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—EIL NG 1,489 826,462 2,002
BXEEN (i) 1,489 36,796 43,237
&gxiaa ((Fo) -1,219,334 -1,168,378 -1,374,586
ZRIMRA RS H (D) -238,206 -362,309 -239,330
BADFHE (FFT) -1,457,540 -1,530,687 -1,613,916
REBAEFA] (FF7T) -1,457,540 -1,530,687 -1,613,916
KE R A E R (T -1,451,936 -1,538,427 -1,605,929
B ERET (T 319,240 290,881 594,696
R ARE (D) 4,229,022 2,715,876 4,632,174
FRRES () -7.34 -7.69 -7.27
%gifﬁ{%jﬁ RRER ~ BASAT - 2,390 1,783 1,627
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tIEERRRAEETEREZER - M (ERBEREERE) - (BRERE
1RIEREE)  (ERERBRHRER)  (BFZE) - (ARBRBRERME) -
(BERR)F-

Bl

2022 FARBEEMBRIFENBERE REMEMESZESE -

ik 2

BEE RN EMRAT - EMmFIRERIR (first-in-class) #Z » HZELIRIHERE » 12
HARBOM N ERFB R § WHEERE A ORESE - LEZERER EASERENAR
REFEFHIEHUR Globo Series X AKR1C3 R1RHY » TG — R I AT R BFNEE » &
BERRALUGERMEITHDIRMNBEIBEENEL AR  JERIE—T RS R LR
%% (CAR T) ~ TROP2 B2/ T 21 &2 (TROP2 ADC) ~ #i5E 141182 (Bispecific
antibody) I8 WRFIBEGFRAZEATIE > BAREZITRITRER AR R
FEFRRTE -
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BEERELRSMEEERIAR

Adagloxad Simolenin (OBI-822)
FUBRFEREIEHEE

Globo H
OBI-833
Globo SR Globo H EBh 5 & e
RyER
OBI-866
e SSEA-4 X&)t i g
OBI-999
Cllslam Globo H A 88/\5 FZat i & 88
meg/h\pFESHE
e R-992
TROP2EEH TROP2 #88/)\5 T Bty & 88
BEEEN A OBI-3424
NPT 55 AR S N FAL R
. o e OBI-858
BEERRsREERER SNAP-25E M & S5 R 2 AR AU
SRR R REREL %'?H%‘gﬁ

7 FERFANAESE - FEAATBEH | hitps://www.obipharma.com/zh-hant/pipeline/

AN - AR A BIR/A T Optimer Pharmaceuticals B3 EmrAlingE &= " BT |
(DIFICID™) » ER 201249 A 7 HEVSEAEBEN A% BFEE LT W 201447
MNERAG T HTEE -

TREMR  ARERTERAMEN ORELZARENEER » AERERNAFEI18EMU LKA
MR E R IRIEEEREIER - 20154F10 A » BRP RZERR 88 Optimer Pharmaceuticals 7 F
N BEERER TREM, FAERNRRIGEERBETIRVRER ARV ERER
BEEREENEE  AEERATREEENHEERR -
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BEERERMBNREERBEDERER2EFNLE - #AMBERBRIHKRE EMR
B LEhE2ERBE - BHRIBRER » LD T « BRARRIE « IR - 5
HE HEMIEZERENES  BRIE—EXBEENE  ERMBEERA2BNA
EmEE  WETREZNE

ZEEBWEIRT2EAELIFEHEREEEBE 2/ ENtEERELGBERE
BIEERAE N (EREBREERE) (PIC/S Good Manufacturing Practice, PIC/S

GMP) « (BRERHZ1R/ERE) (Good Laboratory Practice, GLP) - (%538 B R 51
A1) (Good Clinical Practice, GCP) * REA (EBF%E) ~ (ABRTRBREEWE) « (ESE)
FEM o EMWRETEIE > K —EEEE - BB REYEHRRIIAR - HREAAR
B o FTEMZERRE SR AR IER L2 ERZE S (Data and Safety Monitoring
Board, DSMB) * HE#] « AIEE=FKHEX » EMEREIFAELE2MEEEE - PR
EERE - R ERRBRENSEITEE

BEEREEERMTE IR TBNENMERE 5O RBEBRENEEBFSE
BEEARABRZE RS  f#F  IDEARER @ HFRETECHAIAUEH -

AATERERARAEZEY - SEAFIAHAPIC/S GOP -« PIC/S GMPRIEZ &
R EHRKENARHITINE - HE - EMELABE  TELARERRREEE - FTF
EIHE BB GPSEM R4 » ALUBHIZE REXIG » BMRERRELAEZS -

RARBRHAFARERAERBELZ2ENEREITHESE @ BIRAAGE - RREHEFPH
EmREEMEZTR - BRS (BRE) « (BFE) ~ (EFEmTHRD - (EanER
BRBaaZl) (EBRL2EEEENER)  (BREEVARREBRIVE)  (BERE
E) S AEYERREREEE) (EVERREER) - (AEZERERRERT) T4
BARTE ©

BEER 2022 FRBARBRBENLDER « EMERRNEEES -
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3.2 B3 Al #h

EATEEE EmifZE 8

B

H
i

WS iR A E R F ORRE - AEERAREERERES THES - Bff
ERREERTEMME > U BBERERQRSER - iSE—SITEBFRT 3
Rl EEAT - RIS RIEIETE

BrY

BRAETIHEREMEZ AT » LIRARRABGF N REFEED -

O
&

1. EREREPETEREE > HIEAFNEE > SEEEL - FiF -
WEMFRERE - FrARERMET TSR - FERTEIREREE -

2. TERTRARAE AR EENE « $EEY - Wit — REER RIREF R -

3. MAEFMG - ERBFRER - L HIZRIERE -

A ERMEEREERERERMAEEREE  UMERERERARNER
KER o

Bz

¥SHA

1. Adagloxad Simolenin (OBI-822) #F#&#1T & k= HAEGR IR 5B - W ETTHAA
P o

2. NiE OBI-833 * OBI-3424 & OBI-999 — Hi A BEEGRRRERHER o

3. OBI-866 $F&HE 1T —HAER K& ER o

4. BCVax R EBETEIEH R REYEIEE (TFDA) % EE T —BiER R 55
FE— S SRS 1ERFE - IXEMER 35 5RRK o

5. BIE TROP2 #1188/ )\ T &) 18 588 (TROP2 ADC) K #t#t Globo H B 5 #lifE
#% (CART) ©

6. B1E) OBI-3424 fHAEIE (hepatocellular carcinoma, HCC) B& R s & o

F HA

1. Adagloxad Simolenin (OBI-822) 1&H# T2 Ik = HAER Rt Ef o

2. IHEHETTOBI-3424 « OBI-999 & OBI-833 iRt B o

3. OBI-866 i A —HAE& K 5 o

4. TROP2 JiB%/ |\ FZE 15 & 8% (TROP2 ADC) R#fipE# % (CAR T) A —HB
BRIKEER

5. IF1ER S IS R4 188 (Bispecific antibody) ©
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REA

1. Adagloxad Simolenin (OBI-822) 52 &Ik =HBERIR R ER - BHEIEIER @ 15
MZEIRZEERGEHZE EhsTa -

2. OBI-999 * OBI-833 * OBI-3424 SEAi i 456G © MRS EREHE Fh
B

3. TROP2 i1 f&/\ D FZEE 5 8E (TROP2 ADC) RilpEE% (CAR T) A —HA
B IAR A ER K 1R AB AR A S B o

4. TEMIR SIS RN IE A —HIRR R ES -

2022 F /EE IR AR (S ERRHER)
Wighd BERM1,279,5761F 1 SEWESFH
55.77 % ©

AATINEEHISIES T B, - (R  RATEIMBNE - IR
BSRRIBERIL - BISEIEEN RS e - LIERK - #S3ENT
B - TR o

1. % S35 EE 5 OBI-3424 ~ OBI-999 43 RIJ54 2018 & % 2020 £ 18 " IR
BlFTEE , 2 TEREIFE SE -

2. B35 5 OBI-999 & OBI-3424 B R & RZEY) E I8 5 (USFDA)
AR AR ZIEEEMREEE o

3. BEEREFERHMAMIZESEIREERE - BIEM IR0 - BRRERTF A -
EEEZERRET - 2022 FA QAR ELRMBBBEEZEREEARAEHE
(AACR) & - EERKIEEZEE (ASCO) F& & "Future Oncology ; HiF!
EEgER o

BEERR LI ENUBNEMR AT LTHERBKEAEEMRBE - BRTYERRA
% BEERINEITHR BN E8ER Globo HEXIRE 2~ Globo HRE AL B4k
(immunohistochemistry, IHC) @ BEBEX R ELAREABLERE XN » BRERE
fEGlobo HXIR » BREREMANEHR  HENEEARERERERE - TH - &
B EEREERFEERIERE Globo HRIZH % - B EAENEIZEEH (In Vitro
Companion Diagnostic Devices) ' 72019 F EEXHE MEYEER (USFDA) OER R
FRIRTER - 2022 /EERRAME (BRARR BR®/1,279,576/F 7T » HEREARER
55.77% °
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EmfEER
LEERERR B ENTREE - A2 EERDEAABBRAR - E=ERIHT

MARZIERE » A/AF Adagloxad Slmolenin(OBI—822):59|$?LE—Hﬂﬁﬁ BRI B U
R—EZHE  RINRERE » AQRBRMREERR ”c%ﬁri FERIRF N2 LR R B
Bl BRIZGTEEERIRTRERFMIEETT - BRY Adagloxad Simolenin (OBI-822)
2o RARETEE FuuL THIERREER - EEI R2HERBNERRERD  SBER
SRV hRIRFIT=E

HEBFET  AARDEFLEEEE TRERIFE(C  WREREREI S SBRET
RETURA LAE - LT EREnSEmRER

1. Adagloxad Simolenin (OBI-822) $LiE X &h & I fE i gE

Adagloxad Simolenin (OBI-822) 23K /K = HA L B BB & FH RN AR# w2 (unmet medical
need) * FiiE S1E AR =FRMHE (Triple Negative Breast Cancer, TNBC) J& &8 4%
AR WLATBETHE KEXHRREVERR (USFDA) e REABL B R EE
(IHC) @ fEEB A Globo HIEERRE XA ERKBERR

REMEE2022FE » EAEEER » 878 TN » PEEF+HHRE RS EEBIE - 5
AEMEETHEASANBRGRETR - BRIEEXBESESFT16BZES A -

2. OBI-833 X Globo H X E & 1 /& F4E

OBI-8331° 2021 FE2 A BRI @ — BfR R = B - — B2 H I/ NAMRiE - T EE0HER
OBI-833 X EGFREZ R EL A I FIR e B ERM B T HRCFEH L ) Z—EHERARFIRE
HIERBERFMRERBA @ BITREMN KRR = (investigator-initiated trial,
IT) - EMERBEBRFED BN 202242 A X2021 F10 AEAEFHERITEREYER
EREFT 0 BRIEBEBRES - o REREETHBESNHFZNREMR - BRIEESE
REABEH 11 BROESR -

3. OBI-866 SSEA-4 T &G IEInEE

OBI-866 A LIFKIAN L EEEMNIEBERTUR SSEA-4 /IFNC TERBIRESE - AERE
MERCERE  H/NREANSSIBRELZE —MRE - 2021 F10 AEERFE—HRKA
RUZE - RLUBREINERE - B R BRE  ILESmESERENRE/EEIREER
REEAR - I FERBETHESNEFEMNR  BRIEEXREGEEHT4H
ZERA o
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4. OBI-999 Globo Hing&8/\> F&24)18 588 (ADC)

OBI-999 B AR EE BN ARZEMDZIEBAREAE F/0 (MD Anderson Cancer Center) BEi&E &
R REERE 11 XEB2ROEIT ZHIREFEIE (cohort expansion) BRIRER o LLBEERLL
B ERNEREE GHEERRNAELNRFRE AR R » R EAB (L EL
&% (HC) ERIEE Globo HRIFE @ fERETESABRE - thsh » OBI-9O99EEITHEE
FEAFREME - EEXE - EHEMIFRESA -

OBI-99971F 2019 F 12 A EB R RHEYE IR/ (USFDA) s EERIEM R 2 EIK
20201 A BEREAEBIEMIMTEEER o thoh » 2020 F A E1R BIRAIFTHRAE RBAIHT
BETE °

5. R-992 TROP2 1188/ )\ FE2¥)1E & %8 (ADC)

2021 FEBREAYERESEREE NN TROP2 E/kTIES @ DIt AFTIEE,  BEMARN
RNDTEYELE > UHBRITEDERZIAR  ETHR » Bt HAALEEYE
EEm (Best-in-Class) - B BRERE @ WEY EBEENEBIRMRINREM
AIET BRI\ TEY) - BRIETRESBEHRRE » B ETSERR - LETHEHEZ
2% -

6. OBI-3424 /\ 5> F{ L PEH HRZE

OBI-3424 E1E =B EMN A EBMDZ BRI H/0r (MD Anderson Cancer Center) M 22
MIZAE The James Cancer Hospital and Solove Research Institute 725% 55 — HA T & & 12
(dose escalation) FEIRFER © BRINEBEINABEMD LERBEP LFLREETSE
—HBRRREFHEIE (cohort expansion) 58 @ IEFEFEMRULE A o IR B H B L 2R84
(HC) 2 AKR1C3 mE R iR L EA KR BB FAIAER -

5 0 & R = B P fE B £ B (Southwest Oncology Group, SWOG) &1 » FREZB)
e —/ ZHRERIRSER - R 2020 F X R mEYEEE (USFDA) OB ET THER &M
MEME B 7% (T-ALL) RTARMKE 41K ERE (T-LBL) £ —/ 8RR - RN ERE
ITE—HAE SR IERE L S SRR ) 2 2 M ST A o

OBI-34241£20184F 7 ~ 9 » A RIEREEHEMEYEIER/ (USFDA) RS ERAT AL IE
& (HCO) Rt BB s (ALL) FII R ZEE R - 2018 F S BB A2 2 m AT
REE - AEMCETHESANBFREME  BREEXEERASHBERESA -
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7. OBI-858 B! A HBIFERRE|

REMFBEAR BTN AFERFEZRMARFTEASEER ARABEARETLESZH
7 ERNEEST > EERER2021F2 A OBI-858 2 HEARBEE SN ERERET
FARREAR  AHBEERERE - C21FZER =R BRESERRLOER
TR - REREN  RERREM  WXMEER S UFERNER  RilE
FAREANRE - ARRETEERNEN - BAARSHERSBXBRE —/ =Bk
Rl - 0 REERBEERERARAKERDIINMBEERERE  F2E—F2
EMRARERMAZ - N REMEETHBESHNHFEMR  BRIEESEREENZ
HEFAR

8. BCVaxH e X EH

BEERBITMR AR B BCVax kA EAEMAN - ERZFRNEBZHGMF
WAR R BERE - BMARNERRNEBERSTAREERE  ERENNMEEER
INASI B RIE - EEFREFR - o BEME - EERMAGE  REBPIEE - R
Rz~ BENE L TREVEZEEZNER - EASHEERMAR =25 Lk
> DR BRIEHMSEERERALN -

E#HBTTE © BCVaxZLl Delta =B ERAGBNMER RR @ Wi HNEE OBI-821
R ZS KA BB ) B A9 42 ) ISCOM (immune stimulating complex) @ 3|3 fninee & T
ARREMRERED - BVERERFCREELASVNEIGGHNE @ B3N E R REIE
MTh1 » RIEEATRAISI B BGRN TAHRRIE - BRSER - BMERLEE - I
% BLBHTEHRES (SARS-CoV-2) BB A EA —EFR MR » BT E=FENHE -
BARARAMEBWRE - EREN 202242 AREBEMNEEZER (USPTO) IR HEF|HE
(Provisional Patent Application)

BCVax B 2023 FE A EFA BN RMREYEIEE (TFDA) BOEET—HGARRERE » K
NEBRARRZIERE - BORSKEESM - HEEFRRRE -

Embf 3T L EE

SEERERBRARBKEARNZEREME " NUAEER < "TRER - REMNE
REMBREE T BICTBNENENRSE  #AE - BB - BEMRRIEREA
DSBS ERENMERME T RERR - BesERIIER - WEZEKA @ REATESRS

p
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ERIRZ (R RER - BARERERFHE

(=)
s e
] {T1ET G

(=)
et E
RE

(=)
HEETE
%

(m9)
MEBETEZ
AT BRI

(&)
ESTERE

(%)

EFEER

(£)
M4
T

R R R D R A
SEE, AR E
CGE

FEMR IS U2 BT B ST BB IK
MEVZD 5ER » W HER] BB
ERRER R -

FERI S FTE AT MK F
DR - WALEZOM
B HRGE—REREWA
EIXENS

BARMZESAESERTEER
HRER RIS o

W R R MR - (FR
RIS RIUEBRE -

FELR AT 38 B M AR R BRI AR
g -mRAENERBEA
g LRESSHFES
BRARKEKZRR -

FERIT RS E R ~ XM
HERRE TRBHEBAE
FARIACER

FRIEMBREEEN G FEEREEAR
EEE  DIBERERBRARER - EFAIR
KD RANERER  KRFRIBINTEE
M WIRSAR - BUEStERRTN -

W BRI THRRBRET Nk Y
ERALAR  SRBREEER  ETEE
B DR B -

AEBREFER  SEEERREENE
e BIDUERRER -

EMEAEATEERRKE R ERRR - 7
REREERETEMARLFRIE » NMERJRERE
BRANERERANE - TEEENERI Eh
e EBRAFRY o

R EEBH © 1857 - KRR ZEHISOE
&l > —BRERTAMEM - RAUBEENE
A& - EEHITERMLEFE > TRERAF
P8 © ZRFEREERFNCE KR AR
REBRE R R RUE A

RREHEFI LR INR AT RS - H5I2KT5
BRPFEERRMR  FEANRENELFN
A

RIEBEREFH R B X BRI
NACE R A ~ FEHBIA B - LIEXH
B BYEREBETEMENEANEER
INEZ R -
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3.3 W3Rk

Em¥E TBFREIHE, 8

LSRR B AR (first-in-class) #7132 OBI-999 » 118 2020 BIBRAINT4E 2 " A A
%, BT BHRAARDEIEESGL—DNSZE B DA RIE - KAFMETA
A FLFRAIEZEOBI-3424 » TR 72201848 12 B/ EIRRAIRTIE 2 B QA RTEERRES -

-

\ CERTIFICATE

AN TR EE S OBI-3424 F; OBI-999 » 4B 2018 4E K 2020 4R T BRI
BIHTHR = T ERBIETIE  TRE -

ZIEE SR FDAR A REEE 18

OBI-9997E 2019412 A M SRRMIEHI SR EEEHS + AH 2020471 A BEGREAR S &
MIIRZEE IR 5 OBI-34247E20184F 7 9 B3 RIS HOE A KA BT A (HCC) Rtk
SHES M F 55 (ALL) 27 FNSRZEE S -

Emit BB ERE R AT e EER A

BEERIIERBOINIESERERE H#ZZBEHEEE I ERMEOMREMm
BHEYE  AMESTREREMESRT - 202152 EXBERBREME#HE (American
Association of Cancer Research, AACR) E#tF& 1| & " Molecular Cancer Therapeutics

HATI S RIAFTAR ©

43



Sustainability Report 2022

2022 4 A BEAZBEEMFHE (American Association of Cancer Research, AACR) &
SRE_FBHRI 0 B—RAERIBIEEMELEHZEOBI-3424 £ pembrolizumab (PD-1) &
HeERENTERHRIER » OBI-3424 AIFR LBREARAT - & eRREHAE
AAEIEEA RWINEXRR - Z—RAIZREEEREEMNGlobo HEAPD-L1 ®EFRESE * B
FEERK - BLEHIR » 9FRRO0BI-3424 LI Globo H + PD-1/PD-L1 @ iE & A ERR
BRENE ] - 6 AEEERIKIEEZE S (ASCO) FER M =R EBHRA XN A ERNEAIRERS
#7242 Adagloxad Simolenin (OBI-822) ~ OBI-999 F10BI-3424 B IR EEHTHE R Hﬂmﬂb‘t
SRR ZEY) Be R B AR E Globo HERAKR1C3 RN B EFTRBILAVEEF 48 © ks - 2022
10 A 1% " Future Oncology ; #ATIZ$5K " Adagloxad Simolenin/821 #t¥ =t = &K FE
FHEFKER (Open Label) 5 &3 °

2022 F B EZE MNP TIR T ZH/I -
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3.4 fRARS 5 K BiERM 3%

EATHEEE PR ATl B R 1R 4B R 2%

S ) ERIREABR RN EERT 3% 2 AR BURAER - £ /EVERE TRR RS ERABIPR AR &0 R IR
L BRTYERmEREGRAHRE > WERKEHT  ZEARZAEHEEET
B BREB-RENSEAEEX  (FARKPFERLHRE -

b 3% = SRR RS BRERRE - RSB AL EMRBEYE - EhRiEftREaR
s o

IREEM - LUKRE ~ KERERERITIRAARE > BURERERE B
M EEERBZEN  PEERIR  PREELS  S@RA -

B rERA A B ERA R PR IR R AR EE - PR EERETERIKSERETE - WBR KT
mEHEEIE ) « TB - FREFREIUAREERER EHZRE -

52 HB
1. Adagloxad Simolenin (OBI-822) #5#&#1T 2 Bk = HARGR IR 558 - W ETTHAA
T

2. IR OBI-833 ~ OBI-3424 K OBI-999 —Hi A BEER R ARERIHER ©

3. OBI-866 #H&ETT—HAER R FER ©

4. BCVaxE R EREIEM R REMEIEE (TFDA) #ZEETT—BRER KRB
FE—S G S K SERAE - FREMEF 3RS -

5. B3¢ TROP2 188/ )\ /) F &) 18 588 (TROP2 ADC) K #t#t Globo H Bz

BiZ &% (CART) o

6. BE) OBI-3424 fFHAEJZE (hepatocellular carcinoma, HCC) B R s & o

FrHA

1. Adagloxad Simolenin (OBI-822) & 1T 2 Ik = HAER R ER -

2. IFEETTOBI-3424 « OBI-999 K& OBI-833 B R it B o

3. OBI-866 # A — HBEG Rt B o

4. TROP2 188/ I\ FZE B & 82 (TROP2 ADC) R#lipEE% (CAR T) A —HB
5. IF1ER SIS R 14188 (Bispecific antibody) °
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REA

1. Adagloxad Simolenin (OBI-822) 52 &Ik =HBERIR R ER - BHEIEIER @ 15
MZEIRZEERGEHZE EhsTa -

2. OBI-999 * OBI-833 * OBI-3424 SEAi i 456G © MRS EREHE Fh
B

3. TROP2 i g/ \DFEEE A FE (TROP2 ADC) R#lfEE % (CAR T)EAZ

4. TEMIR SIS RN IE A —HIRR R ES -

BER  BRAEER - BEENRE

RIRBREE AR © RIEAEEE - HENANE - REEE > FTEHAEETIHEL
%J’E’ AEERRE - HABRBBHOER AEE=EXEREES -

2022 FRRIRABRR BB ERIES -

BEERTEMBNE—HAAR  HEREEANTE TR WETEE  RERSD
EHEET%T’EE%E%@% ARBIROERIALE=SEXEREE  FEEH—HA
REAE  EMENELNR  TRRBEENAE -

ZOZZEEEM nﬁ 5&?&&%&/%%%4%%0
HNFRNEERZ  NATEREMTE « R LATHINMERIURE » st TS EREHERRAZ -

i PR 55 B 5 R 3B 1

FeIRE 58 B NIE N IR AN BERER LR HEBEESRKRER » SHE
REMBITREETAR  WEAEARAMANEBREIREMNERAERAREZES
(Institutional Review Board, IRB) /& EE » FRIFIT °
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BEERTEEXEBANTEME  EREMEZD M LERMNEREEBETD » R
TRFERSFELBERA - WET (ERBRRIERHE) (PIC/S Good Manufacturing
Practice, PIC/S GMP) ~ (B RERZ=#R(EHE) (Good Laboratory Practice, GLP) ~ {Z&
B RERRHEZ2ER) (Good Clinical Practice, GCP) ~ BIFREZE) LR MM S LR E R
ReER#R &) (International Conference on Harmonization-GCP) ~ B3 ({E&REHRA)
(General Data Protection Regulation, GDPR) £ B4R &0 @ W ERIRIEST (BEE) « ( ABE
ARBEINE) ~ (EFE) T 0 (ERABRIKREERIRIELER -

ATV RRRABAIVR B BT - T EREEERERF » ATHRARRRY ERIESZEN
AT EERARTEMAERARER > WEE (HRFEES) M (RREE LR
SELERBARARERE) ICH-GCP) - ZRERABEFANBREFASKBITEELR
FZRERDY  LFESHEESERR  WEAREAREAREH (BEBEEARSEY)
FTEARREHHELRIFAERERNAEI BN - “2 BB AEE R  DIER
XARBERE

RABETERRMENERR (USFDA) BERRAREEMNEY FEER - HREEEER
RmEYEER (USFDA) BiE - ERZARFEFKIITE (Voluntary Action Indicated, VAI) 5%
B /3 #87~ 178 (Official Action Indicated, OAl) » AARIFTEIEREABERAITAVERRAE -
MRS B AEFATIE R IR RN HMMAHEE -

Eﬂﬂr_ nit %Nk Z HK%Z1% Bﬁ
FRRE BRm e 2 BRI S - BIE -

1. RUBEBEZ2EAEEE (DSMB) » A 5B 2 BRIMGT 2B AN - EFERE
ARSI BT CBRTHERS @ TRERZEN  EZHAARSSEENT

2 FREMHER  REAR  BARBRIRELEREREFREN  BUDMBANRET
E o ERERTESZBELRTFRRE  BUNBAARSRESENIERE T8
MEILES  BOOUENERIALHER  LRESHERS -

JH:% ’ ((%u%@ﬁﬁ%ﬁ'ﬁ%ﬁf’ﬁ%ﬁﬁ»’“”_triﬁ%‘ﬁn‘%J( S161RE 5 24 18) TRAARER
CAEBRBREES B ERANEARETESTEAREXADAEBECETRES GHE
%EW@E%“ £ https://law.moj.gov.tw/LawClass/LawAll.aspx?pcode=L0030056) °

BEERA | BTHRASREHXABRMLZERECER LGRS FRESRRE

47



Sustainability Report 2022

ERPRA R 2 RiIER

MEMBEXRE " AR—K,FR O BIRER AR #HEKR  BEEX  mERANEH
ROMEZSEREVMBARFMES LHEHE  ARCHEREERR  BERERY -
Y SEEFHERNER BEAAERKSHAR HIRREESTF  —REDTEF
PAE - TEBDRIHE - 2ELHRE - BEAMRE—ER °

BOMERAFERSAT BT BABRENERAAS  FANESEOBPETS
WEE - SEENRERMEEAL - AEERHELTHARNG B  HEBRS
WIEEYERRTRSE  DERENER  REALL P TR MRERMS
2ERATS - 5 TR FRE A R B SR AR « AL W TR
O RATHFBEN  BE  RATAGR  BTHEESARERR - LUESHSD
SR

RNT B BIERB BN - BRY Adagloxad Simolenin (OBI-822) E# A FE R =
Hioh - AEMBERZEESE—  ZHRKAREE « RIEFIRRER R IOKELE
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HIEE & KRR

Safety of Clinical Trial Participants

Discussion, by world region, of management
process for ensuring quality and patient safety
during clinical trials

Number of FDA Sponsor Inspections related to
clinical trial management and pharmacovigilance
that resulted in: (1) Voluntary Action Indicated (VAI)
and (2) Official Action Indicated (OAl)

Total amount of monetary losses as a result of
legal proceedings associated with clinical trials in
developing countries

Access to Medicines

Description of actions and initiatives to promote
access to health care products for priority diseases
and in priority countries as defined by the Access to
Medicine Index

List of products on the WHO List of Prequalified
Medicinal Products as part of its Prequalification of
Medicines Programme (PQP)
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HC-BP-240b.3

HC-BP-250a.1

HC-BP-250a.2

HC-BP-250a.3

HC-BP-250a.4

HC-BP-250a.5

HC-BP-260a.1

HC-BP-260a.2

HC-BP-260a.3

EEHER
Affordability & Pricing

Number of settlements of Abbreviated New Drug
Application (ANDA) litigation that involved payments
and/or provisions to delay bringing an authorized
generic product to market for a defined time period

Percentage change in: (1) average list price and
(2) average net price across U.S. product portfolio
compared to previous year

Percentage change in: (1) list price and (2) net
price of product with largest increase compared to
previous year

Drug Safety

List of products listed in the Food and Drug
Administration” s (FDA) MedWatch Safety Alerts for
Human Medical Products database

Number of fatalities associated with products
as reported in the FDA Adverse Event Reporting
System

Number of recalls issued, total units recalled

Total amount of product accepted for take-back,
reuse, or disposal

Number of FDA enforcement actions taken
in response to violations of current Good
Manufacturing Practices (cGMP), by type

Counterfeit Drugs

Description of methods and technologies used to
maintain traceability of products throughout the
supply chain and prevent counterfeiting

Discussion of process for alerting customers and
business partners of potential or known risks
associated with counterfeit products

Number of actions that led to raids, seizure, arrests,
and/or filing of criminal charges related to counterfeit
products
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Ethical Marketing

Total amount of monetary losses as a result of legal
proceedings associated with false marketing claims | &y BIFFAS 7 O S fE I EEFRER -

a/S/8 [sER=]

Description of code of ethics governing promotion  ANBEm LT BRBIBERRE -
of off-label use of products

Employee Recruitment, Development & Retention
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Supply Chain Management

BEER BRIRS HERX-3604E 8 -
BATAERRABTTE M ISR AR
HEHESE - AARHERTERE
& (A TEFERE) —FrE
—R HEBEENRMAFEHER
FARERBRERERAR &
ERE—FER—X  PERR=F
BR—R  BERRRIRFELY -
R - MR (BRI
E) EERFEASEEERBE 0 B
HEEEPIRE - R BEXRER
BEfERI B X ERE > WELEEER
AEBMSE  ERAULERNER
ETERERER - 5 R3.6(E
EEM

Percentage of (1) entity's facilities and (2) Tier
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360 International Pharmaceutical Supply Chain
Consortium audit program or equivalent third-party
audit programs for integrity of supply chain and
ingredients
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Business Ethics

HC-BP-510a.1

Total amount of monetary losses as a result of legal
proceedings associated with corruption and bribery

BEERERBIIEERAE -

HC-BP-510a.2

Description of code of ethics governing interactions
with health care professionals
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Activity Metrics
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Number of patients treated
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HC-BP-000.B

Number of drugs (1) in portfolio and (2) in research
and development (Phases 1-3)
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