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We will be updating the protocol to add the following exclusion

criterion:“Ongoing or active bacterial or fungal infection (includes infection
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requiring treatment with antimicrobial therapy for which

participants will be required to complete 2 weeks before randomization),
symptomatic viral infection, any other clinically significant infection, or use of
immune suppressive agents”.

We are updating the Informed Consent to reflect the cases of pneumonia.
Patients should be formally reconsented and sign the updated ICF as soon as the
updated ICF is approved by your IRB/IEC.
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" TAR-200 (Gemcitabine)
Intravesical Delivery System
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DS-1062a (Datopotamab deruxtecan)
Lyophilized Powder for Injection
100 mg/Vial ; IMFINZI (Durvalumab)
Injection 50 mg/mL ; AZD2936
(Rilvegostomig) Lyophilized Powder
for Infusion 250 mg/Vial ~ 750
mg/Vial ;s MEDI5752 (Volrustomig)
Lyophilized Powder for Infusion 250
mg/Vial ; AZDT789 (Sabestomig)
Injection 750 mg /Vial | # 4% % =
B IRk R R G R R
DS1062-A-U104 (D926FC00001))2 %

MOHW =
K 113 =
07" 11 p




1SO + 4 %(2023)

IRB-A ¢ -1 (%% #-2001-%4 ¢ 6.4-§ 3% e &4 B 5

TRLLE 5P AR L AR
PR FamR-

- s ARPEFEC2E27 14p S
F % 1129004698 5304783 7 > 55

113 %17 26 pfFseax % 1139003059
ok LR ko

= ~ﬁ2}ﬁf§ﬁriwiélu%§pq’g}%
WERFEFTAEA Y L BEERAEE
By R AR LRLBEZTREETRA
p# % :Version 9.0 Date : 25 Apr

2024 -

= RPEF TR TIRSY CERRE
hERVEFAARE RN R

L B rfi}ﬁﬁﬁé;r‘}'ﬁ AP VI S
LA G A —,¢~w31
e ’j-é?éi% SN2 SR RS TR S -
o r5h i :L;—;;-E—
j&x@fﬁf’“ﬁ‘m%ﬁu% TSRS P wi
TRhiRRTEL LR | 2 -

SC23423B

"Volrustomig (MEDI5752)
Lyophilized Product for Solution
for Infusion 250 mg/Vial ;| A& 5% %
W FRpk kT EGRE R
D7988C00001 )z % %L e %%
o AR R ’fiﬁfpmﬂgﬁ}i AR
- AP FEEN2F9" 4p FERe
F % 1129051198 L2 /a8 7 > # 55
o= () B f?f‘?:}x”é?} % 1139020255

?p’-'\?ii\:}fg - AN 3
Féﬁé;*%%ﬁﬁzﬁj ¢ g;é—ija%é’r
i E o AMEF LR L2 F
p 5 Version 3.0 ~
2024 -

CREF SR TIRI P EER
b‘hé%’Li FLARR AP EPN TR
L Al T2 ZOEEA S 2
B (25 e 02 2R % - BRI R
FEFRUELEE R Sk
IR A IR TS TR g A
Pt B pE AT TR Femse wwr,
TRk kTR AARAE | 2ZHEE o

e
Tk 27

MOHW =
K 113 =#
07 * 11 p




1SO + 4 %(2023)

IRB-A ¢ -1 (%% #-2001-%4 ¢ 6.4-§ 3% e &4 B 5

SC18127B

1% 47

EEEET

MTecentriq (Atezolizumab) IV
Injection 1200mg/20ml/Vial | & & %%
et BRIk Rk G E R
G040241)2. 2 F T %L ¢ %> ¥ +
TR AP R AR -

- SR EFELI0TEAL Y 5P S
F % 1076014819 532 a7 > &35
112 %107 5 p a3 % 1129059123
ol R ko
,‘ﬁéﬁﬁﬁriaiﬂwé
WERFASAEA Y %L%%ﬁ&?
iy E o AP R TE T RS
p# 5% ! Version 11 > Date : 05-Apr-
2024 -

CREF RTINS v ERR
fv‘rgiﬂ%“%%ﬁﬁ}%yﬁriﬁp\ ¥ #
L BRI MTRZ Z2LERES =
BE it 5 3t 02 ARR R Z BRATS
PR H LR R Sk
B FEE EREFC T BEF D
PHAETieiEe IRy v BR
TRhirRTLELARR | 2 -

MOHW =
K 113 =#
07" 11 p

SC22540B

P ip 3

\_.

T g e

BB -

e L L
R
T W H

"BAY 2433334 (Asundexian) Film-
Coated Tablet 50 mg ;, &% %z &
ek R R (G E SeE 1 20604) 2 3t
2T R ATHRRY 2 XFARFL
TR EF 8P MR R AR
e ESREF SRR FRL LR
Lz FREAL1 FEHE-
- \%?%$u+HIﬁIZE9EHﬁﬁa
F % 1119063081 5% 834 7 > 1
113# 17 18piFEaz s 1129077783
%’){‘3’ &%i E- /ﬁ ¥

E PR TIRE P S EERE
RERFAFTARA Y L EERAEF
HiH AR AR BRI RA
p % :Version 3.0 Date : 18 Apr
2024 -
= R R LA PR SR
HKAVF%"A§HF$%6M*§
POREAFA LY é”@??ﬁﬁf
§¢G§E*°
AP RF ORI LREER

MOHW =
K 113 =#
07" 11 p




1SO + 4 %(2023)

IRB-A ¢ -1 i® % 2.-2001-%4 i* 6.4- € REBER RS

LERA D Hdorit
EESE

N 3ih S
hiR%TEFLARR AP EN R
L B2 2 0=
BL 2 e 24 AR Y C B

PR Y e E TR

FEHFRLELRFE S Fh&E A
HorEh Ui ¥ K o
PUHBABETNREE TSR cEE

RAEH TR AR L -
Ay RPHRAFAREY SR EHRP
AR Rl }f’LiFquu?E%“ﬁi’
4}{;}5:*%7 7 FEIFIRT T o
é%wﬁ‘ﬁ7g?$;*@$%
iﬁ%#& 418 581 R3S o

C‘J

SC24266B

|
I
A

FCSL222 (Etranacogene
Dezaparvovec) Concentrate for
Solution for IV Infusion 1 x 10714
gc/10 mL/Vial | &% % 3o % & Fliok
Tk @& E (3 %5 0 CSL222_3005)
2353 Rk B MR
RACHEP R > F AR o
-~ AP FEE113E3 Y 6P Fe
F % 1139007765 L2 /a3y {7 » & 55
113# 6" 14 p s F % 1139040837
Bl L% ko
SR S G ES ke T
% * Amendment 2 - Date : 04 April
2024 -

MOHW %
K 113 =#
07 * 11 p

SC23469B

e
Tl
A
)

FREGN3918 (Pozelimab) Injection
400mg/2. OmL/Vial ~ ALN-CC5
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Tremel imumab Solution for Infusion
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