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+EE—3 ZIKEIFE

SRERNEMEREFPRHESMENTENANGENRRBATERS - UK
FRERECZEREATERENENEYREER  MUEEAE I ZRATIRS
FammE -

EREREEREVERZTHEELERZE(COMO)EEMA R LRI ERT
BERMNEBIRESHA/RE 7/ \Eﬁﬁ/\j cGMP £ ERBHESREEMAL - BITH
2287 Her2 [BHEL A Y)AB DUk 25 - B EER EG12014 (Herceptin®4:
MAENEE) - 2023 F 4 AES TFDA E;—J?frﬁéﬁ? TR BB L BT OlRE KR EE AR
EURIE ; 2023 F5 A "RmEFREEHE 150 2% . BESEFEEN AR ;
2023 £ 9 ANGEMBEAEBHEZEE®
(CHMP)#ZEZ LHMF U ZIEERR ; BEtRS '

F&/RF LGHEEUNRERBZEE - 5% X
M Em EG1206A (Perjeta® 448 1LI12E) —
MR AR I ERE T ZES BB ENAER
Perjeta® MRECEREHEMIZAE ; BRIE#E
HIEAZBRRIK - EIRETEERERA - 8 F
SR AEE CDMO £ HaREASBEAE
mEEFEE BRETREESSE BKRIRBALL
METTIEMS R S EEERIEE 255 BA - I
SIERBERE 1S EAZERAFELERE

HES|IZPOPEENENMEKR - LUEIXERESR
BEZER aREREE—E+FEE T —£4
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R ARES
BEEEILER

ABEEBRMEREES 2022F 1B 1HE2022F 12 B3l HZER  ERZER
WEBFENERLEEEE R TERSEANTHR - REXLRUSRERESE
WEFREHHE B2 UERRTIRMTIEN AT MABRREBEENGREZORER
BATREEFAT  ERHEESPIHEER

EYNCi Dl o #ETY L& ERZEAT169E 10158 (02)7708-0123
P NSINUp!r o BT TTRRTT b B8 I —FR1685% (03)620-5088

F 5 EE « EirGenix Europe GmbH

ERKIE

AHESHIBE D IR S1EZA M GRI ZRI (GRI Sustainability Reporting Standards,
GRI Standards) 2021 FhRr#AR#EE - WK ERIR f#t GRI ERIZS] -
i RELES

AREEETRB/RHME R 2022 FZEFKELEB/IERE - AR HFESFEHHE
T IRERERATREK(EFXKELCEER) RUTERSSEZEFERANZBAEHAT
© KNREETIME 0 2023 F9 B - MRIFETHRTRME 2024 F6 A -

ﬂli—\\
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irGenix BELR 2022 F£XERS

SN EBIRER

AEESREREZTERMSESEIEHA(PWC Taiwan)H HIREEPRHEREZR - K
RIEE2ERI 3000 SRS EBEEE%(Limited Assurance) - fEEHREBENRABRSSWEE ;
SAREEM B E BB KEH B S S TR S 55 P 18 B PR B2 75 3 8 2 Al (International
Financial Reporting Standards - IFRS)&#%5:& @ LU BT iRt B E A -

2ROl

BARAHRESEATNA TR EEZE - BUNET MBS -
SRERKRNERASTIES AE

Bias A MSEIEE it MR T IEm A B —E 168 5%
E5E : (03) 620-5088 Email : IR@eirgenix.com
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Environment

BOOD HEALTH CLEAN WATER DECENT WORK AND
AND WELL-BEING AND SANITATION ECONOMIC GROWTH

o

13 o 14 siowms

+ ORERTIEMR 2020 FRSH#ERAESZE(HEETEEEFR
GB-GF-01-00055) -

+ ORERABETFASREEZREREREHIEE - EEAMENH
TR ZE RSB EN - RERAINAREKRZEE - R 2023 F
BAISO 14064-1 REREBEHERE - MHREFETHUER °

+ HERBXHEER 2022 FEBHEE 500 £ - 2023 FEFBLHE
%300 & -

+ KEFREWSANA AsFRIWERRAZEERO)BEKEYZ
25~35%FR < alKE -

+ BRERETHEMHERES KEIFRRSBIKR - BHREICTREAL - 7%
IEREERSS THTERRTORE L - TG EEEEEBZ T MERT
oy -

+ HUSIRIEEIEEE ZE 1SO 14001:2015 ¥ #dintafl o4 -
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G0OD HEALTH QUALITY CLEAN WATER
AND WELL-BEING EDUCATION AND SANITATION

DECENT WORK AND 10
ECONOMIC GROWTH INEUlIAI.Il'[S

A
ﬁ/" 45)

16 PEACE, JUSTICE
AND STRONG
INSIITUTIEINS

+ BEEREM Empathy B LBZOEE  BFLHEIBAREMAEE

i

+ ¥EIHEIGMP BEREUEMAR ELC BBV RBREN AR A URSEH
Big% - 2017 217 [&8FEXEE%5 EIRGer's Learning Center] - A&
SERERITES TIIAINUR GMP FIESN - RHET = KZIEFRRE A
BEEURE BRSHEERE DK CROBBERENM FHEENRES -

+ FEETOGEBREETF BeRARULREIREMTLRS S TR E
IR & (7:30-10:00) & 3RS E (16:30-19:00) B R B 8 /NS -

+ ERBSMURTS - 2022 FEMELBETSXES 51%k 49% - #
TR MR EFIIMGEES 43.4% - LHEEEFIIMEEER 38.2% -

+  BREFRREINGE

A BTHREBFEELZETRRERSE - BATSHEEREE
RIS THAMR SRS ERBETRK - HET —FH
MWEREES -

B. 2021 FRIBETHKKREE  BRUYRAZERET  BCHE
B#HETREBECEEE  ARASNMAHRRER 11 ARE - HREEF
ZEHERERF  BHRCERME - RIKRIGRKEE -

+ 7818 1S045001:2018 BFELZ=BEEE MG - HERRLZRS -

B

+m+
N
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Governance
) N

QUALITY

BEER 2022 FXKERSE

GENDER DECENT WORK AND REDUCED

EDUCATION 5 EQUALITY ECONOMIC GROWTH 10 INEQUALITIES

gyad | =

IR 13 16 Sosroc. [ 17 vcoous
AND PRODUCTION INSTITUTIONS
¥

+ BEMTE "H)\EAFENEASGENE ) 58 LEHER 5% -
+ ERENEHE - 2022 FEHESRA 4 BB USSHIUNERERES -

S N

+ BRERZZOEZESMETIERS TIPS REES -

-
EIRGENIX, INC. y

! ' PN ES
,‘ >) " Cg‘
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SELAN 6589 TW
[DAvA=E:! 2012%F 12821 H
2 m Aif 8%
—E = AR ZE i E

R mERTR R B EERTE(CDMO)
EEET AR (2022 F 12 H31H) 408 A

E7RER (2022 F 12 H 31 H) 3,043,358 1F7T
2022 FEXRR 1,481,017 7t
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SEHZ

I

I

-

AREREEEAREYEnEZTREBEERBEERARENINE

SRERBEVECIER RRENER AT RHEVEREZTRBELERS CDMO
(Contract Development & Manufacturing Organization) - AAMEKEEF & - HIZFME
e  pMRBEEHEETEK PIC/S REMERHE RLRAZEEES -

EREREEREYMERZFTHEE L ER T (CDMO) # & m B 3 (Product
Development) €8 ERET TR SR ASIFIEBN cGMP £ERBESEEMA -
RABNZLHFE N EGERES _1EFREZH Mammalian cell development (TH%L 48
B4 AR R 8%) A0 Microbial strain fermentation development (44 40 A6 55 B 7 55)
RiLf - WHEBME - HEBAITNERESESE  FREAESHEEEN  EEmERE
FAAE ; AERRREMZEVERERES @ TETRELE LEEET - N LEIEEG
BEMAAEHRES  RABASNIZRE  VHHEERREHEFPFEmBELFTEHNAN
w7 R - B EERE(LUNFE ZEY A LR (Biosimilar) ; P REFBZRIHAR R
FTYREZE(Niche biologics) - UBEAB A ERATRSE EmEREW  WKS" £
REE - WIREIkTHE » ZBIRAERBEENT -

(R~
L= =

I
i

]
i

EYERZTHEZEEERS CDMO
CLIENTS" SUCCESS IS OUR PRIORITY

aRREHERE CDMO £ k75 (DNA 2 NDA/BLA)LUmEE FFEK

B FRATR B ER mp  EEMEBEE O
mymnRene  ARRER
8 LRERERS
SRIER PG AR
A2k s CGMP 4EZHE
EMREERH
s (BRI 245

TENERIEEE - HEERBRHXY

RUBZEZRTE - THMMREERR
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EREENERZEMHFAZERELER
Cell Line Experience
Mammalian cell line:
CHO-S Hybridoma
CHO K-1  HEK 233
CHO DG44 NSO
CHO-C PER.C6
Microbial cell line:
E. Coli
Pichia
AFEE 2013 MITLIR CDMO BU s g4

BFRER 2022 FXEBEHREE

Product Experience

1
36 Monoclonal Antibodies (include ADC)

I
1

1 2 Bi-specific mAb & Fc-fusion Proteins
I
1

2 2 r-protein (3 with PEGylation)
L
1

1 O Protein Vaccines
I
1

1 1 Plasmid DNAs
I

CDMO Revenue | Contracts Signed

USD million

$60

$50

$40

$30

$20

$10

50

x 2 & x| % * % = % x = =

201 3{A pr-Dec) 2014 2M15 2016

= CDMO Revenue

P = 0+ = = 2 = * ® x  ® % ® *  ® % % % * % = x = 2 2 %

2m7 ame 219 2020 2021 2022

m CDMO Contracts Signed
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EREIRIE

BEREERTIEm A LR

IR L #8204 4 AR

2023 FEHEE 25,500 F
MY AR

2025/26 FE#REZE 1,500 F+

BHRIEREINKEREERNEERE
5 =BEEREE 150,000 F+
AR 15 17 2L, 48 0 490 400 B

) EHheER

y SOUTHERN TAIWAN SCIENCE PARK

SN ZER I EE (Product Development)

PROGRESS
Project Name Drug Class Indication Target
Pre-Clinical Phase | Phase lI/lll MAA/BLA Partner
EGIZO]_A . Monaclonal Antibody Cancer HER2
Trastuzumab Biosimilar T
| c
urrentl
EGHOGA_ _ Monoclonal Antibody Cancer HER2 > . y
Pertuzumab Biosimilar Confidential

EG12043 (TSY0110) Antibody Drug
Antibody Drug Conjugate Conjugate

[
[
EG13074
TRZ Monaclonal Antibody Cancer HER2 |:>
[

Cancer HER2

(SC formulation)

EG13084
TRZ+PTZ Monaclonal Antibody Cancer HER2
(SC formulation)
EG74032 Carrier Protein for N/A Infectious/ >
CRM197 Carrier Protein Vaccine Conjugates cancer l I

10
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Trastuzumab Biosimilar

(EIRGASUN® - EirGenix)

EG12014

FEFEAR HER2 BEFRIRSL HER2 ERE Amplification ZF 2=
(EBC) ~ ER M E(MBC)EE REZ B EMGC)RIEE -

+ 2023 F 1 ASERERWERIEE FDA 2% &M S (EIR) - sREATT
JEMREEE FDA Zm FMalEEaEm -

+ 2023 F 4 AESEE FDA BIERRE TR 25
(Trastuzumab) ; FFOJFE KGRI ZEFIE AR -

+ 2023 F 5 ARSEE FDA " &= B RE&E TS 150 =52 (Eirgasun
vial 150 mqg) 1 &K ; $21RZF 2023 F 9 BiZEMARREGN -

4+ 2023 F9 ANSMBEAEREZESSE (CHMP ) & tharol 21k
HER -

+ R EMA KB FDA B RFEE | FRstNSFRAI/RE 81

g -

-Im‘
k=113

2019 & 4 RAZKBRERENHUEREBE LT Sandoz REJ BT
FERFL AR Zm EG12014 (ReE ~ PEIKREE - X - MR KRHZE
LN ZIEBREFHESH - aREF/SRNEEE 500 Hitv - b8
RERBESEIEE 6500 BExAREM S ZEMBERILSAFILE
Bl B EWA - BMBRFKIEEGL2014 #Em B2 EE -

Roche 2022 & Herceptin ZIKFHEFZE 21.4 BIn AN - HPESE
MiZ M 42% - TR Herceptin [RFAEEM Roche XK ERER £
WEmEATSRFMEE ME - ARUE T Trastuzumab B E 8T
FENERER ZEKEER  RIBEBRERAS REMHLIMERDN
EH@EZE 2023 £3 B - £E FDA #%& 518 - B3 EMA #2f 6 I8):8
R REREIBNMMAER R - L Amgen Z Herceptin #1844
Zm KANJINTI 6l - 18 2022 FHERRR 3.2 B - Hoh =R 5H]
1BE 7 81%RIE -

11
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FRFEE

i RIE

S
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BEER 2022 FXEHRSE

EG1206A Pertuzumab Biosimilar

AR (EBC) KB 14 3L 22 (MBC) Z B & E

+ 2023 F 5 A—HARRIRANINEAREATE =B BR R S ER A T
Perjeta® 7MBLLERNF S HIRE -

+ FTEHHER 2024 F£7) R =R -

+  EIFRESRIEMETP

BRR 2026/2027 Em EHHEE (BRAZIKAIM B EHEYELIE)-

EG1206A Hiff 851/ Perjeta 2013 £ LRDURBEHERREME - M
RIE Trastuzumab E2 Pertuzumab &HHERRILEAE LR KRR
Aphinity 4R - IJLIFER EG1206A BEBEEMBERIABERBE
REZ  RIBZERK 2022 FEMBHRE | ZEMEZIRFHEREZE 408 &
ImTIARS - ERERE 3.3% - MEIEMSH1L S58%M=EUERL -

Kadcyla Biosimilar

EG12043 (TSY-0110)
(Antibody-Drug Conjugates)

2022 F 3 ARERESHEEMMFSIFI % EG12043/TSY-0110
PIINZRZEE HER2 G FL B M Emif sgA s -

TSY0110 (EG12043)1% —BL Trastuzumab B X2 iniseEy B S52
(Antibody-Drug Conjugates, ADC) - /—2EAE RS EMREHEY
EREMER B YRR BERATEEMEEAMSENT—aEEE .
BRERFIFE 2 ADC KMEMRAB Trastuzumab RIS - WHE
MR E ERB DRSS EYEUREBEERNN - FEEREE
AEZHA -

12
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Kadcyla Biosimilar
EG12043 (TSY-0110)
(Antibody-Drug Conjugates)

2023 F 1 B5crkE FDA B pre-IND 3% - 12 5 FDA B EMA HER K
BERARMNEX - BZEIND -

EG12043 (TSY-0110) BEmAEE Em2 Kadeyla E#HEEIEE -

%% Roche # Herceptin (B#EF) Z#BHINX—E HER2 BB mEEREZE
¥ - L Herceptin WinAe S EW - iR#E Roche 2022 FEMBHE | %
A8 Trastuzumab S EEPTATEE A9 ADC EZm : Kadcyla £3KE
HEBZE 208 BRI AN - FHER 7% - MEEMSG 72%NEWE
Rt

EG13074 Trastuzumab _SC formulation

EG13074 @ Trastuzumab AIRZ N EHFEIE - EATEE1ZR Herceptin
SC #%Z/EREIES Her2 BEFRIFE Her2 EE Amplification Z R HAZL
%2 (EBC) ~ BREM I B(MBOFJREREE -

EG13074 &% EG12014 &2 MESHAE - HEI#EEE EG13084 EX
HEITEB B SR PR R -

—BRAREZTETHNIRESERMGEH - WO B EG12014 -
EG1206A -~ TSY0110(EG12043) K EG13084 EmI RN ELEEERE
FEFFERNZBREW G -

Roche A9 Herceptin & MESEE#TE 2013 £ £/ - B 2013 £84F
HEZXLTHE - RE IQVIA £ 2022 FHENHRRES - BONME
Herceptin M EHHEE FMNERED - BIrZS&&ES 4 L
Trastuzumab WIMEEE(EHRE TSI B MRS ZEm KL N L5
). BE—ERENTSHEN - mEBTR 2019 £ 2 HH FDA & £
- IRHERRER LS —IREE -

13
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EG13084 Pertuzumab _SC formulation

EG13084 245 Trastuzumab B2 Pertuzumab MU NEHHEIE - H
28120 Phesgo % & E FEIE & F BAFL 72 (EBC) R M2 = (MBC) -

£2 EG13074 RS #ETRI R 2LAVF 32PE B

KREZLETEICHBEF KM BHLH - oJ# EG12014 - EG1206A -
TSYOllO(EGlZO43)7§2EGlBO74;—:'ﬁ':,iE|TEAFE?LF/ BERYEERUZ
WA -

B 2020 % Roche B¥fS Phesgo £ EMA & FDA EmZ/&ERK - ZERUM
FrZERENFRBEREHER Trastuzumab B Pertuzumab HIfEERE
1T1EMR Phesgo MBS - A ILFE @ HAE A - 1RIE Roche 2022 F£E /1

BRE ZERDIEHECHE T4 BELEN SRERSE 121%-
EG74032 CRM197 Carrier Protein
EG74032 B BMEEZR(Diphtheria toxin)#E T B M AL - &ZLB@IEER 218

M REABEESY EMJFEREARERR *”1’E/tb % ®
(Conjugate vaccine) - MUEERZ A -

S BT £G74032 BB 2 — T EEM/ N BHEBEERG mg - 10 mg)
TEHEDRENRBEAMMBEER  S—HEHREREAZARR L GMP
RN ER TN EMENERMALE - EG74032 MEQLURHHREE
Biosimilars & - tho]PUEHEMIEEREHEEERNMEZAE - 8
RERISTMA EG74032 HiEMB NHEE - BRIZEEREDIZE 150 A
FHEEERE  SEBAINETHE -

CRM197 2—IEERESMRENEYEEREMNEIRED - SF(E
ARANNEYRRAGAREIELSAEZ EG74032 - AHEREA
i EMER EG74032 EESERFEDR

14
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o EG74032 CRM197 Carrier Protein

AEMBEZEARNEEHER  FREBRFESGEE - LEEREEE
IBEE Em - MEZIEREREARFARZED - DUEREEN Prevnar®13
=B - B A A K $E 3K E (Streptococcus Pneumonia) 13-4 -5
6A - 6B 7F -9V~ 14 18C - 19A - 19F - A 23F M BB EH [RAVERE

p

i RIE
” BROFR SEALSREQETEEMES  BAESER - RIFTE
ARZIEABIRER(WHEE BHE=—ERE) 7HRAMZERD - RIF
ZFMECEEN B BMENEEER - BREENKERES - BrEE
ZZ R -
MsEEA

BNl . et %

WEEEH(A) 344,199 959,610 1,561,722 893,510 800,144
=X EH(B) 455,700 1,102,338 1,736,671 1,151,365 1,087,271
(A)/(B) 76 87 90 78 74

EhFEHRA HEE RS =R=E AL

1,561,722

2018 2019 2020 2021 2022 018 2015 2020 2021 202

15
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A1 IS4

Bl et
2022
af

PN 282,209 476,085 1,071,838 1,697,359 1,481,017
=2FEEAN 79,223 254,667 750,667 1,093,054 756,452

(376,477) (847,671) (986,004)  (58,311) (330,819

EEIMIA BT 8,655 (13,254) (55,319) 17,146 216,504

BRI FIE (367,822) (860,925) (1,041,323) (41,165) (114,315)

ERRIBEE

w8

RATIRIIZ 8 - BILUKEMRIR R (Sustainable Growth) &&= ZHE - &
EXEHREYRLRBRAE - BERAN - SIS ESE=IERR - MEL 1. £
ZEMEFRBELEERF(CDMO) ; 2. EYHEPIZE (Biosimilars) ZFi 3 EERGS
KR EMHE ; & 3. BEZEYEREHER X RISHE(Me too and Novel) =
AhRZZEEIRE - SHATMESR cGMP EEMAEREESRERIMAL -

RPARBRRRES "BEEEN  BRB]., F-HEAEmMERSE

HE - BREEHRRE CDMO B85 eTs

4+ EG12014 EViS5=E] FDA KEUEE EMA 255 -

4+ EG12014 (EIRGASUN® - EirGenix)Em tHHE -

+ EG1206A #17=HAER PR R K ST A B SMRAE

4+ EG12043 (TSY0110)&FTHE RedBeeRss (IND) -

+ EG13074 schllf Rl BRI A -

+ T7dbRg B RIEM AR ERE R STAL - 2025/2026 FERERZE 1,500 F+ -

16
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PRBXBHUREREA "EmZ R Lh  EEZFRENER .

+ VRIS R 2B B EIRIE R4 - 1A Trastuzumab SRE K
TESERAE - 1T EG12014 + EG1206A EFESREEKL NTHH
AR REE RERIREZESRER NERHESENRCERNTSZ
BE - RBESEMREE Her2 BHIBEMHUMERNERRMHE -

+ BRI B BREE R R A K K 4B A R E e R hn R RV E M) AR I ZE Y B S4Bk B2 - TR
AIEHIEN 4 EHIEE - HIRFEXRRE - 2026 & - BHEE—EMERS
—IEMER LEHHEE  SREREREHREEE S =ZFERZE 150,000 7K
MAREFL BB AR - RO EBTRBEREER K  EENRARAKER
EFZAHRBEELLEE -

RERFRETE

+ OFRESEEXFHES WML CDMO BRIESEE - 87 2022 £k 2023
FIRERBAER -

+ 8FR 2022 FREEREEARESR  BIRMEBERNFEEE N
CDMO =BT - HRBEANEREFAHEERENEE - RRFEBHA
REREFREUNASERERHNSERE - T—DE RSN -

+ ETBIMIBER  SNEREERSEEREONARE -

17
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BN E
BN E === 8s)
SEEVMEREZRBE BRIESE
SERETEEFRLE g8
aEBEMmAHREg 28
PERBEREZRHES HE
MEVEABEIT ERMERP L g8
HENEAPERFEHEGE 28
TEVEAGENREHE EBE
SEMERNEREERERE BRIESE
HEEAABRERBEERERED 28
mibmEREEERE g8
Chinese Bioscience Association =
EYHELIEINGEEREES 28

18
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ERIKRER

IMAPAC Sl EMRMEEXRE IMAPAC SE EMRBRIERE

RPEREYRIZRIM R agEYRERITEHE RO REIREE LRACIHEA 5%

BIOPROCESSING EXCELLENCE IN GREATER
CHINA REGION

Eirgenix

HAS BEEN AWARDED AT THE
ASIA-PACIFIC BIOPROCESSING EXCELLENCE AWARDS 2022

29th - 30th March 2022

ABIOLOGISTICS @ IMAPAC

i
(/%7
ERMTENETENN
L BN B B I A

=

. bl )
bsi. @ &5 CERTIFICATE P“Es
Certificate of Registration PR

g % @ OCCUPATIONAL HEALTH & SAFETY MANAGEMENT SYSTEM - 150 45001:2018 A HORE A P8
- = aRE PBRAT o ML LEREMIOBI0IN
- én s Ed =) &Eﬁﬁmﬁz I SO4 500 1 I SO 1400 1 :::::vsln R168M
HiZE8 =R ) Rt

. IERE 2015 T AR

%2 EE BIREE
ENF p Y

E= R X 3 XTI
f—————————————]

19
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NEMBRAERREE

NEMBAEE

£ E2E AALO00 SES FIZRt% BREARRNEEREEMEE

A2 BE% ( AA1000 fE - RAREMERILE R AT A
Stakeholder Engagement SEEEMBEN  #ENEEGRA
Standard 2015 ) WEEEE : Em - ASRHMEAFREEE

RIBE - 2 . BETRE 5 2K~ BIFTHEEERLR DT E 77 TR
RS . BIBER « DI ERRARBRMEBELTE) TZETE%
BRI A5 . SR AT E MNEZERARAFRBERVZRE - 24
TEUFIZEEAGCSET - BE NEBRABKKIPEL - ﬂﬁJﬁUA’I‘E
BIIBA - R5 8T - {itfE BEERPIREE B TIFEtE - WHERS
T HEEEs - R AT ERNZR R AFTR T 2 5ERE

TEAER WEEHBIERGHE
AT%@%E BEtHHIZE @ EH AR
AR As a2 Ok -
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NEZERZRARESIEE LD BB

aEGERESSHE

BRREZBE=

SREEFRENOESTHEES

FMEZERBEEA

BHUERANTRIEHZEE -
NEBBABBEIBH

abE ]

BEE  BAREEKERRS AN ZREAREMET -

BRER 2022 FXEHRSE

WARERTHEXEEERIR

2022 F 11 B 8 HIR#ENUWF
BEO RS

BEERAEAR - LU

+ ATLE + 255 BE ANE - E-mail + SRSHTSKESENCBERS SEE
- L RIBEGE + HERAEEEE + SREEBERRE LR
+ KEBESE + EERIFERR + ZAIAXRER
£ EIREE + EEiEs + SRBEZIES
+ REFERES + SEABEARIBE(2022 £8Z 10 B)
. + EARPE + BB 50 REEEATHQ022 £HE 10 B)
+ ZEHFW e . . . o
. s + BEFZAZFRETNEE + DUIREHERESOERTRIZEANEH
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Biotechnology & Pharmaceuticals
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BFER 2022 FXERSE

Safety of Clinical Trial Participants

(1) Voluntary Action Indicated (VAI) and
(2) Official Action Indicated (OAl)

BARaRER | 8
Discussion, by world region, of management , , RASHIETRRERBAEE > KEBRA
HC-BP- ) ) , Discussionand | _
process for ensuring quality and patient . —HiREEEEESE R EmTEERE | 68
210a.1 _ o ) Analysis . n o . k
safety during clinical trials RABEBNENEZE - = > Emin
PR &2l B B A 8%
Number of FDA Sponsor Inspections related
to clinical trial management and
HC-BP- 12 manag | 0 (RATREEEEDEL
pharmacovigilance that resulted in: Quantitative - -
210a.2 BEE L)
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EETER

Total amount of monetary losses as a result of
HBp- | 2 y yt e ouantitative | 0 FATRASEED LS
eqgal proceedings associated with clinica uantitative - -
21023 | 2P J ! BE L)
trials in developing countries 2

Access to Medicines

Description of actions and initiatives to
HC-BP- | promote access to health care products for Discussionand AASIRHEFEFEEE
240a.1 priority diseases and in priority countries as Analysis misAR EHiHE ) )
defined by the Access to Medicine Index
List of products on the WHO List of

HC-BP- | Prequalified Medicinal Products as part of its | Discussion and | "R ABRMEFEF EILEE

240a.2 Prequalification of Medicines Programmer Analysis Zm ) )

(PQP)

Affordability & Pricing
Number of settlements of Abbreviated New

Drug Application (ANDA) litigation that
HC-BPp- | O 7PP (ANDA) fiigatio 0 RADRBEEETEL
involved payments and/or provisions to delay | Quantitative - -
240b.1 o . , BEE L)
bringing an authorized generic product to

market for a defined time period
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=EiHER
Percentage change in:
HC-BP- | (1) average list price and (2) average net price Quantitat 0 (RRERBEFEEPKRAE
uantitative -
240b.2 | across U.S. product portfolio compared to REBIRANRE Z%m)
previous year
Percentage change in:
He-Bp- | o J ) (92) Corice of productwith | Ouanitative | 0 FATRESEESER
ist price an net price of product wi uantitative -
240b.3 P price oT pre HR MR FTHHE)
largest increase compared to previous year
Drug Safety
List of products listed in the Food and Drug . . RASEMAKRIIA FDA
HC-BP- o . Discussion and
Administration’s (FDA) MedWatch Safety ] MedWatch Safety Alerts -
250a.1 . Analysis ,
Alerts for Human Medical Products database List
Number of fatalities associated with products
HC-BP- R 'to ounntitative |0 CFATRBEEED R
as reported in the verse Even uantitative -
250a.2 Po BEL)
Reporting System
HC-BP- _ _ o 0 (RAERBEFEFEILL
Number of recalls issued; total units recalled Quantitative -
250a.3 ICEXES)
HC-BP- | Total amount of product accepted for take o 0 (RREINBEFEPELL
) Quantitative -
250a.4 | back, reuse, or disposal BEESE)
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Number of FDA enforcement actions taken in

BRER 2022 FXEHRESE

counterfeiting

HC-BP- o . 0 (RREINBEFEPELL
response to violations of current Good Quantitative
250a.5 , , BEHEE)
Manufacturing Practices (cGMP), by type
Counterfeit Drugs
Description of methods and technologies
HC-BP- | used to maintain traceability of products Discussion and | AQBIREEFEPEHE
260a.1 | throughout the supply chain and prevent Analysis misAR EHiHE

Discussion of process for alerting customers

related to counterfeit products

HC-BP- . , Discussionand | KA ASIRMEFETEHHE
and business partners of potential or known . " "
260a.2 | _ , , Analysis miE AR _ EHiHE
risks associated with counterfeit products
Number of actions that led to raids, seizure, .
HC-BP- . o o 0 (RREINBEFEPELL
arrests, and/or filing of criminal charges Quantitative
260a.3 BEEHE)

Ethi

cal Marketing

HC-BP-
270a.1

Total amount of monetary losses as a result of
legal proceedings associated with false
marketing claims

Quantitative

g

0 (RABIRMEFE PRI
1ES )
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RAEHE] T ERTAS
A, ERE6 - RIBET
HC-BP- | Description of code of ethics governing Discussionand | WHO 81 "#5%3%, - "'#& A5&RE > 37
270a.2 | promotion of off-label use of products Analysis SXRMATAR  SEYERE | wiELE
BEARRRIER - WEDE RHZR Y
ABEINR  BERTEEK -
Employee Recruitment, Development & Retention
Discussion of talent recruitment and retention | ) KANSIEIZENEISZIR e
HC-BP- o Discussion and o TEHR >
efforts for scientists and research and . 15 - HEZ LB ENEE o 46
330a.1 Analysis e AT BB
development personnel e . RSIATMA -
(1) Voluntary and (2) involuntary turnover rate
HC-BP- | for: (a) executives/senior managers, (b) mid- o KNSIKIEIEIEEHRE 2 TEHRR >
, Quantitative o 46
330a.2 | level managers, (c) professionals, and (d) all 7B - AT EBB
others
Supply Chain Management
HC.BP Percentage of (1) entity's facilities and 0% (R ASIRSBRYEIGLE | ZEmifisgEaR
43081 (2) Tier | suppliers' facilities participating in Quantitative | EE% - FEMAERRF - (& > HE 70
a.
the Rx-360 International Pharmaceutical BERRYBEESEHEERE BEE
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=R ELE
Supply Chain Consortium audit program or # - WIREEREEBREP
equivalent third-party audit programs for FHREESENRIR - )
integrity of supply chain and ingredients
Business Ethics
Total amount of monetary losses as a result of
HC-BP- legal proceedings associaied with corruption Quantitative 0 RERIRISER PRI - -
510a.1 , BEE L)
and bribery
HC-BP- | Description of code of ethics governing Discussion and | 0 (R ABIRIWEFE P ELL
510a.2 | interactions with health care professionals Analysis BEE L) ) )
Activity Metric
HC-BP- Number of patients treated Quantitative AREIRBEEEPEER - -
000.A miEAR EhiHE
HC-BP- | Number of drugs (1) in portfolio and (2) in Quantitative | AHRIIBE SRk AE Eﬂﬁﬁ(‘_éfiﬁ'i g
000.B research and development (Phases 1-3) > REEBE
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