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- ~22A103927(E7404015) patient started capivasertib/placebo, abiraterone on
24Feb2022 for hormone dependent prostate cancer. He has noticed skin rash on

04Mar2022 and started to have fever on 06Mar2022.

= ~the event occurred during the treatment period of this study.The investigator
considered that there was a reasonable possibility of a causal relationship between the
study therapy capivasertib/placebo and the following event: fever and skin rash. After
admission, methylprednisolone as suggested by dermatologist.

=~ RPFHIT AR E AT AP 2V s 5 capisertib. 4.5 » *+ 2022/03/09 4
[(FFE 7L i+FR 2]

-~ %E’ﬁ o

(g8 A% ik ]

PRSI Tl s g sEEs e (G re 1L T

S YRR ERE DU
23 (8RB 17)
1= 2.5 % ivP3?§ﬂ}?i‘ [ER =X iﬁn}?ﬁ‘ AR 433 = X A M2 A disability
5. A% M3d356.7 (Tl WP X AMGE T T.H b (Gacit)
i (%% AD)
A2 BEFEEFBEH LT 2B RACEFB 3 FITARI T DER T H 2

-2
Fo g R Rk

F ‘ , % > AR (4R 2 A S . N
gL (B AP sgw | u o 3 LEH R AT

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

CMUH108- 2112ESPO1 |Followup (3475 Respiratory failure
1| Recs-0sg | 202112127 |16 3 SOLUTION | [Respiratory failure] | 22 | A
FOR
INJECTION
#3)
PREDNISONE
(PREDNISONE
) Tablet
#1) MK-3475
Study (Code not
broken)
)
2. | CMUHI08-| )01 /5q [2007ESPO0(Followup) DOCETAXEL | i s [Diarrhoea] | 23 | A

REC3-058 5060 11 FOR JAPAN
(3475

SOLUTION
FOR
INJECTION

3]
N
ol
=
|+
o
o
by

110 # 04 * 07 p



PRFFARTERRFRAIRRLE G5 =F 440 ¢

-

.

—

T-ERFEXFEHEREE(L RR)

k& S

L P

R e
2 5o

s

Ey- A
5]

g

=
.

" 5

*AFE R

£

CMUH108-
REC3-058

2021/12/27

2112ESPO1
0016

4

Followup

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
#3)
PREDNISONE
(PREDNISONE
) Tablet

Respiratory failure
[Respiratory failure]

2.3

CMUH108-
REC3-058

2021/12/27

2112ESPO1
0016

5

Followup

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
#3)
PREDNISONE
(PREDNISONE
) Tablet

Respiratory failure
[Respiratory failure]

2.3

CMUH108-
REC3-058

2021/12/27

2112ESPO1
0016

Followup

6

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
#3)
PREDNISONE
(PREDNISONE
) Tablet

Respiratory failure
[Respiratory failure]

2.3

CMUH108-
REC3-058

2020/1/30

2007ESPO0
5060

Followup

12

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

#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR

INJECTION

diarrhea [Diarrhoea]

2.3

110 # 04 * 07 p



PRFFARTERRFRAIRRLE G5 =F 440 ¢
L-ERFrXGhEHREEC #R)

-

-F-

AL TN

R e
2 5o

34

&

Ei4

g

| d
=

" 5

*AFE R

£

CMUH108-

REC3-058 2021/12/27

2112ESPO1
0016

Followup
7

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

Respiratory failure
[Respiratory failure]

2.3

CMUH108-

REC3-058 2021/10/4

2110CHNO
09013

Followup
5

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

Decreased platelet count
[Platelet count decreased]
Cerebral hemorrhage
[Cerebral haemorrhage]

2.3

CMUH108-
REC3-098

2020/8/18

2008POLO01
0953

Followup
22

#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

10.

CMUH108-
REC3-098

2020/5/17

2005ARGO
06907

Followup
25

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

Hepatic failure [Hepatic
failure]
SEPTIC SHOCK [Septic
shock]
HYPOKALEMIA
[Hypokalaemia]

1.3

11.

CMUH108-
REC3-098

2022/2/2

2202ITAQO
1416

Followup
2

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

Disease progression
[Disease progression]
Edema [Oedema]

1.4
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#1) MK-3475
Study (Code not
broken) Hepatic failure [Hepatic
#2) failure]
12. | cMUH108- | 20207517 2082§($7G0 Follzogvup EN[Z)éLUTAMI SEPTIC SHOCK [Septic 13 A
REC3-098 (3475 shock]
SOLUTION HYPOKALEMIA
FOR [Hypokalaemia]
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
I #2) Disease progression
13. | CMUH108- | 20227212 | 22021 TAC0 Followup ENZALUTAMIY - 15iceae progression] | 1.4 | A
REC3-098 1416 3 DE (3475 Edema [Oedema]
SOLUTION
FOR
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
22021TA00 | Followup| ENZAL Jrawn | Edema[Oedemal
14. | CMUH108- | 2022/2/2 oflowup y Disease progression 14 | A
REC3-098 1416 4 DE (3475 [Disease progression]
SOLUTION
FOR
INJECTION
STUDY)
Respiratory failure
#1) MK-3475 [Respiratory failure]
Study Infective endocarditis
15. | CMUH108- | 2021/5723 [PHOSTIVNOITOllOWR) [Endocarditis] 237 A
REC3-098 ENZALUTAMI | Platelet count decreased
DE [Platelet count decreased]
URQOSEPSIS [Urosepsis]
#1) MK-7339
(olaparib)
16. | QA1 20201112 [P2015RA nitia #) Pneumonia 13| A
PEMBROLIZU
MAB
#1) MK-7339
(olaparib)
17. ch\ég?(l)gf; 2022/1/2 228(1)55?‘0 Fo”‘;""”p #2) Pneumonia 13| A
PEMBROLIZU
MAB
#1) MK-7339
(olaparib)
18. (:R'\égg'(l)gg 2022/1/2 228(1)55?‘0 Fo”g""”p #2) Pneumonia 13| A
PEMBROLIZU
MAB
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#1) MK-7339
i (olaparib)
19, %'\ég;%gg 2022/1/2 228(1)5’;7“ Fo"g""”p #2) Pneumonia 13| A
PEMBROLIZU
MAB
CISPLATIN/
CMUH107- 2019SF471 |follow up .
20. REC3-139 2019/10/11 82 7 GEMC'IETABIN Hyponatraemia 2,3, A
2,3,
GEMCITABIN 1.Thrombocytopenia  [7:Imp
CMUH107- 2021A7954 - E/ 2.Neutropenia ortant
21. | ‘REca-130 | 202VL2 174, nitial | - ARBOPLATI 3.Pneumonia Medi|
N 4.Anaemia cal
Event
2,3,
DURVALUMA 7:1mp
CMUH107- 2019SE745 [follow up B/ 1.Adrenal insufficiency [ortant
22. REC3-139 201906117 29 6 TREMELIMU 2. Rash (Whole body) | Medi A
MAB cal
Event
2,3,
1.Thrombocytopenia  |7:Imp
CISPLATIN/ :
CMUH107- 2021A7954 [follow up 2.Neutropenia ortant
23. REC3-139 20211172 30 1 GEMCIIETABIN 3.Pneumonia Medi A
4.Anaemia cal
Event
2,3,
1.Thrombocytopenia  [7:Imp
CISPLATIN/ .
CMUH107- 2021A7954 [follow up 2.Neutropenia ortant
24. | REca-139 | 20212 174, 2 | CEMCITABIN 3.Pneumonia Medi|
4.Anaemia cal
Event
DURVALUMA
INFECTIOUS
CMUH107- 2020SF354 |follow up B/
25. REC3-139 2020/10/15 64 3 TREMELIMU P(Eﬁéﬂjl\r:gnl\i!f L3 A
MAB
2,3,
GEMCITABIN 1.Thrombocytopenia  |7:Imp
CMUH107- 2021A7954 [follow up E/ 2.Neutropenia ortant
26. REC3-139 20211172 30 3 CARBOPLATI 3.Pneumonia Medi A
N 4.Anaemia cal
Event
2,3,
GEMCITABIN 1.Thrombocytopenia  [7:Imp
CMUH107- 2021A7954 [follow up E/ 2.Neutropenia ortant
21, REC3-139 2021/8/5 30 4 CARBOPLATI 3.Pneumonia Medi A
N 4.Anaemia cal
Event
CMUH107- 2021A7642 [follow up| DURVALUMA . .
28. REC3-139 2021/10/6 82 ) 5 Type 2 diabetes mellitus | 2,3 | A
CMUH107- 2021A7642 [follow up| DURVALUMA . .
29. REC3-139 2021/10/6 82 3 5 Type 2 diabetes mellitus | 2,3 | A
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CARBOPLATI
CMUH107- 2021A7220|follow up N/ . .
30. REC3.139 | 2021/9/8 23 3 DURVALUMA | Deep veinthrombosis | 2,3 | A
B
1.Nausea
2.LIVER FUNCTION 5 3
DISORDER (Hepatic 7_im’p
CISPLATIN/ function abnormal) :
31. %'\ég;'i% 2019/3/23 2019159E473 fo”oé"’ "P| GEMCITABIN | 3RENAL FUNCTION (380 A
E DISORDER cal
(DISRUPTION OF Event
KIDNEY FUNCTION)
(Renal impairment)
DURVALUMA 1.Stevens-Johnson
CMUH107- 2020SE793 [follow up B/ syndrome
32. REC3-139 2020/6/19 27 4 TREMELIMU 2.Disseminated 231 A
MAB intravascular coagulation
CISPLATIN/ KIDNEY ACUTE
33, | CMUHI0T- | 551 jpy  |2021A0278 Tollow up| e a1 TARIN | FAILURE (Acute kidney | 1,3 | A
REC3-139 21 5 .
E injury)
CMUH107- CN2021003 o JS001 .
34. REC3-066 | 2019/12/18 205 Initial Cisplatin nasal bleeding 2 A
CMUH107- CN2021003 o JS001 .
35. REC3-066 | 2019/12/18 205 Initial Cisplatin nasal bleeding 2 A
#1)Differentiation
CMUH109- ES2021090| . ... syndrome 1-
36. | ReC3-188 | 2021/9/6 | T(p5sy | inifial | LY3410738 #2)Intra-abdominal  [2-3| A
hemorrhage
#1)Possible Differentiation
CMUH109- CA2021090| . ..
37. REC3-188 2021/9/19 08251 initial LY3410738 Syndrome #2)cerebral |13 A
infarcts
#1)Possible Differentiation
CMUH109- CA2021090|follow up
38. REC3.188 | 2021/9/19 08251 1 LY3410738 Syndrome #2)cerebral |1 ~3| A
infarcts
CMUH109- FR2021100 |follow up
39. REC3-188 2021/10/1 00497 1 LY3410738 #1)Death 1 A
#1)Differentiation
i syndrome, Grade 3
40, | GMUHIL09-1 551 11gjp7 [FR202L100follow upl ) ya410738 | #2)Multi-organ failure  |1~3| A
REC3-188 11313 1
related to Pseudomonas
Aeruginosa bacteremia
#1)Differentiation
Syndrome,
CMUH109- FR2021100 |follow up #2)Hyperleukocytosis, .
4l REC3-188 2021/10/13 05695 2 Ly3410738 #3)Grade 3 sepsis 131 A
#4) Progressive pulmonary
aspergillosis
#1)Differentiation
42, | CMUHI09-1 54, 1,9/1 9 [CA20210901follow up] ) 3410738 Syndrome 13| A
REC3-188 08251 2 .
#2)cerebral infarcts
LUNG INFECTION
CMUH107- 202106643 |Followup| AMIVANTAM | THROMBOEMBOLIC (1,2,3,
43. REC3-143 2021/06/23 43(3) 3 AB EVENT 4 A

RESPIRATORY FAILURE

110 # 04 * 07 p




ﬂm?%*?%%ag%pi 21E s% $ELE ¢
- F-Ll-ERFr AR EEBRESC PR
B X 2 PAR (R L
*EMELBE AP Vst 5 LE F2E s
%);u g Y %\%En%;{, Vv'J P ¥ 14
CMUH109- follow up
44, REC3-131 2021/10/18 | 2943214 46 RO7092284 | FATALPNEUMONITIS | 1,3 | A
CMUH109- follow up
45, REC3-131 2021/10/18 | 2943214 46 RO5541267 | FATALPNEUMONITIS | 1,3 | A
46. %'\ég?igi 2021/11/24 | 2967362 | Initial RO7444835 | FATALPNEUMONITIS | 1,3 | A
CMUH109- follow up
47. REC3-131 2021/10/18 | 2943214 47 RO5541267 | FATALPNEUMONITIS | 1,3 | A
CMUH109- follow up
48. REC3-131 2021/10/18 | 2943214 47 RO7092284 | FATALPNEUMONITIS | 1,3 | A
1) GASTRITIS
PLEURAL EFFUSION
49 CMUH109- 2021/10/23 202110504 |Followup AMIVQE';ITAM HYPOCALCEMIA 123 A
" | REC3-168 74(3) 3 2) HYPONATREMIA e
RESPIRATORY FAILURE
LAZERTINIB PARALYTIC ILEUS
1)
CMUH109- 202112123 . ... LAZERTINIB PULMONARY
50. REC3-168 | 2021/12/1 59(0) initial 2) EMBOLISM 23| A
OSIMERTINIB
1)
AMIVANTAM
CMUH109- 202112177 | . ...
51. REC3-168 2021/12/2 04(0) initial g)B UNEXPLAINED DEATH | 1,2 A
LAZERTINIB
1)
52 CMUH109- 2021/12/15 202112370 iniitial AMIVAAQTAM INFUSION RELATED 237| A
" | REC3-168 55(0) 2) REACTION "
LAZERTINIB
1)
AMIVANTAM
CMUH109- 202112177 |Followup
53. REC3-168 2021/12/2 04(2) 5 é)B UNEXPLAINED DEATH | 1,2 [ A
LAZERTINIB
1)
CMUH109- 202112669 |Followup| LAZERTINIB
54, REC3-168 2021/12/30 28(1) 1 2) PNEUMONITIS 2,3 A
OSIMERTINIB
1)
CMUH109- 202112669 |Followup| LAZERTINIB
55. | Reca-168 | 2021112130 |“og o) 5 2) PNEUMONITIS 23| A
OSIMERTINIB
1)
CMUH109- 202112669 |Followup| LAZERTINIB
56. REC3-168 2021/12/30 28(3) 3 2) PNEUMONITIS 23 | A
OSIMERTINIB
1)
CMUH109- 202112669 |Followup| LAZERTINIB
57. REC3-168 2021/12/30 28(4) 4 2) PNEUMONITIS 23 | A
OSIMERTINIB
1)
CMUH109- 202112669 |Followup| LAZERTINIB
58. REC3-168 2021/12/30 28(5) 5 2) PNEUMONITIS 23 | A
OSIMERTINIB
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1)
CMUH109- 202202002 . ... LAZERTINIB
59. | Rec316g | 20221122 2500) initial 2) DEATH 12 | A
OSIMERTINIB
1)
CMUH109- 202202002 |Followup| LAZERTINIB
60. REC3-168 2022/1/22 25(2) 2 2) METABOLIC ACIDOSIS | 1,2 A
OSIMERTINIB
ABT-263
(NAVITOCLAX
CMUH109- 21P-217-41| Follow ); COVID-19,
61. REC3-111 202171074 11322-00 | Up (8) [RUXOLITINIB| Pulmonary embolism 23 | A
(RUXOLITINIB
)
1) erdafitinib 1
62. %'\ég?_é(lﬁ' 2021/12/1 2023151(2‘)340 Fo"zv"“p 2) THROMBOCYTOPENIA 23| A
JNJ-63723283 | 2 POOR ORAL INTAKE
1) erdafitinib .
63. | CMUHLIO- | 50501100 | 2022025501 ey 2) HYPONATREMIA |2 | A
REC3-001 13(0) INI-63793283 3.7
1) erdafitinib 2>
64, | DALHI 200272122 202123%550 Followup %) HYPONATREMIA |3~ | A
JNJ-63723283 47
1) erdafitinib 2~
65. | DALH | 200272122 202123‘:23)550 Followup %) HYPONATREMIA |3~ | A
JINJ-63723283 47
1) erdafitinib 2
66. %'\ég:é%ﬁ' 2022/2/22 202123%;’50 Fo”g""“p 2) HYPONATREMIA |3+ | A
JNJ-63723283 47
67. | CMUH105- | 201971273 [20P-180-32follow up| ;-4 citinit Thyroid papillary {5 5 o1 A
51655-00 16 carcinoma
REC3-013
Pulmonary embolism,
Lumbar spine compression
68. | CMUH105- | 2020/8/6 [*0F-19%39 fo”‘_?L‘g UP| Upadacitinib fracture, 236| A
REC3-013 Thoracic spine
compression fracture
#1) MK-7339 .
(olaparib) Tablet Acute r_nyocardlal
#2) mfargt_loln_ [,fAcutt_e :
myocardial infarction
CMUH108- 2202CHLO |Followup| PEMBROLIZU . .
69. REC3.151 | 2022/2/8 03088 1 MAB acute respl_ratoryl;al_llure 23 | A
(pembrolizumab [Acute respiratory ai ure]
) Solution for Thrombocytopen!a
injection [Thrombocytopenia]
#1)
PEMBROLIZU [ Autoimmune disorder oral
MAB mucosal [Autoimmune
CMUH108- 2202DEUO |Followup | (pembrolizumab disorder]
70. REC3-151 2022/1/12 05363 2 ) Solution for | Autoimmune disorder oral 13 1 A
injection mucosal [Oral disorder]
#2 ) MK-7339 Sepsis [Sepsis]

(olaparib) Tablet
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#1) MK-7339
(olaparib) Tablet| Autoimmune disorder oral
#2) mucosal [Autoimmune
CMUH108- 2202DEUO |Followup| PEMBROLIZU disorder]
L REC3-151 202211112 05363 3 MAB Autoimmune disorder oral 131 A
(pembrolizumab| mucosal [Oral disorder]
) Solution for Sepsis [Sepsis]
injection
#1) MK-7339
(olaparib) Tablet| Autoimmune disorder oral
#2) mucosal [Autoimmune
CMUH108- 2202DEUO |Followup| PEMBROLIZU disorder]
2. REC3-151 202211721 05363 4 MAB Autoimmune disorder oral 131 A
(pembrolizumab| mucosal [Oral disorder]
) Solution for Sepsis [Sepsis]
injection
#1) MK-7339
(olaparib) Tablet
#2)
CMUH108- 2101USAO |Followup| PEMBROLIZU hemolytic anemia
3. REC3-151 2020/12/9 07686 24 MAB [Haemolytic anaemia] 2.3 A
(pembrolizumab
) Solution for
injection
#1) MK-7339
(olaparib) Tablet| Autoimmune disorder oral
#2) mucosal [Autoimmune
CMUH108- 2202DEUO |Followup| PEMBROLIZU disorder]
4. REC3-151 2022/1/21 05363 5 MAB Autoimmune disorder oral 13 A
(pembrolizumab| mucosal [Oral disorder]
) Solution for Sepsis [Sepsis]
injection
#1) MK-7339 .
(olaparib) Tablet Acute r_nyocardlal
#2) | yocardial nfarcton]
75. %'\égsH ig:sL 2022/2/8 228§g8|_él‘o Follgwup PEM:\B/EA%LIZU acute respiratory failure [ 2.3 [ A
) [Acute respiratory failure]
(pembrolizumab Thromboc -
. ytopenia
) S_ol_uthn for [Thrombocytopenia]
injection
#1) MK-7339
(olaparib) Tablet
#2) Immune mediated
CMUH108- 2202DEUO |Followup| PEMBROLIZU mucositis [Mucosal
76. REC3-151 2022/1/21 05363 6 MAB inflammation] 131 A

(pembrolizumab
) Solution for
injection

Sepsis [Sepsis]
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#1) MK-7339 .
(olaparib) Tablet Acute r_nyocardlal
#2) mfar(cjt_loln_ [?cut_e :
myocardial infarction
CMUH108- 2202CHLO |Followup| PEMBROLIZU : .
7. REC3-151 2022/2/8 03038 3 MAB acute respiratory failure [ 2.3 [ A
) [Acute respiratory failure]
(pembrolizumab .
. Thrombocytopenia
) Solution for [Thrombocytopenia]
injection P
#1) MK-7339 .
(olaparib) Tablet Acfute myocardlal
#2) in ar(ét'loln. [}Acu;[_e :
) myocardial infarction
78. CMUH108 2022/2/8 2202CHLO (Followup | PEMBROLIZU acute respiratory failure | 2.3 | A
REC3-151 03088 4 MAB - .
. [Acute respiratory failure]
(pembrolizumab .
. Thrombocytopenia
) Solution for [Thrombocytopenia]
injection P
CMUH109- H20200012 Pyroininb or .
79. REC3-122 2020/12/7 03525 FU1 Docetaxel Pneumonia 2 A
CMUH109- H20200012 Pyroininb or .
80. REC3.122 | 2020/127 03525 FU2 Docetaxel Pneumonia 2 A
CMUH109- H20210012 . Pyroininb or .
81. REC3-122 2020/12/27 00145 Initial Docetaxel Decreased appetite 1 A
CMUH109- H20210012 Pyroininb or |Death was caused by septic
82. REC3-122 2020/12/29 00145 FUL Docetaxel shock ! A
CMUH109- H20210012 Pyroininb or |Death was caused by septic
83. REC3-122 2020/12/29 00145 FU2 Docetaxel shock ! A
CMUH109- H20210012 Pyroininb or .
84. REC3-122 2020/12/29 00145 FU3 Docetaxel Septic shock 1 A
CMUH109- H20210012 . Pyroininb or
85. REC3-122 2021/1/11 00095 Initial Docetaxel Unknown cause of syncope| 2 A
CMUH109- H20210012 Pyroininb or
86. REC3.122 | 2021/1/11 00095 FU1 Docetaxel |UNknown cause of syncope| 2 A
CMUH109- H20210012 Pyroininb or
87. REC3-122 2021/1/11 00095 FU2 Docetaxel Unknown cause of syncope| 2 A
CMUH109- H20210012 . Pyroininb or .
88. REC3.122 | 2021/4126 01696 Initial Docetaxel Hypokalaemia 2 A
CMUH109- H20210012 Pyroininb or .
89. REC3.122 | 2021/4126 01696 FU1 Docetaxel Hypokalaemia 2 A
CMUH109- H20210012 Pyroininb or .
90. REC3.122 | 2021/4126 01696 FU2 Docetaxel Hypokalaemia 2 A
CMUH109- H20210012 Pyroininb or .
91. REC3-122 2021/4/26 01696 FU3 Docetaxel Hypokalaemia 2 A
CMUH109- H20210012 . Pyroininb or . .
92. REC3-122 2021/3/UN 01731 Initial Docetaxel Kidney failure 1 A
CMUH109- H20210012 Pyroininb or .
93. REC3.120 | 2021317 |50 20 FU1 Docetaxel Death unexplained 1 A
CMUH109- H20200012 Pyroininb or L
94. REC3-122 2020/11/2 02867 FU4 Docetaxel Liver injury 2 A
CMUH109- H20210012 . Pyroininb or
95. REC3-122 2021/4/22 02099 Initial Docetaxel Unknown cause of death 1 A
CMUH109- H20210012 Pyroininb or
96. REC3.122 | 2021/4122 02099 FU1 Docetaxel Unknown cause of death | 1 A
CMUH109- H20210012 . Pyroininb or . -
97. REC3-122 2021/7/13 03189 Initial Docetaxel Acute kidney injury 2 A
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CMUH109- H20210012 Pyroininb or . -
98. REC3-122 2021/7/13 03189 FU1l Docetaxel Acute kidney injury 2 A
CMUH109- H20210012 Pyroininb or s
99. REC3-122 2021/7/13 03189 FU2 Docetaxel Creatinine increased 2 A
- Hypokalaemia, White
CMUH109- H20210012 - Pyroininb or
100 REC3-122 2021/717 03904 Initial Docetaxel blood cell count de_creased, 2 A
Hypokalaemia
CMUH109- H20210012 . Pyroininb or .
101 REC3-122 2021/8/25 03975 Initial Docetaxel Hypokalaemia 2 A
CMUH109- H20210012 . Pyroininb or
102 REC3-122 2021/8/25 03989 Initial Docetaxel Death 1 A
CMUH109- H20210012 Pyroininb or
103 REC3-122 2021/8/25 03989 FUl Docetaxel Death 1 A
CMUH109- H20210012 . Pyroininb or | Leucopenia, Neutropenia,
104 REC3-122 2021/8/4 04027 Initial Docetaxel Haemoglobin decreased 2 A
CMUH109- H20210012 Pyroininb or
105 REC3-122 2021/7/23 03768 FU2 Docetaxel Hydrocephalus 1 A
CMUH109- H20210012 Pyroininb or
106 REC3.122 | 2021/7/23 03768 FU3 Docetaxel Hydrocephalus 1 A
White blood cell count
CMUH109- H20210012 . Pyroininb or decrease, Intestinal
107 REC3-122 2021/971 04974 Initial Docetaxel obstruction, Pneumonia 2 A
hypostatic
White blood cell count
CMUH109- H20210012 Pyroininb or decrease, Intestinal
108 REC3-122 2021/971 04974 FUl Docetaxel obstruction, Pneumonia 2 A
hypostatic
CMUH109- H20210012 . Pyroininb or .
109 REC3-122 2021/11/22 05384 Initial Docetaxel Diarrhea 2 A
- HEHLEFARFR
A * vk %
5 £ S bL g FENF
CEEE D
1. | CMUH110-REC3-089 | #k= = | *3x 4 : Version 10.0
*p # : February 2022
[DSUR : TORIPALIMAB DEVELOPMENT SAFETY
2. | CMUH110-REC3-194 | v ##/a | UPDATE REPORT#4 EXECUTIVE SUMMARY]
pdp 12022 % 02°* 07 p
(% 242 ]
*8% E 4 AL : Elsubrutinib
= b % 13 7 v
3. | CMUH108-REC3-082 = *E rMELYEF 202167 16 p 2 2021 & 12
215 ¢p
[ 2>M4F2 ]
o | TR EY LA ACES36(luspatercept)
_ N 3/ 8 9“ P 7
4, | CMUH108-REC3-060 g/@/,]. g p AR W
2021 & 6 " 25 p-2021 & 12 * 24 p
oy o | (B8]
- - 4
5. CMUH108-REC3-034 L RO ATHES 2R 4R Obinutuzumab
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(RO5072759) Safety Memo - Coagulation abnormalities
including DIC in patients receiving obinutuzumab, date:
31-Jan-2022

CMUH109-REC3-185

\‘;\
ﬂm
*

[ 2P0 ]
*WR 4 AL Nivolumab (BMS-936558)
*EAMELYPFILI0-AT P 4p 2111 EL12 3P

CMUH106-REC3-094

7

b

(EEEE SR

*E%E S LA Venetoclax

*¥ P AFLHPF 2021 £ 5% 29 p 1 2021 & 11 *
28 p

CMUH109-REC3-145

[z =% 2144 ]
1. SSR_niraparib_Blinded_01May2021-310ct2021
*E% # ¢ AL CINJ-67652000 (niraparib/Abiraterone
acetate fixed-dose combination)
* pMHFLPHEF U052 1p 3110 10" 31
2

CMUH105-REC3-049

|-

(=

[ %F2H84% %]
*yA 11119917 *p #p 12021 & 12 7
*y A 1113088 *p g ¢ 2021 & 12 7

CMUH109-REC3-069

Nl

e

[H=]
*e i S BT ERSR # S B/ 4R 2 GSK letters o
FEARFIRFE L 2P EFEL 2L B A
¥ P mbnit e G FIGSK 2 P AL ¥ =
= 4] :# B¢ Vaccine Manufacturer site, £ 3% HBV g5k
Fuehd ¢ — 35 5 & 4 (vaccine components) % &
N EE R 0 b3 B #8058 HBV Investigational
vaccine supply - ##7i% 2>zt Step C randomization. »
£ 3471 Step C Screening ® i~ # i 4v o x4
B GSK f & TH HBV VV-001_Halt of treatment
randomization in Step C, dated 09Feb2022 -

© 4ve &% Investigational vaccine <1 Step B X 3# F 4
XRE > F|StepB &A@ * ¥ - B batch 7 vaccine -
# ongoing subjects v 2R ¥ 12 3 p& protocol 4 {7 > 2
FEEAR -
GSK* 2" meAda=d »GSK #£4 %= Wit
#42¢ > GSK $ MVA—HBV #-5i(lot) i k4
Tplg g 44 § 4% 0 A0 #4450 DHBMAOQO2A =
o R FAR T iR A o FtES 3 MVA 5L
DHBMAOO1A and DHBMAOQO2A 4e i Z#»# % o
RAEEE  FEAPM Y BEIRE O RIS
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1. TH HBV VV-001_Halt of treatment randomization in
Step C, dated 09Feb2022

2. TH HBV VV-001_ Update following Halt of
treatment randomization in Step C: Outcome of
investigation and resuming treatment randomization,
dated 02Mar2022
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*# 5% E 4 4L Upadacitinib
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26.

CMUH109-REC3-068

(EEIRE S EX 2
*R% ¥4 L4 Nivolumab
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*ESRE P LA T INJ-42756493 (erdafitinib)
*g r MR A B L 12 April 2021 to 11
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30.

CMUH105-REC3-108

[z % 242 ]
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Development Safety Update Report (4JUL2020 to
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