 A
-REC1-139 )
e) RTINIB)
202001385
CMUH107
9. 2020/1/21 (19 4 follow up 4 [Niraparib 1.Weakness 23 A
-REC1-189
Blinded
202001385
CMUH107 o
10. 2020/1/21 (19 5 follow up 5 [Niraparib 1.Weakness 23 A
-REC1-189
Blinded
202005363
CMUH107 96_6 ) ) 1.NEUTROPEN
11. 2020/4/10 | follow up 6|Niraparib 2 A
-REC1-189 Blinded 1A
(EV)
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202101005
CMUH107 70_4 ) _
12. 2020/12/30 follow up 4 [Niraparib 1.ANEMIA 23 A
-REC1-189 Blinded
(EV)
202103317
CMUH107 70_3
13. 2021/3/13 | follow up 3|Niraparib 1.ANEMIA 23 A
-REC1-189 Blinded
(EU)
202204297
CMUH107 o 1.SUDDEN
14, 2020/4/10 (02_1 follow up 1 |Niraparib 1 A
-REC1-189 DEATH
Blinded
#1 ) MK-3475 Study
(Code not broken)
#2 ) PACLITAXEL
CMUH107 2205FRA0 #3 ) DOXORUBICIN
15. 2021/9/11 Initial Death 1 A
-REC1-174 00934 #4 ) EPIRUBICIN
#5)
CYCLOPHOSPHAMI
DE
#1) MK-3475 Study
(Code not broken)
#2 ) PACLITAXEL
CMUH107 2205FRA0
16. 2021/9/11 Followup 1]#3 ) EPIRUBICIN Death 1 A
-REC1-174 00934
#4)
CYCLOPHOSPHAMI
DE
#1) MK-3475 Study
(Code not broken)
#2 ) PACLITAXEL
CMUH107 2205FRA0
17. 2021/9/11 Followup 2 |#3 ) EPIRUBICIN Death 1 A
-REC1-174 00934
#4)
CYCLOPHOSPHAMI
DE
111206 * 22 p % 37T B x 47T |
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#1 ) MK-3475 Study
(Code not broken)
#2 ) EPIRUBICIN
CMUH107 2205FRA0Q
18. 2021/9/11 Followup 3|#3) Death 1 A
-REC1-174 00934
CYCLOPHOSPHAMI
DE
#4 ) PACLITAXEL
CMUH108 2204DEU0 #1) MK-3475 Study  |Unknown cause
19. 2022/3/31 Followup 4 1 A
-REC1-036 01068 (Code not broken) of death [Death]
Malignant
CMUH110 2204NORO
20. 2022/4/22 Followup 1|#1 ) MK-4280A neoplasm 1,23 |A
-REC1-157 09030 _
progression
CMUH110 2205TURO Pulmonary
21. 2022/4/28 Followup 1]#1 ) REGORAFENIB 2,3 A
-REC1-157 00597 embolism
CMUH110 2204GBRO Infusion related
22. 2022/4/22 Followup 2 |#1 ) MK-4280A 237 |A
-REC1-157 08325 reaction
CMUH110 2205TURO Pulmonary
23. 2022/4/28 Followup 2 |#1 ) REGORAFENIB 2,3 A
-REC1-157 00597 embolism
Colitis
CMUH110 2204GBRO
24, 2022/4/13 Followup 3 |#1 ) MK-4280A Rectal 13 A
-REC1-157 06005 )
perforation
CMUH110 2204GBRO Infusion related
25. 2022/4/22 Followup 3 |#1 ) MK-4280A 2,3 A
-REC1-157 08325 reaction
Colitis
CMUH110 2204GBRO
26. 2022/4/13 Followup 4 |#1 ) MK-4280A Rectal 1,3 A
-REC1-157 06005 _
perforation
CMUH110 2205TURO Pulmonary
27. 2022/4/28 Followup 3|#1 ) REGORAFENIB 123 |A
-REC1-157 00597 embolism
CMUH110 2204GBRO Infusion related
28. 2022/4/22 Followup 4 |#1 ) MK-4280A ) 2,3 A
-REC1-157 08325 reaction
CMUH110 2205GBRO| )
29. 2022/5/9 Initial #1 ) REGORAFENIB |Pyrexia 2,3 A
-REC1-157 03183
111 # 06 » 22 p % 38 F % 47T |
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Septic shock
Pancytopenia
#1) TRIFLURIDINE
CMUH110 2204CHLO Hypovolaemic
30. 2022/4/8 Followup 4|(+) TIPIRACIL 1,237 |A
-REC1-157 06111 shock
HYDROCHLORIDE
Urinary tract
infection
CMUH110 2204GBRO Infusion related
31 2022/4/22 Followup 5 |#1 ) MK-4280A 2,3 A
-REC1-157 08325 reaction
Rectal
CMUH110 2204GBRO )
32. 2022/3/30 Followup 5 |#1 ) MK-4280A perforation 1,3 A
-REC1-157 06005 N
Colitis
Septic shock
#1) TRIFLURIDINE [Pancytopenia
CMUH110 2204CHLO ]
33. 2022/4/8 Followup 5|(+) TIPIRACIL Urinary tract 1,2,37 |A
-REC1-157 06111
HYDROCHLORIDE [infection
Septic shock
CMUH110 2205TURO Pulmonary
34. 2022/4/28 Followup 4 |#1 ) REGORAFENIB 1,23 |A
-REC1-157 00597 embolism
Urinary tract
infection
#1) TRIFLURIDINE
CMUH110 2204CHLO Hypovolaemic
35. 2022/4/8 Followup 6 |(+) TIPIRACIL 1,23 |A
-REC1-157 06111 shock
HYDROCHLORIDE ]
Septic shock
Pancytopenia
CMUH110 2205GBRO )
36. 2022/5/15 Followup 1]#1 ) REGORAFENIB [Chest pain 2,3 A
-REC1-157 04783
Rectal
CMUH110 2204GBRO )
37. 2022/3/30 Followup 6 |#1 ) MK-4280A perforation 1,3 A
-REC1-157 06005 N
Colitis
Rectal
CMUH110 2204GBRO )
38. 2022/3/30 Followup 7 |#1 ) MK-4280A perforation 1,3 A
-REC1-157 06005 _
Diarrhoea
CMUH110 2205GBRO
39. 2022/5/15 Followup 2 |#1 ) REGORAFENIB |Chest pain 2,3 A
-REC1-157 04783
111 # 06 * 22 p % 39 F % 47T |
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Urinary tract
infection
#1) TRIFLURIDINE
CMUH110 2204CHLO Hypovolaemic
40. 2022/4/8 Followup 7|(+) TIPIRACIL 1,23 |A
-REC1-157 06111 shock
HYDROCHLORIDE
Septic shock
Pancytopenia
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- QUARTERLY SUMMARY REPORT 01 DEC 2020
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to 28 FEB 2021
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- QUARTERLY SUMMARY REPORT 01 MAR
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Serious Adverse Reactions (SUSARs)
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Alafenamide (SYMTUZA® )
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*% > HER 4 ¥ R 21 September 2021 to 20 March
2022*3.Development Safety Update Report No. 3
Executive Summary JNJ-73763989
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