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No 31
IRB %t 2019-05-007CU
PR -3 H P~ Bxikie ~ WA feiRsk 0 = Zolbetuximab (IMAB362)
& *  Nab-Paclitaxel 2 Gemcitabine (Nab-P + GEM) » # % Claudin 18.2
(CLDN18.2) 5+ ~ ##5 ﬁﬂ%ﬁ%ﬁﬁlsﬁ%% WHZE - M R R
fok 244
e 1EF
A Ed Lk
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No 32

IRB %% 2020-12-005CU

VR - HF b B e s B mn s R EFH BRI SN FER o IF
% Trastuzumab Deruxtecan (T-DXd) & & H @ Fugp &4 * St (4
Havra&%m&#%&ﬁnwﬁﬂiwﬁwﬁ‘%#@*é%ﬁﬁi%%
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No 33

IRB %L 2020-12-005CU

PR -3 % b H i s RN S REEFHERE LN EH 0 F
% Trastuzumab Deruxtecan (T-DXd) & & H is g @& 4 * 304 14
HER2 A 2 MR L H he 202~ AL~ Ff b4 F{oribg i
1+ (DESTINY-Breast08)

PEAEL B e A

L% d Lk
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IRB %% 2021-06-001CU

TE L ~ﬁ%%¢@\‘—ﬂ‘wﬁﬁé%’uﬁpﬁﬁﬁm# ¢ 2k 2|
¥ W A A ¥ 3t A T %A Pembrolizumab Ap it 2% i
Pembrolizumab > & & * 3 éﬂzx\rz%:a‘_i B iTs - S HhPFanEyH# 4§
V=gl S e

i JERE RN BAH

A Ed %
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gl
- £ F 4 2% i agm»ek (VICTORION-1 RE E B i iE
PREVENT)
-HESE R X EFER T
Wy |l HE% o £ 53
BT g R 0 Y RGE R AR 3
2 [2023-03-004C | % 1539 | BRx iz (42-90 HfPq sk ) “Eis & i if SRS
Atezolizumab 4c} Bevacizumab #p #
PER MR SR 2 (SIRT-Y90) 5%
(8% & {A x> ok ix
, FU¥ 247 &k s RS B A Y .
-03- FCV RS OISR =
3 |2023-03-005C |7 F ot e g R 2 i3 {1 LRAF
- R EEH B - X AR A
EHFER L5 -DEY - DIRsEK o BRI UL e
-03- LR © PR
4 |2023-03-007C ’mﬁ'u%$%%%w%k%ﬁ%? 2ooPA | EmpEy | P
& >ME ok,
5 [2023-02-011C |+ %% |VS £+ AR BTk Rl & i i S EPAES
P IRES ,
e [ A 1 BT LEAREL L ) s
6 [2023-01-022C |F#z 7 o fﬁb FERLRADE DR EE TR ] S OB PRE
i EAZT S
WER |G FREREER N SRR AR ‘ ‘e
7 12023-02-006C . f ] %?" Fi%ﬁ% s ¥ DR TR © R
FHE | A FERTIWRATE
Y- AL R T
AR AR MERET B A i L
8 |2023-03-001C %] S EPES
ik T 2 ek & ok R 18 IS5 L SR T shilie
i
FiaoE T/ (NGS) &2t o
9 [2023-03-002C |F& & £ ?‘ TR ( ) n& i i L LT
. }4’1‘;}]}3 A H YT l%‘ =R
e e A R P pE T PRI R 2
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BRI HALH (£ 14%)
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- Do e ‘a‘
BB | ¥ &

AN

" Lynparza (Olaparib) Film-Coated Tablet 100mg ~ 150mg | # % % %
e F ARk Rk F (B %t DO817C00098) 5 & ir 0 AR R
Pl RS T BAIMENRR S FHT > REATLPLEFE
WA MigBk o m R AR 2K ;AT (E ‘f AT ERAPFZES
2 B 54’¢m$%$*4%m*°%w%ﬁwwﬁ&$%@
ARFA CLFHERRLEIRRLAZ [ RECRLT L LG - P
PE FaR-
- HEAPU2£10 3P FF(M12)% 00452 112231 2
F 3 (112) % 091 %5 o
S F AP L ERTRR R R BN SRR A
THHERERGF L7 AP R 2 E3RmApY L
Version 4.0 (GLOBAL), 19 October 2022 » +:*4 2 5 & p # 5
\ersion 6.0, 18 Nov 2022 -

AR R ZXFE R LT RA D AP SR & Rk R

Lynparza - o
Olaparib) |~ 5"
' P m~4ph§i§€$‘ﬁpﬁﬁ%€“’\’vﬁ ERTIERBITE ¥ RED
2023- [Film- 1Y
02- |Coated F . 4 e s e
012C |Taplet | OFFRF LT ABRRELE T LA L L U2 e &
100mg 2B ] BEATHAGE T BRARMATRELEL R T G e
150mg *F/H s R, FEESTT MDS/AML 352 A 5 B 2

o FAEE o FF P %Y ARG H LA % D0819C00003 %
Fé—’"ﬂ?v LF 0 ET EEG P MDS/AML ekt e

(=)= Fé—*‘ PR E (12 Bk dicwME TR 2Rl s >

i1 rﬂ‘éﬁ%i’%éﬁ ERirhdeh o FI R e BHE®R
ot REGARAFTHEEREFRY o > FFTRETE =
BPELEFZ 2PEHO X 2PEHIP @ «*ﬁ‘ MDS/AML %
Bl PR T RIFETAMAKRAEIED o d AFAAT o Rapd
FARET R RS MDS/AML ivie- HTfE 0 TR AR FH L F
HwIfp etk é&:%gﬁ—kkﬁé arsrit T ARHB Y ABFTme
7 2 *ﬁﬁ’rﬂﬁbﬂgif\?’ SE7 S ok BTN SR B S e A
CF AP RS LERRVIFIEFARRY F L TS
éé%% RBRGSFTRPFEL A RRDPETF 27 BHRRT B2
FTRBEEFLF o o) VR L o L L L F M

A FHEMY AT L% B E R A Ut

()
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TR RKREF A FHEE R T UPEFERIEI N R
YA (14 7)% B x(3/B)iEw a MRt N ARE > 7 T
EUHAY R ot e T E SR LTRR % (PR R
RETFEL -
i &k(x 10 #)
"RO75384 . : .
83 (T+A IV "RO7538483 (T+A IV FDC) Solution for Infusion (Tiragolumab
FDC) 600mg+Atezolizumab 1200 mg)/15mL | & % 2 % ¢ % % 5.9k 3%
Solution for )Li(&i L 6044096)\ PRTRLe R AP ARG
T4 Infusion cF o PR T IR cERERAE Fi‘ﬁﬁ’Lé‘ FLAEAE Y L
A _ %%ﬁ&ﬁﬁﬁg’i%k@‘iw\Fé*%ﬁsmp Wmm
e . |(Tiragoluma )
2 [HFRE b 2 » Date : 14-Dec-2022 -
%%-mmwﬂmw\ﬁﬁﬁ*ﬁﬁF%W’ﬂw%“ﬁ&éﬁjiﬁﬁﬂﬁjwr
55112 Jolizumab FEMZRL O ORBRHIMTREE ZOLRAES LY 2 N
1200 SE MRS D B RTY R LR RE O B SEAIPE
FEAFUEBUFLF B F 2P EpEFRER TR
Tg)MSmL SEETRR BT EF RS LHBE -
" Acalabrutinib (ACP-196) Capsule 100 mg , & #sF= 7 * % 592k
P H (G E %el 1 DB220C00008) 2t E R ¢ ko Ky A~
R R e
2019 [NCIRDIULN - i AP BB A D B D Version 40
3 |#&#RH |09- b(ACP-196) (Global) » Date : 20 December 2022 -
003C fgg:‘;es A MRRT AR RERARLE LAY T L E S
AR 0 vk 110 & 6 7 25 p e @ F % 1101405846 5L i3 572
r&i%&@%ﬁ%kwgwﬁﬁwﬁ&é%%maﬁ@a&mj
FHIL o
" Debio 1143 (Xevinapant) Oral solution 20mg/mL | & & 2% % & * &
Debic 1143 H‘g#‘%%’l'%(fl%ﬁﬁn%i : MS202359 0002)z. 3+ F % { ¢ % 5%
2023- (Xevinapant AL
. |02- AP RF PR L2 E T RAPH S Version: 3.0
4AFRE |go7c PO Date : 17 August 2022 -
solution 20 .
u mg/mL T~ FHRAEE NP R fwr}a WERE AT Y G AT 0
A% FEF AT Y FiFE T S(EXPRESS) R { A ERE
P R o
2018- |Atezolizum | " Atezolizumab Injection 1200 mg/20 mL ; PEGPH20 Injection 0.3
5 |z 11-  |ab Injection [mg/mL ; BL-8040 Injection 73 mg/Vial ; Cobimetinib Film-coated
003C |1200 mg/20 |Tablet 20 mg ; Linagliptin Film-coated Tablet 5 mg ; Tiragolumb
U mL ; Injection 600 mg/Vial | 4% T e * E Rk FEHRTZG 2%
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PEGPH20
Injection
0.3
mg/mL ;
BL-8040
Injection 73
mg/vial ;
Cobimetinib
film-coated
tablet 20
mg ;
Linagliptin
film-coated
tablet 5 mg

B Y039609);%4 Rl AR
ZoFafkp TIRIVCEEREARRTAFTALS Y
HERIehiEk o AP AR LS 2 E 2 KA p 5 Version
10 » Date : 15-Dec-2022 o

roEEE PR TR cESREERTEFARS A
FEMZRL O BB TN ZOLREF B L ek
SEAERF Z BATIIRRY R LR LR RS E AR
FEAFUEBUFLF B F PR REg TR
CEEIRR R R AR 2 EE -

" Encorafenib Capsule 75 mg ~ Cetuximab Injection 5mg/mL | & # =%

it BRIRRRRIE (G4 %Y 1 C4221015)2. 3 E 2 R ¢
Foogf o AR R e
o F P e IR cESRRRKRTEFARA Y 2
Encorafenib FETRh Ry S MIRLRLB LT RGN S
Amendment 5 » Date : 20 December 2022 -
§$L§§$F A A S A ﬂw%wﬁ&é%déﬁﬁﬂﬁjwr
R E 018C |cetuximab FEMNFRL BRAAM TR ZZOLER S B E o e
U Injection SRASES BRI R R LR }‘?’7‘5&'%*‘*;‘“1‘*% ’
FEHAFUHBUFLF > R F O UEBEFEFRER T IR
>ma/Mi S ELTRR BRI EFAMAR 2 EE -
T MRRP R RERRARES LD AD L F A
AR 0 wopie 110 # 6 7 25 P ik 8 F % 1101405846 5o i3 372
rﬁﬁ%%é%ﬁ%kﬁ&ﬂﬁ%wﬁﬁ&%ﬁﬁlﬁéﬁﬁmJ
FHIL o
' MK-3475 (Pembrolizumab) Solution for Injection 165 mg/mL |, & #
MK-3475 %”%“%wﬁﬁﬁ%“éﬁéﬁﬁ-MKM%A%K%;%%
2021- [(Pembrolizu|{ & % » 515 > A% &

A 06- mab) RN -g ’25?&:}}? )_35]3 LB TRR R AR AR Y FF\
001C |Solution for |% 5Tk #5374 » A MP AR L B2 E 3 Ap P 5 1 MK-
U Injection  |3475-A86-06 FINAL PROTOCOL - Date : 25-JAN-2023 °

165 mg/MI |z ~ %f2F & F & T IR P wERREAERTEFAES > 4

TEREE PR - Sl R Y 2

L REHIPM T2 2
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NERAFZ BASIRRY FRUFL R B SEATPY
FEESBAFE T R AP UBFRG R (IR
W E R RR R E R ARE 2B -

M LOXO-305(Pirtobrutinib) Tablet 25 mg ~ 100 mg | # % 5% % e % &
STk E%k T (354 %% 0 LOXO-BTK-20020(J2N-OX-JZNN)) 2
VEERLE P AR

ZAMERF PR L2 E T RAPH S D Version D 5.0

2021- LOXO-305 |Date : 13 September 2022 -
07 (Pirtobrutini|z ~ { &7 4% X £ 2 FHAE T > & &3 3% LOXO-BTK-18001
8 |5+ 004C b) Tablet 25 |“f ¥ % #% * ¥ 4r > 2 4 Grade 5 (fatal) TEAE = gﬁ% AN s
U mg ~ 100 |2 % : As of 29July2022, 42(5.4%) deaths attributed to AE » F]H ¢ &
mg 3£ COVID-19 #p &é@ Leng itk i’vn] vt fatal AE 38 4 FV &
FlTAR R o FEE AR 2 ﬁ B E e ot AP HER
 BOR A e }_ ]“n‘ # I » % severe AE/SAE/fatal AE 23 4 F 3%
ﬁJ*’%ﬁmﬁg»ﬁ%\?Q b FALT A AERK X
AR
" MEDI4736 (Durvalumab) Injection 500mg/10mL/Vial ;
Tremelimumab Injection 400mg/20mL/Vial | & % 2% % & * % 592k
HEHE (G E % 0 DI933QC0O0001) 2 2 ¢ &k K90 A
MEDI4736 [¥%F &, °
(Durvaluma |z ~F 2@ k3p TS M3 P cELREREKFEFTEAA ) Y 2
b) Injection |% &-Tekk #5334 > ﬂ\%"‘ﬂ? LR B2 EEEAp P S Version
2018- [500mg/10m 5.0 > Date : 10 January 2023 °
9 m?alz L/Vial ; SRR PR IR CERRRARERTETALRS 0 A
007C |Tremelimu &P 2% > BR'GIIM TR Z ZOLBE S22 &> el
U mab \*ﬁﬁéi:ﬂéwrﬂ@]”i\v‘ FRLEZRF }Fﬂw&mwﬂ\“fi%ﬂ%
Injection |FS A G wtBiIFL F > :LH;;%- NP AERRER TSRS
400mg/20m |- %‘fr%%%ﬁr BT EFARSE 2 HEE -
L/Vial I~ FHERTIIRIEESAGLER A RO T 25 Nl
ZE 07 iz 110 £ 6" 25 P a3 % 1101405846 B ig 372
TEREFABLPUH AP EP T EL R BRAFT2ERE R
FPHEI o
2022. BLU-451 | " BLU-451 Film coated Tablet 10mg ~ 25mg ~ 100mg | & & % % & *
07- Filmcoated |# &9/ 7% 4 (34 %% ' BLU-451-1101) 2. 3 2 % { ¢ % »
10 |5 & 021C Tablet E o AW R
U 10mg ~ CF Pk TRPATERERERT AR Y L ES
25mg ki AP IPETRAp I Amendment
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4 > Date : 21 November 2022 -
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2020-
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005C

Niraparib
Capsule 100
mg

" Niraparib Capsule 100 mg | £ 4 % % e * & 200k 2% 424
% 1 67652000PCR3002)2. -3 2 % { & ¥ b & 7 AR FL i
WHY e Ko g AR R
cF o fk IR CEERARRTAFTALS Y
FERA Ry E AP LRLBLTETRAPD L
Amendment 3 » Date : 09 February 2023 -
r o EFLE PR TIPS ERREERTEFAERS A
FER R BRI FRE LA Z B 2 0k
NEARREF - BTIIRRY R EFL R B SERAIPG
FEAFUEBHAFL T B F 2P EpFREg TR
S ELTRRERTEFAAER 2 EE o
T HBRBRFTATRZIEEFARBLEF AR 2 T AP o
AR > Mk 110 £ 6 7 25 p gk 8 F % 1101405846 HL S i2 3T 2
rﬁ:ﬁf’fi@ AMR LR E LT RBENTLERE R
FEIL o
AN RMERBHIEE > RETR F%é“iéﬁﬁféﬁﬁé’ M HRO
W e p A FERFEE RIS R i o RPN R
FEBEFL > BETEFELF>RES T LF BUFY o
= o~ ¥ o KRR 2P0k 107 # 37 29 p k@ F 5 1071401881 5L
S ATAEN T LOBEL R ERT AR ) 2 HERE

I

3 %)

12

N
A

BAY 94-
8862
(Finerenone
) Tablets 10
mg ~ 20 mg

TBAY 94-8862 (Finerenone) Tablet 10mg, 20mg | & & % % &z * & %
Tk % H (35 4 %% BAY94-8862/17530) 2 itk 4p 4 ¢ % v &
P AT R o

Z SRR BEHP L D HEF R YRR RE(SC)4e F finerenone i
%’%ﬁﬁﬁ%ﬁéﬁ%%?-ﬁ%@“”m¥2ﬁ%@%
(T2DM)% 3% » jeas B % - =t § (CV) B e (e 1 2 5
e L e A R o

T~ AN R HE A2 ZRxFL K Ap B L Versionl.0 20 AUG
2021 -

I ~HR2ARESF T LF REFFTHE > BRI FTUEF2 L
3 AT ©(SAE) S ATEH BT F 57 LF B(SUSAR) » i 4 3
WHEREERE 0 BRRBC M T L AT R L o
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MK-3475
(Pembrolizu
mab)

Injection

"' MK-3475(Pembrolizumab) Injection 100mg/4mL/vial | iiﬁﬂﬂﬂ Y
ek Rk (E %Y MK3475-062) 2. R k4L T k0 A
A
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100mg/4mL
Ivial

14

2021-
06-
009C

BGB-A317
(Tislelizum
ab)
concentrate
for solution
for infusion
10
mg/mL ;
BGB-
Al1217
concentrate
for solution
for infusion
20 mg/mL

"BGB-A317 (Tislelizumab) concentrate for solution for infusion
10mg/mL ; BGB-A1217 concentrate for solution for infusion 20
mo/mL | a5 F e Rk % E (G E %5 - BGB-A317-
A1217-302)2 & b A KRR F I L0 RARLFRE Y MFES
FHRFRAFERT w L ko G ARF L ¢
S RAERFELRE R NAHIBLEEL 2R HO
gl Rp N EERRBH AR R ek o R P LT K
FEHGEE  BTPFEF2RESF T LF RUAEY S o
T~ ¥ RPER O F ik 107 £ 37 29 p i § F % 1071401881 5L
S ATAEN T OBEL R ERT AR ) 2 HERE
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Kf_

@z R BT ERY L (3 48)

No Bt H i | £ P g
EGFR ‘&3 20
¥ » (insertion) & %
et ko e W R LR 3R
1 M inib (Exkivit 39 B3R T P 3000 %g
obocertinib (ExKivity) 9 iE 5. feog P (EGFR Exon 20 %
Non-small cell lung
cancer » NSCLC)
Secondary CNS
Carmuther 100
Carmustine 100mg » & | p #1384 % Lymphoma, LAk 3R
2 ( } CUT e 6+ [refractory (7 B2 "
B > TherDose Pharma # R i B
=G e Ry
Private Limited % i%) -
* %)
: B ] e Vg | 2ETRE R
3 |Lurbinectedin (Zepzelca g 3R GRS 8vial
urbi (Zepzelca) 9% AL (SCLC) o
LR DS X Y
. . . O &R L g | 2ETRA R
4 |Eculizumab (Soliris) REFEI| R 32 4 R T %
i
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FAERREBRRETNM2502 A4

BRI Bon MR R PR ERE
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&R Protocol No. IRB 4% 4 spA | g ® R
1. | C2202600 | D910OVCO0001 202202007CU | F&5& | MTHfds | Rabdo v
2 | C2106500 | MK-3475-365 202106014BU | ik | MSD | 8% 2 A 205 LM RGN R
3 | C19-001 | BGB-A317-305 |201801020CU | #ti&-1- | BeiGne | #R %
4 | C2014500 | BO42592 202011014AU | FR R |  MRIK | MPEP A 3] F AR Mokt
5 | C16-000 | MK3475-426 201608008AU | #FA4= | Besb i | MRS R R4 3) 465 R bER R
8 | C18-109 | D933SCO00D1 201810001CU | 48 ¥ 4= AZ TRORER
7. | C16040 5 | NA NA HaEF | Alnylam | EE R
8. | C2211000 | VAC18193RSV3001 | 202208010BU | MR K | ME& | 28R
9. | C2118700 | VT3996-301 | 202201003BU | # 3% | Viracta | 7 F) %k &R ) b3 L4
10 | C18-038 | D419CCO0002 | 201710010BU | M= AZ L R0T LY
11 | C18-123 | BO29554 201812003CU | fle-kia | #Ri€ | sl
12 | C17-083 | D41SMCO0004 | 201705016BU | feskal | AZ | Haks%®
13 | C2208900 | MK-3475-B15 202207005CU | #id4F | b | FRAEWR-BFAFLY
14 | C2113300 | MK-3475-876 202111002AU | a4 | Zibd | ARERERA )L MALLE R
15 | C2108500 | MK-3475-365 202106014BU | #i&#F | Mivk |REVRAN G ZMAMME R
16. [ C19-072 | M16-000 201906013CU | #h& & | XMk |MBFaRL
17. | €18-121 | YO39609" 201811003CU | #:#&F | HK |(Ht@Pe
18. | C2104700 | BO41932 202012012AU | 453 & | MK | #MHOOBRMEZOR
19. | C20-012 | MK-6482-005 202002023BU | 4§&(= | YR | MELLALNLAR YL
20, | C2005100 | MK-7902-009 202005009BU | #5¥ & | Sy R | RERR
21, | C2100200 | MK-6482-012 202011011CU | #3848 | Wi R | HREREALNNLBAAR T
22, | C2118600 | MK-3475-867 20211101MCU | MR & | v | 1REW ER LS AWMLY 6
23 | €2109300 | MK-7902-014 202108008CU | s | AR | AREE LA DS LAMAAY B
24 | C19-049 | D833ICO0001 201905005AU | & & 2% AZ Yis kB L
[z [ P
= ARERERRRE E@E P‘V\g\
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