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2023 FAEFEMR G B IR k) CEIERMI 2 [2024] 0120 5, DAR
AR W B A RESR, IR AR AR (BRI “PEiEss ") 1
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W& 1 RTEMRA

FEREIR, 2023 FEARLIE WA 1,375.33 Figt, FERRAFSIH™5H
WRAREE (DsRERZHE B ) FdIRIG (BEIRIEE ) 72 2023 EB IS BFFIAR
WALFHF=AEHE BN, PARE X S AR A B AT RN SRS IR A
A (D SR FEH T E IR 2 =AML EREENE, 85
BEARRTZ MM XOTRFI XS MR RUEE. Zia b HE. BEm
MPEESRAE, URIAAEHE. (2) 45% e s Bl IR BRI AR L i 3 2
. ZfER. TFMEDE, HFUPARFIFZF=MNEEER. 5AFM
RAGREHEME. (3) Ga&aAn 5= miks A EHER. KimEMmLs].
PRI . GEER. WABIABUESE, UEBIHESRBNEE AR A S AR ER
FHEREEME, DERRBRE (i) MilE. (O I aEERER
PURF S FEAER, GRERRTEE~ M. REER. B ITRE
g,

—. AFIEE

&l

(—) AR FEB R BIRRFABRAR L 2 F7= Xt N ILE R EENE, B
FEEANRTRZG M DTS FRFBHRE M EmFTHR. 2R
MAHESBRAE, UK ZHS

B A% 07 A R I RS BT R 75, A I A AR . S se ke 55
SEEEACRE Sy, ARG R A TE BRI 2023 4 BARAES RiREIETIZ5H
BRA R CRARfEiAR « B80T ") &L RETT Bl E Sl A IR A R (LR AR« B
M E ") (Liga)E M BT E DU T B — B a o “Hik )y ) 83 (2 bt
VFATEAEE TR, 40 a5 NH T s Bia 7 SIS 1 SRR = R e i (7
i BRACEL®) FHE S 4n i va 7 e e i (R fh 4 BIRER .. &IRE
BNEWT:



HH OREENBR A (BRILE® Bk i GlEIRERS
/= A £ I U IR ST R S S RN
(Marketing Authorization Holder, LA | #JRFF) MAH #af; IR 7EH
NEIFR “MAH™) Bah; MARLLSTE | EERR X R & & R/ R G
ERFGEHLIX CREARS. ML EE | HlX) MBEE. 42/~ . Tk
kbR DO B A, . WM | SN MIRFF R ER KA K
JUEER G BRAC EE® A R KA O | B R AE v [ K Rl X v LR o
TORME A B F X B A S | A AR s AL 20 19 56 8 BT A AL
SR W aR AN AL 43 I SE BT A ORI SN | AR P R S A AL 2R
WAL A A 2
AR AAREGRIERZ T AR, FARm iR B A= B 5, Anf
- BRI R Lk 07 Lk B AR 2 3 AT Je s iiadt s | b= AR ) B s v sl
BIEPEHAR PR B B R, A A [ Tl
AARES PAFFALFRI TR AL B, ARYE 5 [F1 2958 a1 F 1k 7 S AR R 3K
u % FE o3 A ORI R NG, AT R AR LT AT AR BB AT A
ARUE SR AL TT A PR ARR A 7] LU 58 =07 #E47 32 4646 7
7] A FR A LAR I IR A 28, ARAEA (7] 20 52 WA K
HAbTTMGEE | BB AT MAH 22 A G HH
5% MAH ZH5ERAT, 488 AR M E— 8 ER; MAH ZBH %G, &
A FEIRR B B S FRAE TR A, HANE N A\ DA B FE AR A =
WS4 N 4,770 JiTG AR 3,710 576
CE A0 Gy ZHASAT: B RIZEAT G ST E AR Rk SR AR B K e
73 At 2t (R 23] St HIE 3 5 SO 38 R S8 MAH 154 728 58 3R 15 A0 S
ARG, SOREER = 15000
] A B AR (2025 45 1 Hitd, & | Fedy s BEARM (2025 4F 4 Hilz,
BRI | 2028 FIREGT BMAANGRAT) HH | & 2028 FREGTHPANER AT
ERLE | B (BARBON BTN | HEE (AR By BTV #f
PLESAT 2% | BAFRAMHEREZHER 2028 | FANHFEAMHEEREZHER
HE SEIRHT, PAERAEL, SR EL | 2028 FERAT, ARG, XA
RS 70 D AN B S O

(=) 7 HIh FE 5 B IR RE A BR AL LU B T 35 22 B S48 R RN 4,

FHUH AT S ZR RN EEFR. 5AFR KA R TR
1. AFSEZSRNERESRE. 52ARFPRA R R

2023 G _EAPAE, BEE L dh FEE AR RS B, i AL R,
o) Bl GR VEUEIR L R i A 5 SRm, JE I SEERIT S RALRE T, SR AT
R ALV Lo 23 ] FE S PR AR T AU SN T A AR Bl A T LR )
SRR AL JE v (R i 44 - RCILEE™ ) AR 300 5 0 B e ¥ O R e JE 1 e i 44«
HIREF), LOE I R AL R B A F7 DAL RIBA « 2 — P kAL iz s



AR R, @ SREAMRRRLR, A F s E B RERRE ), 178
— SCHEINE b s 1) T A 122 2 ] A% o ik s 7 et PR 7 b, DAISILE B 22 (1) BB B 3R

2. BRARHCHBIRFF TS ZH . RERR. RFNED
(1) BRMHECKITHZER. BHEER. RFRNEH

BRI EE R T AR L R AR R 732 48 2 (HER2) PR #7497 e e
B, R A M 2 R PR EIR T S R BRI o 9 SR BRI R S
#5, HER2 FHVERZL IR & AL ) R 8 A 2 —, 295 e FLBR R0 15-
30%; 1 E HER2 FHMEZLIE AW 2017 40 8.01 J3 439 % 2022 4F (1) 8.66
i, T 2030 FEE] 9.41 Fifl,

AR b 1 PR R 27 25 (CSCOD FLIRE 29T 15 79 2023 ) CLAR fai A% 4575 7,
XF 1A Bhva T ANE 2 Al A 22 BRI I i 22 BRI S I S BR BT S AR IA T
HUESE RGN B, AR e R ME— B AR T A R B BN T UIRES W)

KRR B ® ) JEATE 24 B2 22 ® 1 Puma Biotechnology &, T 2020 4E 4 H{EH
PHLETE, AT ARG KN T2 2 (HER2) FHME M R HAFL AR R AE B
FEHSZ & M Z 2R SRR BT 2 JE R A BRIT . A RN LTS 51 3E R BRA L
OF 2023 4F 9 AR LT, A2 H AT A ME— AL BT SRR AR R B e A 24

RAEATHE BARR, SREFRAE e C WP s G ol h .

FF5 T i WA REY IRAL ]
1 TR 2 ® Puma Biotechnology,Inc. Wi 2020-04-27
2 WL EL® AT BE 2 itil24 2023-09-12

PRI/ NS ! W I DN 7/ = s o 4 BT S S DN = | s i ol o e AT E S R PN D
KA TAF.

RIEATHE B, SRR Je i Pl 25 Bl B tE oL h
M4 | CDE &IpE

5 e AN A R
% ]
1 LR A P e A L5 B 2V A R A ] 4 2022-11-17
2| mpmmpey | P CHE %%ﬂﬁmﬁm 4 2022-12-24
fEAH
3 P 5 A=Y=V A r BHE T 25 B A A 4 2023-01-28




TRIEK A R EE, 2021 2 2023 4F, HoRERAR S8 JE e b E T AL B
B (B 45 48050 il 21 J37G. 8,624 Fiot. 13,979 JiJG, 2021 4F% 2023 FFE N
BT A SLEERE 2 SEE A KRN 2,480.05%. 7 FlK TR HLO7E H e R 5 AL
W BT AR /N T2 AL, R I E P AR IR S R B DL
s, HARSFIRILST — i S SRS & (HCCM) R B A b ikss
i GLEZ, BB URS SERENNAIGE S, BT8R
BEIRTE, IKTBE, R ED. MG EE O w25 SRt i
KR BUR M RPELHERE, 25 WA L™ f5 SRR N [ 5K 24 S AR R H 5%, A W]
Rk £ M NIE R EUANA KT, B ANE KL e RIEH %, s
JEES R IR TVE VR AN PR AR T RERIREI, W] BRI 12 Sl USON TR B (R XU

(2) BIRFFHITIHZ R TFER. RFMNEH

YRR FH T 050 301 5 4 e 3 0 — 2RI RN B S AR R A T
B e S (VR TT o BRI =R W R R, Rm AR TR
B Mg AN 5 e o B b A TRV RSB, IR AR, R B g RO N OB A
2016-2020 4[|, KWHANEM 6.7 TN = 7.4 TI N, CAGR 1 2.4%, TiitH|
2030 =, RINEAHRIER 9.2 7T N

R (P EIRKRME Y2 (CSCO) BEZITIRM 2023), HMIEBARTYIER
Ve A e B I — 2Ry oy &, I THRE s, Eminie . e BN
1A JHfErs, RECAREAE N 2A KMty b Trhfa omfa i, Bminje. e
Je BE B e+ RAER Y. S EHIHIAERRPIIE N 1A FSfErE. Eid
—LRITT T, B E L &R B L B E B R AR SN T IR

TR [ JEURF 2 24 45 I Novartis Pharma Schweiz AG ¥ &, T 2017 45 2 A
FErPE SR T, T W A e S 1 — SRR R R e S A PR IR T
S A e SRR VRTINS 51 ERERRE T 2023 4 5 A 3R BT, B
AR )R s TR —BRRA

RYEAIHEEAR, FMinfe v B arc B s g ol h



s [T EA EHHFTEHEA Byt SRAL (7]
1 Yo ry® Novartis Pharma Schweiz AG el 2017-02-21
2 FeLETI® P 35 1E R R I il 24 B A ] it %5 2023-03-07
3 FEUUR® FEHZARAR il 25 2023-03-07
4 T YRAF AL B2 Pi 2 2023-05-29

RYE A IHE AR, Feinfe 7 Ol 25 Bl Bt oL h

5 e ANk AR M43 | CDE A& IFpEE]
1 Remma Je F FHAERMREZ AR A 4 2022-01-29
2 L R =Yy Ll ZR B I 25 B A 7 4 2023-08-30

FRAEK P IR, 2021 4F & 2022 4F J 2023 4F B4R, BEmemiJe 78 H
T3 ST BE B R4 65 &40 BN 3.55 1270 3.44 AZ70H1 1.98 1270 . 7 AR 3 TR
RPTE T R F (R S AL, )P FG L AR R AN A% R 3 S B e [ B T gk AR 35
FEF R ETT — i B RS T & (HCCM) KEAFF M6 (T
P25, did RS SEGEHNANL S, BminE s OB M AGe Tt
KT HBIE, B, b 5 sk H A R S 24 iR kb7 A I A R I
RMFFELAHEE, FdIREE 5 SR I E K2 ARG H 3, WA AT RER £
IR BN KT B INE KL BRI E 3, Bbr a8
PETHTCIETRAN PR RS R BERIREI, R RE TG 1227 S WSO T B PR IR o

(=) GEAFFH=HLEHRELERR. Kimeiilbl. 7= RiEsis
BB, SEES. MABABORSE, SMERERABIAKH B SEBEE AR &
B, URRERE (ST 1#e

1. AT 53 Mk F R EALERA. LnEmilb]. ™ REsbiER. &
RS MABIABURSRE R

AT 2023 B BRG] NBRACEC MR YRER 5, 8 T8 3 AH 57 i 1) b T vr
R NAR T R 2 24t A 7 R BRI Ok AR . f A m SE U R AR =
NEVGEFLHN R A 2y, JFIE S A SRR SO O b AR 5



2023 L, HTAFMAREE TR ERMKRIE, AFABRAMHRAMHINE
PRIRFEA T, AR AL TR R, 8 I S W e A A N A O 5
7 AR A

AR G5EALDTET (g BT TR A D) e A i R,
SRR, SAFXIIMEEMRTR. AF AL EE R RS, M
TR EIR B AR ERNGE (25 TAFRETILEA R HEIRAF ),
FEP iSO TG, 2w IR S A AL .

FEAH B o, 2 m) 2 0m sE U BL e 77 i B A 25 SRR SRR SR G DL h

A SE AN | ARAE B HR A ISR, O H T 37 A T B U A IR R 1 A 7 R A S
B B

PR AR | AR LIRS RIS FE B L 55, AR A E 1R E B R
U2 IR SEAT LR I BT JF AR A, R R A AU R R R
%70 | M HRATRIK, PR R AR EE RS B a4

EHBGE | IRIEE O, R SeR BT eiss 7 & M

S| s AR

JREARIE | PRIESRFERIE; FSA RN, R GRIER & T 595 E iR An i

B A B R R AN, A R A RZAT AR R R Bt K% 7 B S A7k AR
SEGT R RN, BE EAT T

B GTHL

DA FEREI B FLE, K7 b A4 W 55 S SRS, T 42 I AL
Hermanwrm, ~rfENEZRIMEN, % COHE MBS il .

2. AR FIHF S ZSWAFHNR B/ Ak & THERIE
(1) eMb ST BIAE SR E

R (2N ES 14 5—— W) BB = DUSAE:  “Ab B AR
FE ) 07 B UL 7R ot A2 75 AT R RO, RSP L S5 5 N 1) B
FEIHENERABEN o VA [R5 7 LTS i AT RE USSR R A i, Ak oy
FHEIAEN, NI CE SO S A AYN s B, iZ A o AAEEA,
O 2442 {8 TR A DO <8 BT SR 3R I B AU A MSON s I B0 4 42 [ el
JSEHSES Af S BT o N S AR 2 HABAH 5 75 OO 3 e R A, B 2 R B M <<
BB L B S 1 E



AL [ 25 7 LR R it B BE A 1 I R R I LA
Ca) Ak B35 =05 IS i i B B 742 AR, RS 2
(b) Ak fEls 5 =N ARRA L A % - R LR 55

Ce) Ablb B 35 =77 SR ah P HIBUR 385 5248 B R AR 55 R il 5 L Ath
Han A O AL A R

FE BRI 17 20 7 e L Tl il IS 75 0 6 e s AP RS S Al AN A=)
RFEFREEE, MR EERG5 BB TR H LSO, X SN I
1

(a) b7 dH A 2 ek i 1) B2 54T

(b) AMbAEHE LR T dh 2 AT B e AR T it A B XU

Ce) AMbABLE Tt g B s & e i T A%

(d) HARAH R F LA LL . 7

(2) AT WA EH 5K BBEHNBARF G (kTR #FER
e

on ) KW A M 55 SR S BUE B N 6 Calk 2 THEE D B AR S E
N SN/ B AH, AFE R T /ZEFETT, AR s RN )5
o ) A SR SRR R B AR E 7 A7 DR s A 7] 5 20 P AL 22 B B A A,
NEWENEEETT, AL, R S AT S T BT PG 2R, SeElL
W, Homl e dhil B R BAT 7 i i B 2 AL

g b, o w] SRR Y 55 AR TR 5 R LT it A AR EEL ] 2 7 e L )
AR, FEFALTS dh 2 B 2w A i b A 2 HIRON B 2R 35 e 2w
NEZESUEN, BLEBUEHHIAN, RFE AR L E A 25K



(D) AP EERERIURFS W FHEAFL, SHEENRTEE R K
FHEA. BREP R RENE.

202348 1, 2w 5 HEALX LIMITED %52 (DATA LICENSE AGREEMENT),
295 /3 7] 1] HEALX LIMITED 28U FI7E APL-1202 IIfi PRIT A 2 H B AT 22 4 1
FRSRIG PREHE DA AR 7 A5 FH 12 58 I PR SRR 1 LA 28 2 Ao AUl O ™
SRR LA, A PR SRR RSB AT J5 2 R RO AR 78 70 o

HEALX LIMITED A—ZyEM T 9 E () 4E B2t kK 2w, 80T H
NI 6 KIFE WA QIHT697 FB. HEALX LIMITED &3 APL-1202 7
1 AU 28 2T 96 AU PR i PR AR 56 TR A AR I 45 SR, DR A B E i R 7 R4S
NFEE APL-1202 i RIT A i R o B 22 4 1 R 2 SRR DG I PR B, DABas 1 A2
PREE LT YR S RS (1 HEJE .

AN, 2024 4, 75 HEALX LMITED 2558 1 1 B 22 21 44538 45Uk 1) 1 PR
IR AERA[F, SR ARG RIS T APL-1202 7).

= RENARERL
(—) XBEEF
BN LRI RAENUA AT T UL N B

1. B IR B RO B A IR 2 307 fh B e Lk & F), JFD5iR T i
WHIZGA IR AR RATIN,  TFEE RS S0 BOTER 55 K
WP BUAE . Z5hn EvFrT ). BLAERUAIA 5 0 R sE,  DAAGSOAT 224k

2 ARHEAK AW BL K g6 e b A S S Hdl 1 DL L O R IR ) T 3 5
8] S48 RS DL

3. WA E N SN AN 25 it R & R RALE SR, &5 ET
B R, AFEHRE, FEAREHERUVIR, TR E LSRR,
ghf (M THHENDY 34w SR A RN ST AR B 5 A 5
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4, BEHBER AT S HEALX LIMITED Z9T & i, Fi5ik HEALX
LIMITED HJAHEM 5T N, T A BB N2 A TE R ik &S24 T
A BEREMHEMEELR, AT RIEN.

(=) RERR

A, RIEIRIAN:
2023 5, 2] GIEEF i E R A SR A B, SRS BEFAR AR &
(b THHENT) HIRLE «
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& 2 RTHTRHEE

FERER, 2023 FEATHRBN 36,459.18 /57T, RN 49.49%; [FA,
REHN APL-1202 BRE LT EERTIOTREE RN Y. BEFEIERE L
PR i SR IR PR IR B R B B E B AL A BIRAF: (1) 45F APL-1202 FF
RIFRE. AF5 CDE VEFM. M REIRTIESIE MetAP2 HE p3 )5 RIHIE
HOLE, *hFE U APL-1202 Be& L7 R SR 8 Ml PR IR 4 LEXT T APL-1202
JEERERAR] TR BERRR. TR, R RAERME#SEEE
WK BRI, (2) 44 APL-1202. APL-1702 ZA R X EIRKE LKA
R WKRA S NEA#E. FREAY. TATRRBEEE/SER (WH) &,
YA FE MR BAAETIREERE . TR S R KA B i B 45 5 5l A 45 8 S
PARER, WRE, EHRAHEER, DENHERSRTSHZER. ARKER
REFHEMEEW. 3) F&8&FERMRKMENARRRER. FEFXE,
AT AT R A AR RN R SH IR LN IEE DRRTHMRS S
ARFRARZFHHILEE. (4 FEARLELS. ELKE. TRARS,
WEAFKRFELERAN AR ORSF IR GHITRE, W, FHHaREDRR
PR ACB e e B AT AT

EIp-F
— AFEEE

(—) 458 APL-1202 JF R 3EBS. A7 5 CDE V@B H. DR EIRGUMHE
1R MetAP2 38 S A PRBER LSS, #PFEU ] APL-1202 B A 4Ly T EVE I8 1
e PRI 2 EXT T APL-1202 JFERF MR FFRBA. BER XK. 5% .
T R K BRI B HERE S I B AR R e

1. APL-1202 FF & 50% J S BR DU T, MetAP2 2 53 1 Ils PRI TE

APL-1202 /& [FZ5 & #k (First-in-class) #EA 8 M /IIIG R I &K B Ak A
Wi MetAP2 $6155), B DU A m. PoMsg v 1 2 1 s S 2 oA B B4
.
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WA TFEIE EA SR, B APL-1202 4b, 4 ERIXIRA MetAP2 HiH|557E
P IRg U E A i BRI PRI R A DL an s R «

WERTTRR
> INEF T8 WV
wHYmRE 5% /NG| TENRE I ARR B AR
R HASAAT, =R
O SR 2k
spx7320 | RIS SynDevRx | FLEE, HR+HER2- | VI [
ZREAIR _
LR
S
Mmesol | TR | g WA 9 £
T
TNP470 ”?ff% Takeda Stk | EEAA
XMT-1107 }; 22 Ziﬁ Mersana SEARIE L] X[
LAF-389 KIR Pt T SEARIE 13 Byt
. P
beloranib | MRMEAR | ) pen | pomesmbemR | 1 S
hemioxalate L)

A >KJE: Insight, clinicaltrials.gov

M ERTLLE R, B APL-1202 4F, H 6 3K MetAP2 fliil5tb S ¥E IR
SR TG RI Be b T - . H, i SynDevRx FF & ) SDX-7320 7E 2022 4F
BT = IR LM RO A 56 [ T R IDIG PR, 24T HR+/HER2-FLRE & NOAE AR
 H I VIR K .

FEF APL-1202 B35 /8 AL 1 AR Rl AT 70 0 F B0 A Py AR S0 g 375 1
FENLZ 2T 1 f PO 8 25 3 rP LU A A 06 U e PRSI PO B 45 R, DA B 5 R ) ]
FE LT R AR AN ML B4R = FE I A7, AR)SE R E RS T RO
MG RIS, FEAE P2 EE) T — DU R PRI RIS, M =ANIE PR AE U7 17
TEAT I A = R KU 2 . APL-1202 BXA AT HEFEVRIT T BEE LRI R L i fe
FENUER RS (NMIBC) (BLRfEifR “ACCRUE™), APL-1202 HL25i597 A&
23597 I 6 NMIBC (DL RfE#R “ASCERTAIN™), LK APL-1202 &A% F
BREHUHTR BRI NUZRIE RS s (MIBC) (BLUR &R “ ANTICIPATE”).

AR i PRI AR A 51, i AT 36 T e BT 308 % it s R Tk B 7 S A G A 2
FEHEN 0 R Ie T AN 24 i BT HE AT S CDE JF e Pisi Al . %+

13


https://citeline.informa.com/companies/details/4019?qId=03d1f8fc-9a66-4d14-a781-4a05a7c007b2

ACCRUE R¥Z1bJ5, APL-1202 BOHAhIG FRIRIG IR R BEFN B, A7 MR
APL-1202 MJIlERiAREE 7 R 5 CDE JF a4,

2. APL-1202 BEAALIT HEE B R M I PRI 8 IEXT T APL-1202 JFEEHE R
MR FRBA. RIS THEE. Z5% 7 EERT EEHSHETN B4
B

APL-1202 54k #EVERR &8 VAT 407 HEVE 52 K 1) &1 /& NMIBC Il PRI
R—IENL. XE XTHRL 2 i O ROGEMEIRRIRE, T EEL SR H R
(EFS, “Fiff” & CNERHR BN E K BB 5 R TD . AT
2024 4 2 [ 4 H58M ACCRUE #F St Im PR &S Ge i 70 TAE, it 4i R &
N, REERG BE N R —ENReES, ERARIER| FEI LN,
AT REZIE APL-1202 54057 HEVEBR A RE ZIE RUE W — 2k, T
2024 42 A 5 HAE FIFUERAS G A A . Bi% 2023 4F 12 H 31 H, APL-1202 5
7 REVEIRC & VG T AT REVE SR G NMIBC Y SRBE P I PR EG: 2 1%
ANZ]12,966.86 137G 1L HEAHIR 22 THAENIRI A w2 tF UK,  FIRBR 2 K A28 B
TEAAH R 23 A 1A 457 7

% APL-1202 540 7B A 1 A R 2 1E41, AW 53 APL-1202 HZIRTT
REIRIT I f& NMIBC (IR KRS (“ASCERTAIN #f58”) Hl APL-1202 H
IR B MIBR G E LRI E S s (MIBC) HriiBiva 7/ 11 311 PR s
5 (“ANTICIPATE W5t 552 Tl AR IEAE T e rf,  BARTE LT -

(1) ASCERTAIN 5

APL-1202 HL25R97 R ZIRIT IR f& NMIBC (145 20 F 22 A PR BE AL TF Ak
SPATRIIE . 2 O IUHIG R 7T 2 — DBUE S P B I IR 7. Sz il 1 1R
1:1 BEEB], BENLT FBEsZ APL-1202 $.245 LIRIGYY, BURZEECEBEEIRTT . Zhr
BNHL 100 1323F# , 1E APL-1202 3E2:4525 6 N H IF5E il CRIER — e
BRELF) J5, BHTHR M, B IDMC SHRB VI 2 e T I, DAk
SE A T3 HEN S B Blm ARG o 7S b o B 45 R AT, APL-1202 )2 1R
WM sEm 6 N H VI, BRBESLS 2. EMP e R )5, WMAESLS 2%
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EVEIERITU, APL-1202 2l R4k sL 82524, IR EON CuEw] 2 4.
M52 “3 N HE 2, 3N IEE” 42773

ASCERTAIN #Jf 78 M 7E RFSEFH 552 i, B 2023 4F4F Bk i i H IR A4
39 52k, HARIGA (APL-1202) 21 6], XHHELL (RFEHLAE) 18 fil. 1 21
filHe% APL-1202 J397 )& NMIBC B, C&f 8 #2iX# #32 APL-1202
7E 750 mg HANE T, BG40 7T 14, BonH APL-1202 R &2 4 tEA
M52 1. BT #l SR, APL-1202 S 25 AIAGST IR IT 4 B K LI AR L
2024 ©F 4 1, ASCERTAIN #FFRNAH 2 452 F . A Fl¥#—2 508 ACCRUE #ft
78 B I PR 45 2R A1 ASCERTAIN T 78 (O AH < B 45, 285 20 o PR Al AT A
ASCERTAIN #f 58 ) J& S K A0 o

(2) ANTICIPATE 5

APL-1202 HREAA 55 2R L i4E 8 MIBC B Bia 7 VDR IE RIS,
H W21l APL-1202 5 % 8 A BR A HUIBCE 0 b B 78 R BR BT B 254 DB A v
JT#E MIBC 3218 it 2 4 AT 2. ANTICIPATE W 50T 2022 4E 11 H 58 il
PRI NE T, T 2023 4F 9 A 528 11 HIE PR IR 10 o 20 A - BUAS R
PR Ao A RS IA o B 5 SR 0

FEITRA A RETBEZMEE (pCR,pTONO)
i3] PD-L1 XIAFHE | FrE RIS | PD-L1 | PD-L1MK#%
EE 1% I 1 Fik ik
Tislelizumab+APL-1202 8/18(44%) 7/18(39%) 4/8(50%) 3/10(30%)
(SRIGA)D
Tislelizumab (A HEZH) 7/14(50%) 3/14(21%) 1/7(14%) | 2/7(29%)
WEST &S RERHR<pT2
i) PD-L1 FikPH% | FrARVEL | PD-L1 | PD-L1{KE
L 51% T 11 Fik ik
TislelizumabAPL-1202 8/18(44%) 8/18(44%) 4/8(50%) | 4/10(40%)
(SR
Tislelizumab (X HEZH ) 7/14(50%) 3/14(21%) 1/7(14%) | 2/7(29%)

e B RME (pCRD: VI BRA S X B DA 2 G5 bn A AT L U 3004k, WG
Fi PN TC B B 1R B i AR AR L 45 57 88 s pCR 8 SCNBS I DIBR AR S5 223 BE =2 PF At pTONO.
TR BT BR AR J5 % 55 IDE Rk L S hn AR AT H U B 0P Ah BB I N R R
TE ) I o A Nk D 25 5 7% o o B PR ST 2 0 SO IR T BR A S5 2L 23093 22 PPk 9 <pT2NO,
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	问题1 关于营业收入
	一、公司回复
	（一）分别补充披露迪派特和欧优比2款产品对应的转让合同主要内容，包括但不限于交易价格、双方权利义务、知识产权归属、药品上市许可归属、里程碑和销售分成约定，以及支付安排等
	（二）分别补充披露迪派特和欧优比的市场空间、竞争格局、竞争优劣势等，并说明公司引进该款产品的主要考虑、与公司研发布局的协同性
	1、公司引进该款产品的主要考虑、与公司研发布局的协同性
	2、欧优比®和迪派特的市场空间、竞争格局、竞争优劣势

	（三）结合公司引进产品业务的具体经营模式、终端定价机制、产品控制权转移、结算模式、收入确认政策等，说明相关收入确认采用总额法或净额法的合理性，以及是否符合《企业会计准则》的规定
	1、公司引进产品业务的具体经营模式、终端定价机制、产品控制权转移、结算模式、收入确认政策等情况
	2、公司引进产品业务收入确认是否符合企业会计准则规定

	（四）补充披露数据授权服务业务的基本情况，包括但不限于主要产品、服务模式、目标客户及开展情况等。

	二、保荐机构核查意见
	（一）核查程序
	（二）核查意见


	问题2 关于研发进度
	一、公司回复
	（一）结合APL-1202开发策略、公司与CDE沟通情况、以及全球抗肿瘤领域MetAP2靶点的临床验证情况等，补充说明APL-1202联合化疗灌注的关键性临床试验终止对于APL-1202后续研发规划、开发成本、研发风险、市场空间、竞争格局及募投项目推进等事项的具体影响
	1、APL-1202开发策略及全球抗肿瘤领域MetAP2靶点的临床验证情况
	2、APL-1202联合化疗灌注的关键性临床试验终止对于APL-1202后续研发规划、开发成本、研发风险、市场空间、竞争格局及募投项目推进等事项的具体影响

	（二）结合APL-1202、APL-1702等公司主要临床管线的试验方案、临床终点、入组进度、预计观察周期、可公开的试验数据/结果（如有）等，说明公司主要产品是否存在研发进展、研发结果不及招股说明书等前期披露文件预期的情况，如存在，请详细说明原因，以及对相关产品市场空间、公司经营发展等方面的具体影响
	（三）结合各主要研发项目的本期试验进展、主要开支等，补充披露本期研发费用中权益授权费金额增加较多的原因、以及职工薪酬变动与公司研发人员变动的匹配性
	1、权益授权费金额增加较多的原因
	2、职工薪酬变动与公司研发人员变动的匹配性

	（四）结合公司经营业绩、管线设置、研发进展等，评估公司的持续经营能力及核心竞争力是否出现下降，如是，请补充披露拟采取的改善措施及可行性
	1、坚持以创新技术平台驱动新产品开发
	2、临床阶段项目加快推进，建立自主商业化能力


	二、保荐机构核查意见
	（一）核查程序
	（二）核查意见


	问题3 关于应收账款
	一、公司回复
	（一）结合客户类型、结算模式、信用政策等，并对比同行业可比公司，说明期末应收账款占营业收入比例较高的原因及合理性
	1、公司客户类型、结算模式、信用政策等信息
	2、公司期末应收账款占营业收入比例与同行业对比

	（二）补充披露应收账款逾期情况、截至目前的回款情况，并结合主要客户的支付能力，说明相关款项收回是否存在风险

	二、保荐机构核查意见
	（一）核查程序
	（二）核查意见


	问题4 销售费用
	一、公司回复
	（一）结合公司产品结构、销售模式、宣传推广活动、销售团队建设等，说明销售费用大幅增加的原因及合理性
	（二）结合销售人员结构、职位职责情况和公司薪酬制度等，说明销售人员数量与薪酬的匹配性，以及与公司营业收入的匹配性
	1、公司销售人员结构、职位职责情况和公司薪酬制度等
	2、公司销售人员数量、薪酬及与主营业务收入匹配情况


	二、保荐机构核查意见
	（一）核查程序
	（二）核查意见



