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B * o Bk e ¥ 2 o Durvalumab, AZD5363 £ Paclitaxel © #jiz &4 o

CETV R A Y LR UL 2R BB BV M -
R ¢

(AFEpsefrgin]

-~ r kG %Jz 2020SF47669(E7405002) % = =t i Higr 24 - 2020 # 11 * 6 p
H R CTCZ.&’%“’%’ BREr3BS AR FWILY TPk X2
kP S%eE AR Tl r SRR s 7? 117 68 > B f ik
3.3mmol/L>CRP -k % 1.65mg/dL-11 * 13 p > n R R4F L B F “TH £ -
# b i@ * Durvalumab » AZD5363 fr Paclitaxel % 3 o 11 7 9 B B4 B4R
Tt & M 02021 & 30 17 p e Flenif Hids L 4E & ¢ % Durvalumab sk
K& re i TR ;4 Paclitaxel sy 60 2 g % e i T &0k 5 % AZD5363
SRR TR s TR e SRk fBh 0 AR Ty
?%ﬁ%iﬁ’ﬁl%ﬁﬁiﬁﬁ’lﬁﬁﬁﬁ%°

[(FTh 3L R FALL]

— N ié’ﬁ o

\\L Jiv 1y

Jé»‘
n#

W\C@. -

(570 A d 2 k]
PEELATH T AAMMAL A ESERESE AL G530 % (L WE

EE. 4.
€ i CMUH108-REC1-024(SAE-13) FH A | L 2 ER
E A %iﬂﬁi%Wi$§ﬁ VRET KRR RGP EITTE
-3 % IB/Il #p ~ Z FEE s B~ 5 ¥ sk 0 3% Durvalumab
sl A &2 (MEDI4736) + Paclitaxel 2 Durvalumab (MEDI4736)f-#7 3] "6 7% &
B Feo B 24 3 * Paclitaxel # i A 2 A HE SR Y - SR Tk
PR E

+ & K AL 24 | FEVER (Pyrexia)

$ s :ifii\' FH
e 54 Bae |42 dei (TR AR . 7 A
:E I 19 Ve 2 ~—L_
’ ' T P |%el| pH |EE LAY i 5%
5 i
110 # 04 » 28 p % 27T F - ¥ 48 7




PRFFA ﬁﬁﬁaﬁipi%ﬂiﬁgﬁ—gﬁzﬁg
-~ F-ERFI G R RIS K

2020SF47669(E7405
002)

2020/11/6 | 2021/3/30 | FU4 |2021/4/16| 2-4p & ¥ Av AP M D

CETTETEL IS
- % pé‘ wow gt 1 2020SF47669(E7405002) - >+ 2020/11/06 13 E > gk 4 =
fs /r}%‘ ¥RE A o Bt 5 2021/3/17 % 4 =t i BigR 2 o AstraZeneca 2021/3/30 # !

Z E BSR4 4 & ¢ { &7 Paclitaxel j&€ % 1k ¢ * (Discontinued):z = 7 & if i¢ * (Not

applicable) -
STV RAFA R REY LR Y > SRR FV AN
Z R -
[

(AFEp2LfrFin]

- A% 5 %—*f 2020SF47669(E7405002) % 4 =% g HedF 2 - 2020 & 11 * 6 B B
J‘“‘fff CTC2 B ﬁ’»rﬁ‘iﬁlj 385 & - %ﬁ%f 117 7piafe &40 H
J\“‘ 5%y F i ) /l"‘"gﬁ‘f‘? M E ot 2117 6P ,é,'fqzﬂ_ﬁw/}@}i EY
3.3mmol/L>CRP -k* % 1.65mg/dL-11 * 13 p ui;‘,”éi‘-‘ RFLBT G THE
¥k & * Durvalumab » AZD5363 4+ Paclitaxel 7% 3 i5% o 11 % 9 p é, B
FArE x A 02021 & 3 0 30 p »Iz | e3g BT ,i'.%%fé . ¥t Paclitaxel mﬁu&
CEO g Fen T g UREES RSl o RRYREC G AT
BT VB RRPME r* R AL EE A REEER o

CEERESENA TED

— N ié’j o

[ ﬁ'ﬂ}'l‘vﬁii ERE=) |
LR L IR T oA R \;ﬁai%&%gﬁﬁﬁw A xg2he (12 WT

F 5. 5.
™€ YL CMUH108-REC1-128(SAE-4) EF R | KL 2R
i R =R iﬁ%%ﬁé@%i$§ﬁ VRET KRR RGP EITTE
B R p ihp IRL B B PR s B¢ 0 v i NUC-1031
PR AH 4v + cisplatin 2 gemcitabine 4 } cisplatin - 78 % = # ~ B 27

0 RS A ek

¥ &R 38 24 | Jaundice

TERA | iR
el B | AL Yo & RAEE | REz | A aE

Eal Rk

p pEp | p P T AR | FIEH {8 5
2y %
120309 2021/3/4 | 2021/3/5 | Initial | 2021/3/29 | 2-3g 8 |+ it 4p B D

CEFTEYELTND
- v % é"k("’—& w] g2 120309)* 2021/2/8 4% % C1D1 v NUC-1031 {= Cisplatin /i &4
(6 MIME R A IR % o # AP 630 2021/2/10-2021/2/19 F] Liver

110 # 04 * 28 p % 28 F >

S
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-~ F-LERFIXBAEREEU BR)

[

dysfunction (grade 3) fifeipf » Tl 4R 5 SAE - Rk A F AT H B &4 7 4p

B oo ZRm o x;é—*ﬁ »+ 2021/3/1 £ = C2D1 7 NUC-1031 { Cisplatin ;3 &4 » 4%

@z AR #0 2021/3/4 F 4 F ORI T A Ris R 0 IRE AR

FRA o FHAFAFTRILEE T EFE%RES NUC-1031 4p B -

CRMETHrEER /z#”f 122 Féﬁé%é-%frn NUC-1031 #pfd » szt ¥ 2

Hplev i ip2 fed? LF REZ - X Fé‘—*““ 2021/3/13 :3 3 A F LK o
SR -

% ZEAE

— N =

”Hf”&ﬁ SR % o #
fikeipf > F 3 4R 5 SAE -

Px

DN P/

(ApFpgLfrzin]
= Ff:ﬂ—‘“ %+ 2021/2/8 £=

ClDl e NUC-1031 §r Cisplatin ;L &5 >

E2E N

NEE e E
&% 2021/2/10-2021/2/19 7] Liver dysfunction (grade 3)

L AR ER RN o KA L

2021/3/1 #% C2D1 = NUC-1031 4c Cisplatin ;3 ¢ » ¥ = = 'xm%ﬁ
B T 2021/3/4 F A F IR R T Aok o RAAPEER L o Bk AFA
FEAFET A R%EEL NUC-1031 4ph - £ @40 2021/3/13 34 & %ip

Fe oo T3 2021/3/15 B4 H 5 SR o
O RBEEGLMEER ,z#wf HFoiohi Jfﬂ NUC-1031 #p R » #= > 322 5
SUSAR case -

CREREY Rt ¥ D

ek Fé%ﬁﬁw 2021/3/19 e 74

- i o
[Lag 3 B AL T 2 3R]
PEELATH T AN A RS LEF A A LT h e (L W7
BEL 6.
A & S dL CMUH108-REC1-174(SAE-2) R 2l | BeEd A g
HEaFEA PRl Rt S ~ai&1;;%§gm ShEd ko | RE L EE
o ‘;;'%6_ ‘-—ﬁFF’B’\;;'HFé“%’Lr‘Fﬁ,ﬁFs?%ﬁ”ﬁf“”i\' ﬁf&ﬁw@,ﬁ_ﬁ%}

ATG-019(PAKA/NAMPT (& Hie)ing 2 % » Acmt £ 4

i & B 4L & AL | pneumonia
TN | TR
ExIRER B2 Ll b fe® i %E{ Fags ) h\i -
pE P | Ry p T AR | FIEB {8 %
Hp %
101-005 2021/3/31| 2021/4/1 | initial | 2021/4/6 | 2:3p £ * p R A

(FErgLfi3in]

- ~ Subject 101-005 history of pancreatic body adenocarcinoma was enrolled in ATG-019

study and started C1D1 on 04Mar2021. he was admitted for further progression pain
control since 25Mar21. However, the yellow skin and yellow urine were found, Alk
P-tase: 896 IU/L, Total Bilirubin: 6.31 mg/dL, Direct Bilirubin: 4.49 mg/dL. The
obstructive jaundice was suspect. The ERBD was performed on 3/30. The patient

110 & 04 5 28 p 5
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S
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PRFEAREHRFRIIRRELAE Y- FELR ¢
-~ F-LERFIXBAEREEU BR)

suffered lethargy after ERCP.However, desaturation was noted on 3/31 and PJP was
suspected from CXR finding, Therefore TMP/SMX 1V was given. Sudden collapse
with PEA was noted . CPR started and ROSC after 6 min. Endotracheal intubation,
CVC insertion was arranged. Levophed pump, morphine pump and dormicum pump
was given and the patient was transfer to SNCU.

[AFEpELEFFLR]

- ~ X 3# 101-005 %-4r ATG-019 ;#5% » £+ 2021 # 3 » 4 p B4-i¢ * CID1- #
25 & 3% 25 pAzs @ AR - AR I e ~ IR B A i - IVF 22 Bfluid
AL R F R AP DR GERAEFEAA o LA FRAFFR > RRH
FoAMPE LRGP H% A A T ALT: 481U/ L> AlkP-tase: 896 IU /L >
WrEi % 1631mg/dl > B E 1449 mg/dL o R F R 0 3/30 %
# 7 ERCP - ERBD % 3/30 i&{7 - ERCP jivis & 4 v pk» Tyt ik b i@ # sfrzto
e §_ o % 3/31 R _CXR % ¥ ffsk PP > mb «»:, T TMP/SMX IV o | o
P B B i BHfoer e e Y 3 (PH 95 7.1) CBC 42 WBC
(13500) 2 » @ Mpimie 53 (945%) frbd £ (HB=6.9)° i fp
FRATRE 4 0 6 2 4875 ROSC B4 o F #4688 > X371 CVCH» - B3 PR
R e R 0 X R-R KA T SNCU ¢

CEE R ENEE SN

- ~ iR o

(L8 AT % 243 ])
DRSS SR TR ) R AR R AR S A AN

BELOT.
* ¢ %% | CMUH109-REC1-100(SAE-2) EFe gl | KL AE @
PRI R R IR A e R FEER R | RFEIFE
— I AN R IROLE A A D %‘”’@ﬁ AFéiléq’f ABBV-151 ¥ - ;-
s A % I»?ABBV181/¢)§"'lﬁiwufé’?_‘”‘mﬂ‘»w‘@#ﬁ”?i
o 1 r’f}“‘

F2MERBE SN LY F R 5o B R
A R

¥ i* 2 B 4L &AL | Progression of pre-existing cancer

TEd | o

CERREE S S S NS SR
w5 )
4

p Ay p AP ) pHp TR | FIEHM 8%
Hp %
34002 2021/3/8 |2021/3/23| initial | 2021/4/1 75 4y 7 4p B A

(FEPELR312)
- v % Péﬁ 34002 E’p)ﬁ_f,;a e E & i o This 61-year-old female with urothelial cancer
with braln meta s/p operative and whole brain RT, disease progression in study drugs
and s/p paclitaxel*1. her family signed DNR. the symptoms still progressed. At

S
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PRFEAETERRFIRAILRELAET-FELR ¢
- F-LERYIZXFAEBREE(C 2R
2021/3/8 2330, the patient expired without pulse and respiration.
[(AFEHELR~FLR]
-~ XFFE 34002 5 6L 2 MR RERY AR FIXREE R imie B g 0
2021/3/8 i+ o K Pli®iz 2 pHp M~ A 4pk ~ 5= 2 SAEE ¢ o
C RN ENEE SR
— S _@35 o
[ FH R IF 23]
PR LI T AR U S 2 SR S YL S S NN

F 5. 8.
* ¢ %% | CMUH109-REC1-126(SAE-2) EF RaEA | L e
FEAIF | R R R SHEd MR | RGP L TRE

2 NC-6004 # * Pembrolizumab % 5 % = ;5% » * 3 L5 1 4a 8
PR EH FER AR BT AR R RS G IR e Rk LB
= B TRA AR

TEAF LY | LEFL IR

FiEs | L
);:,4 /‘ _/;l— //i_ 3'—:-;_7 3'—:-1 2 E’T\, /i
E S R\ R B OE O FELI P rE
Py PE S| P TR FIEH %%
1 %
follow
0404-02-003 2021/1/9 |2021/2/23 . 2021/416 | AgH | A AR B A
up

[(FEagLR$in]

-~ XFE T 050an2021 & F K@ R AL T 0 20 09Jan2021 1 & E L B fded e
F) ¥ (progress dyspnea) - 34 {7 § ¢ “» B jiv(tracheostomy) » = *o %™ ff n (left
subdural effusion) » CT &7 = RIAT %™ w 6.5 1om > 5% 0B A R e 2 F
o e ICU P R P B 3 17 2R at 2~ Fid 4 fhoc + o385 | 5> 26Jan2021
©FERLEGREOR G @A A proo 2 27Jan2021 i ek e Rk Y o (RCC) o
RRC # fF > % &4 AR R WOE RIS A o B TR AT AR FEER
BB T & B Y X3 F 2 12Feb2021 = o PI 2] &gt EANE R
B AR M2 HIEY

[(AFTpELEr320]

-~ X E050an2021 ¥ XHEH R R % o0 09Jan2021 & &L H 5L 0 Rk
F1 ¥ (progess dyspnea): 34 {7 # ¢ *7 B jir(tracheostomy) > = *o % ## o (leftsubdural
effusion) » CT &7 = RIA T L85 lom» & B A B RPERZ Tk - &
ICU 8 > BFECRR 3 17> = a2~ 453 + e~ o #5 B3> 26Jan2021 =
FERLZ R R F A & 3E A R0t 27Jan2021 & iE o X ik ¢ o (RCC)e = RRC
PR LRBE BRI R BFRET B T AR LR B
BT E L E oY o X 4 12Feb2021 = o
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ﬂiﬁ%*‘%ﬁiﬁﬁ
£ R 2R

C RN Rk B

— ~i i o
(278 P T 23K
SER A T AR @R ERE AL A AT he L HE
S AR = - F R Y E R T
% (8B 1-7)
17= 2.3 4 ¢ 3.‘5.%;22:1[;3 SNER X BT ]Iia AP PER 4.8 2 A A A B disability
B4 % Buda) 6.3 (T PR A G 2 T8 B (GAcit)
=% 1 (~5E AD)
AZBFPEErFBRA 4T 2 hECFRAPEEARLE DERPI 2
FoRE R R
B X 2R (L
eS| FA P VRE S LE CE AT
5 § 3% L | Wl T
CMUH107- Follow SUPRAGLOTTIS
1. 2019/3/14  |2288437 Atezolizumab 2,3 A
REC1-026 up 2 EDEMA
#1) MK-3475 _
CMUH107- 2102FRAO ([Followup Hypokalaemia
2. 2021/2/5 Study (Code not ) 23| A
REC1-174 03850 2 Electrolyte imbalance
broken)
#1) MK-3475
CMUH107- 2102FRAO ([Followup Diarrhoea
3. 2021/2/5 Study (Code not ) 23| A
REC1-174 03850 3 Electrolyte imbalance
broken)
#1) MK-3475 |
CMUH107- 2102FRAO ([Followup Diarrhoea
4, 2021/2/5 Study (Code not| 23| A
REC1-174 03850 4 Colitis
broken)
#1)
CMUH102- 202110517 | Enzalutamide  |Death [Unknown cause of
5. 2020/10/27 Initial 1 A
REC1-068 (ENZALUTAM |death]
IDE) Capsule
#1) Death - cause unknown
CMUH102- 202104478 | Enzalutamide  |[Unknown cause of death]
6. 2020/11/6 Initial 1 A
REC1-068 (ENZALUTAM
IDE) Capsule  |Hematuria [Hematuria]
110 # 04 » 28 p % 32 R % 48 |
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B SIE S e B
A€ EL |4 p P i B 5 F ORE X3
%};u g g 5? B % ?:En%}{, Vv'J #”E P P 1=
#1) MK-7902
(lenvatinib
mesylate)
Capsule )
hemorrhagia of cerebral
CMUH108- 2102DEUO [Followup [#2)
7. 2021/1/28 metastases [Cerebral 1.3 A
REC1-059 00590 6 PEMBROLIZU
haemorrhage]
MAB
(pembrolizumab
) Solution for
injection
Subcutaneous vascular
hemorrhage of the left
medial thigh [Haemorrhage
#1) MK-7902
subcutaneous]
CMUH108- 2011CHNO ([Followup |(lenvatinib
8. 2020/11/17 Drug myocarditis 1231 A
REC1-059 14656 19 mesylate) N
[Myocarditis]
Capsule o S
liver injury [Liver injury]
Lung infection
[Pneumonia]
Subcutaneous vascular
hemorrhage of the left
medial thigh [Haemorrhage
#1) MK-7902
subcutaneous]
CMUH108- 2011CHNO [Followup |(lenvatinib
9. 2020/11/17 Drug myocarditis 1231 A
REC1-059 14656 20 mesylate) -
[Myocarditis]
Capsule o o
liver injury [Liver injury]
Lung infection
[Pneumonia]
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PRPFAREARFIALIGRLAEEF-FALR§
- F-tERFIZXF ARG MR
B SIE S e B
e B |FA P TR E R 7 A B TR
g |6 4 | w N
Subcutaneous vascular
hemorrhage of the left
medial thigh [Haemorrhage
#1) MK-7902
o subcutaneous]
CMUH108- 2011CHNO [Followup |(lenvatinib .
10. 2020/11/17 Drug myocarditis 123 A
REC1-059 14656 21 mesylate) .
[Myocarditis]
Capsule
liver injury [Liver injury]
Lung infection
[Pneumonia]
#1) MK-7902
(lenvatinib
mesylate) hemorrhagia of cerebral
Capsule metastases [Cerebral
CMUH108- 2102DEUO [Followup [#2) haemorrhage]
11. 2021/1/28 ] 13 ] A
REC1-059 00590 7 PEMBROLIZU |hemorrhagia of cerebral
MAB metastases [Metastases to
(pembrolizumab |central nervous system]
) Solution for
injection
#1) MK-7902
(lenvatinib
mesylate)
Capsule
CMUH108- 2103CHNO | #2)
12. 2021/3/2 Initial Death [Death] 1 A
REC1-059 02138 PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#1) MK-7902 ) -
o Hypertensive crisis
CMUH108- 2103AUSO | (lenvatinib ) o
13. 2021/3/11 Initial [Hypertensive crisis] 23 | A
REC1-059 03326 mesylate) ] )
Seizure [Seizure]
Capsule
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14.

CMUH108-
REC1-059

2021/1/28

2102DEUO0
00590

Followup
8

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

brain hemorrhage

[Cerebral haemorrhage]

1.3

15.

CMUH108-
REC1-059

2021/3/2

2103CHNO
02138

Followup
1

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Death [Death]

16.

CMUH108-
REC1-059

2021/3/2

2103CHNO
02138

Followup
2

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Death [Death]
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17.

CMUH108-
REC1-059

2021/2/1

2102POL00
4224

Followup
5

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Death (cause unknown)

[Death]

18.

CMUH108-
REC1-059

2021/1/28

2102DEU0
00590

Followup
9

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

brain hemorrhage

[Cerebral haemorrhage]

1.3

19.

CMUH108-
REC1-059

2021/3/2

2103CHNO
02138

Followup
3

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Death [Death]

20.

CMUH108-
REC1-059

2021/3/11

2103AUSO
03326

Followup
1

#1) MK-7902
(lenvatinib
mesylate)

Capsule

Hypertensive crisis

[Hypertensive crisis]

status epilepticus [Status

epilepticus]

2.3
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
CMUH108- 2102DEUO (Followup [#2) brain hemorrhage
21. 2021/1/28 13 A
REC1-059 00590 10 PEMBROLIZU |[[Cerebral haemorrhage]
MAB
(pembrolizumab
) Solution for
injection
#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study) |Bacteremia Klebsiella
20, | ooaros 200 2% itial (CYTARABINE |Pneumoniae [Klebsiella 2 | A
REC1-069 136466
) Infusion bacteraemia]
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)
Infusion
#1) AC-220 or |UNCONTROLED
Placebo (Code |MUCORMYCOSIS OF
not broken) SINUS INFECTION
23 CMUH105- 2017/02/24 DSU-2017- [follow up|#2) [Mucormycosis] 13| A
REC1-069 106586 3 CYTARABINE |UNCONTROLED
(AC-220 Study) [MUCORMY COSIS OF
(CYTARABINE [SINUS INFECTION
) Infusion [Mucormycosis]
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24.

CMUH105-
REC1-069

2018/07/04

DSU-2018-
127542

follow up
15

#1) AC-220 or
Placebo (Code
not broken)

#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion

#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

Other Serious Criteria:
IME

DIFFUSE INFILTRATIVE
PNEUMOPATHY (DIP)
[Interstitial lung disease]
DIFFUSE INFILTRATIVE
PNEUMOPATHY (DIP)

[Interstitial lung disease]

1,2,

3,7

25.

CMUH105-
REC1-069

2019/04/25

DSU-2019-
115377

follow up
9

#1) AC-220 or
Placebo (Code
not broken)

#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE

) Infusion

SUB ACUTE
PULMONARY EDEMA

[Pulmonary oedema]

26.

CMUH105-
REC1-069

2019/6/12

DSU-2019-
122978

follow up
12

#1) AC-220 or
Placebo (Code
not broken)

#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE

) Infusion

HEART FAILURE
[Cardiac failure]
DRUG-INDUCED LIVER
DISEASE [Drug-induced
liver injury]

LUNG INFECTION

[Pneumonia]
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217.

CMUH105-
REC1-069

2019/6/12

DSU-2019-
122978

follow up
13

#1) AC-220 or
Placebo (Code
not broken)

#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE

) Infusion

HEART FAILURE
[Cardiac failure]
DRUG-INDUCED LIVER
DISEASE [Drug-induced
liver injury]

LUNG INFECTION

[Pneumonia]

28.

CMUH105-
REC1-069

2019/6/12

DSU-2019-
122978

follow up
14

#1) AC-220 or
Placebo (Code
not broken)

#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE

) Infusion

HEART FAILURE
[Cardiac failure]
DRUG-INDUCED LIVER
DISEASE [Drug-induced
liver injury]

LUNG INFECTION

[Pneumonia]

29.

CMUH105-
REC1-069

2019/6/12

DSU-2019-
150158

follow up
9

#1) AC-220 or
Placebo (Code
not broken)

#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE

) Infusion

ACUTE RESPIRATORY
FAILURE [Acute
respiratory failure]
ACID-BASE BALANCE
DISORDER [Electrolyte
imbalance]
HYPERKALEMIA
[Hyperkalaemia]
MAGNESIUM
CONTAINING HIGH
[Blood magnesium
increased]

THE BALANCE OF
MIXED ACID AND
BASE IS OUT OF
BALANCE [Acid-base

balance disorder mixed]
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g |6 4 | w N
ACUTE RESPIRATORY
FAILURE [Acute
respiratory failure]
ACID-BASE BALANCE
DISORDER [Electrolyte
#1) AC-220 or
imbalance]
Placebo (Code
HYPERKALEMIA
not broken)
[Hyperkalaemia]
CMUH105- DSU-2019- |follow up|#2)
30. 2019/6/12 MAGNESIUM 2 A
REC1-069 150158 10 CYTARABINE
CONTAINING HIGH
(AC-220 Study) )
[Blood magnesium
(CYTARABINE |
] increased]
) Infusion
THE BALANCE OF
MIXED ACID AND
BASE IS OUT OF
BALANCE [Acid-base
balance disorder mixed]
ACUTE RESPIRATORY
FAILURE [Acute
respiratory failure]
ACID-BASE BALANCE
DISORDER [Electrolyte
#1) AC-220 or
imbalance]
Placebo (Code
HYPERKALEMIA
not broken) )
[Hyperkalaemia]
CMUH105- DSU-2019- |follow up|#2)
31. 2019/6/12 MAGNESIUM 2 A
REC1-069 150158 11 CYTARABINE
CONTAINING HIGH
(AC-220 Study) )
[Blood magnesium
(CYTARABINE
increased]
) Infusion
THE BALANCE OF
MIXED ACID AND
BASE IS OUT OF
BALANCE [Acid-base
balance disorder mixed]
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ACUTE RESPIRATORY
FAILURE [Acute
respiratory failure]
ACID-BASE BALANCE
DISORDER [Electrolyte
#1) AC-220 or
imbalance]
Placebo (Code
HYPERKALEMIA
not broken) ]
[Hyperkalaemia]
CMUH105- DSU-2019- |follow up|#2)
32. 2019/6/12 MAGNESIUM 2 A
REC1-069 150158 12 CYTARABINE
CONTAINING HIGH
(AC-220 Study) )
[Blood magnesium
(CYTARABINE |
] increased]
) Infusion
THE BALANCE OF
MIXED ACID AND
BASE IS OUT OF
BALANCE [Acid-base
balance disorder mixed]
CMUH107- DISEASE
33. 2020/6/4  |2790782 [Initial  [Atezolizumab 1 A
REC1-099 PROGRESSION
Atezolizumab
Pertuzumab
Trastuzumab
CMUH107- Follow o
34. 2019/11/17 2480320 Doxorubicin HEART FAILURE 23 | A
REC1-126 up 3
Paclitaxel
Cyclophosphami
de
Atezolizumab
Cyclophosphami
de
CMUH107- Follow .
35. 2019/11/17 2480320 Paclitaxel HEART FAILURE 23 | A
REC1-126 up 3
Pertuzumab
Trastuzumab
Doxorubicin
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#1) V937
(oncolytic virus »
CMUH109- 2011ESPOO0 [Followup \omiting
36. 2020/11/12 vaccine _ 23| A
REC1-131 9622 5 o Hyponatraemia
(Coxsackievirus
A21))
#1) V937
(oncolytic virus
CMUH109- 2011ESPOO0 [Followup ) Vomiting
37. 2020/11/12 vaccine 23| A
REC1-131 9622 6 o Hyponatraemia
(Coxsackievirus
A21))
#1) V937
(oncolytic virus
CMUH109- 2011ESPOO0 [Followup ) Vomiting
38. 2020/11/12 vaccine 23 | A
REC1-131 9622 7 ~ |Hyponatraemia
(Coxsackievirus
A21))
#1) V937
(oncolytic virus
CMUH109- 2011ESPOO0 [Followup ) Vomiting
39. 2020/11/12 vaccine _ 23| A
REC1-131 9622 8 o Hyponatraemia
(Coxsackievirus
A21))
#1) V937
(oncolytic virus -
CMUH109- 2011ESPOO0 [Followup \omiting
40. 2020/11/12 vaccine 23| A
REC1-131 9622 9 o Hyponatraemia
(Coxsackievirus
A21))
#1) V937
(oncolytic virus -
CMUH109- 2011ESPOO0 [Followup \omiting
41. 2020/11/12 vaccine 23 | A
REC1-131 9622 10 o Hyponatraemia
(Coxsackievirus
A21))
#1) V937
(oncolytic virus N
CMUH109- 2011ESPOO0 (Followup ) Vomiting
42. 2020/11/12 vaccine _ 23| A
REC1-131 9622 11 o Hyponatraemia
(Coxsackievirus
A21))
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#1) MK-3475
CMUH107- 2102FRAQ [Followup ]
43. 2021/2/5 Study (Code not |Diarrhoea 23| A
REC1-174 03850 6
broken)
#1) MK-3475
CMUH107- 2102FRAQ [Followup )
44, 2021/2/5 Study (Code not |Diarrhoea 23| A
REC1-174 03850 7
broken)
1.ACUTE RENAL
FAILURE (Acute kidney
2021A0306 ) o
Blinded for injury)
45, [CMUH107- (2021/1/22 (26 Initial 1,3 A
Investigator 2.ACUTE RESPIRATORY
REC1-143 (E7407035)
FAILURE DEATH (Acute
respiratory failure)
1.ACUTE RENAL
FAILURE (Acute kidney
2021A0306 [follow up| o
Blinded for injury)
46. |CMUH107- (2021/1/22 |26 (downgra 1,3 A
Investigator 2.ACUTE RESPIRATORY
REC1-143 (E7407035) |de)
FAILURE DEATH (Acute
respiratory failure)
#1)
Died of abdominal aortic
CMUH102- 202110517 [follow up|Enzalutamide
47, 2020/10/27 aneurysm dissection 1 A
REC1-068 1 (ENZALUTAM
[Aortic dissection]
IDE) Capsule
#1)
CMUH102- 202104478 [follow up|Enzalutamide  |Death [Unknown cause of
48. 2020/10/17 1 A
REC1-068 1 (ENZALUTAM [death]
IDE) Capsule
[iR] REATIH -
ey FREGIFAFZ
" E 1 2
B § St £ FEPF
GEEFIEE D
1. CMUH107-REC1-110 SEIFT | *EERE S 4L ¢ CSL112 or Albumin
PR LHRE 109 £ 05 27 p 2 109 &
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117 26 p

CMUH106-REC1-093

ENLE

[ 2P ]

*iEok E 4 4L ¢ Saxagliptin

*E rMHARLYF 2020 70 12 p 3 2021 &
01 % 08 p

CMUH109-REC1-082

[z % 2pap2]

*:R5% ¥ v Xofigo (Radium-223)

*E rMAEFELYPF L109F 122 01 p I 110 &
02 * 28 ¢p

CMUH109-REC1-100

\;\
il
#

[z % 2p4F4]

*E% E 4 L4 ABBV-151

G pMARLHE C109£ 070 25p 3 110 &
01 7 24 p

CMUH109-REC1-102

v A8k

(EEIEETEES |

SUSAR DSUR : IMP4297 DUSR#3 09Jan2020 to
08Jan2021

R E L LA IMP4A297

*F rMFLYPRF109E012 09p 3 110 &
01" 08 p

CMUH109-REC1-131

iR B

4 4tz )
2% & : Protocol Clarification Letter — \VV937-013-02
p #p: 11 Feb 2021

CMUH108-REC1-059

[DSMB ;i34 &)
*Akis 2 p g 12019 # 120 18 B
(eDMC1, 18Dec2019)
[DSMB ;i34 )
*A% s p g 12021 # 03 0 11 p
(eDMC3, 11Mar2021)

CMUH104-REC1-135

v Ak

(]
*m % 1 S4-13-001_Deviation Summary report for
relabeling issue_20210226

CMUH107-REC1-126

|
fe: 3
&

[ 242 ]

*ik% 4 1 TRASTUZUMAB EMTANSINE
*p 2L P 2020£ 080 22 p 3 2021
#0207 21p

10.

CMUH103-REC1-097

|
(i
&

(]
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FROE LM AT O o KA P Hp
Cover letter non-clinical IND safety report dated
15Mar2021

[#%=]
FNE L AERARE 2SR o KA P
Nonclinical Safety Report, Approval Date:
09-Mar-2021

11.

CMUH108-REC1-137

v A8k

[ 2P ]

*iEok E 4 AL Infigratinib

*% > 3R 4 ¥ (6 months Linelisting): 109 # 04
2 0lp % 109# 09" 30¢p

*% > 4R ¥ RF(DSUR): 108 # 11 * 07 p 3
109 # 11 * 06 p

12.

CMUH105-REC1-152

\;\
il
#

[ 202 ]
*R % % 4 AL Binimetinib and Encorafenib
*E AMPEFLYEF
Binimetinib SUSAR Line Lising 2020 «+ 07 * 21 p
312021 & 01" 20 p
[F73 245 4 20 i L 45]
*1ux & : PF-06811462 (Binimetinib) 2021 IB Annual
Review Memo
*p #p: 10Mar2021

13.

CMUH107-REC1-134

M2 4%

(% 242 ]

*:k2 F 4 4 0 Aflibercept

* rMEARLHEF 109072 01 p X 109 &
127 31 ¢p

14.

CMUH108-REC1-153

T
11_
Bt

[ 21302 ]

*iEsk E 4 AL 1 Navitoclax

*E rMHAERLYPF 109 F 072 15p 1 110 &
01* 14 p

15.

CMUH109-REC1-104

\;;
e
#

[{rTa4 1 2p]
*ux & p #p @ ABBV-181 Investigator Brochure :
Edition 6 — 03 December 2020
ABBV-368 Investigator's Brochure : Edition 5 — 23
February 2021
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16.

CMUH103-REC1-123

[{A72a4 4 2]
1. MK-3475 Investigator's Brochure, Edition Number
20, Release Date: 08-MAR-2021
2. Letter for MK-3475 IB Edition 20: 12 March 2021

17.

CMUH108-REC1-055

W
\L
3!

[#&]

N R Y ERUIE A

1. % 2248 £ (6-month line listing) 3 i»:
(1)2019 # 3 19p 3 20199 7 18 p (2) 2019
#9097 19p 3 2020# 3% 18 p (3)2020 & 3 *
19p 320209 " 18 p -

2. FEPEE% > { #74F 2 (Development safety
update report, DSUR)2 i» > (1) 2018 # 9 * 19 p %
2019 # 9 * 18 p ~fr(2) 2019 # 9 * 19 p 1 2020
#£972 189p o

18.

DMR101-IRB1-284

kil
\L
s

[Fx=+5%F24% 3]

19.

CMUH108-REC1-050

7 45

[H=]
*Rop il AFE%R R 2020 & 10 ¥ 31 p e E
x;é—'ﬁ C S REATR A FATH A -
2.3 &3 #F 4 13 & -Notification of Restart of
Recruitment Activities » Issue Date : 15 March 2021 >
NF S FEE SN S E Rtk P R TR
R S S A

Tk Ao e BRFEIEF A HE R

wav“;{;‘,% j\gﬂ\,ﬂig.@_} \‘_:;;‘%%o

20.

CMUH109-REC1-162

IR

(2% 22 ]

*R2 ¥ LA Tislelizumab (BGB-A317)

*E rPAFLHPF 2020 057 21 p 3 2020
# 11 " 20 p (SUSAR 6monthly LineListing)
(2% 2R ]

*iR2 ¥4 AL Tislelizumab (BGB-A317)

*E rMAFLHPEF 2020 117 01 p 32 2021
# 01 * 31 p (SUSAR 3 monthly LineListing)
[ =% 214F4 ]
*:ek E 1 4L 1 TIGIT (BGB-A1217)
*E rMAFL YR 2020 & 07 2 29 p 3 2021
# 01 * 28 p (SUSAR 6 monthly LineListing)
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21.

CMUH107-REC1-020

[#&]
*n % IDMC Recommendation Form for Data
Review Meeting #12 -
#12_ ik yp# 0k 3 10Feb2021 e o 4% 01 01 T aE R
1. p#ham% >R > ¥4 4 Cohort 4 yz %
(Cohort 4, ages 6 months to < 2 years), & * #| & &
1.5mg/kg > = 7] Cohort 4 = = 42 & -
2. P EE DR R ¥ ¥ Cohort5 4k
(Cohort 5, 38 weeks to < 6 months) » i * & & 2
0.8mg/kg, = "% M eH £ 0.40 mg/kg -

22,

CMUH104-REC1-116

T@E

[ 202 ]
*Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARs) JNJ-56021927
(apalutamide)
R E S LA © INJ-56021927 (apalutamide)
*% 32 @ 0 14 August 2020 to 13 February
2021
*Development Safety Update Report No. 9
Executive Summary JNJ-56021927 (apalutamide)
*RS%E 5 LA INJ-56021927 (apalutamide)
*% > R4 dp 0 14 February 2020 to 13 February
2021

23.

CMUH108-REC1-030

Tk

[ 202 ]
*Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARs) JNJ-56021927
(apalutamide)
*R%E 5 LA INJ-56021927 (apalutamide)
*% > AR P AP L 14 August 2020 to 13 February
2021
*Development Safety Update Report No. 9
Executive Summary JNJ-56021927 (apalutamide)
*REF 5 LA 1 INJ-56021927 (apalutamide)
*% p4F 2 @ F 14 February 2020 to 13 February
2021

24,

CMUH102-REC1-068

& &

[ =% 2144 ]
SUSAR LL : Enzalutamide 31Aug2020- 28Feb2021
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L273 *§ % e FEP G
blinded
*RE E 5 LA Enzalutamide
*E pMARLHF 109 F 082 31p 1 110 &
027 28 p

[A32] B EAFH -

EFRRPPEAFPLE (%)

Bd c WRER (F)

308 408 (2100 4)
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