PhIRDA

FEGEE —

IQFTgiéﬁdhu/Eg%

(2026 49 A4)
B %

WHO . .o 3
HRAREHY RESTEMTAERF AR ... 3
FDA 3
€2025 - 20304 e AR - WILAFBEE R T SMEESNRIF) ... 3
{CDER #7%h W iffo £ 4] e 4 T W iF AR T 2 Z £ 2008 - 20240 5 4k

S i 4

FDAY KA FH W dniffH h ZF EHNEMERES ... 4
HHMME TR R EIER NS 5
FDAZas® A 52 Ml #7285 (IND) X, &t Xl ..o o 5
g, £ FFetzd]F KAk &K (CDRP) #HX] ... ... 6
FDA R #TEMAf G IR I BRI & 6
EMA 7
(PR P Fab=Suay GMP 42D H=0a . ...l 7
€2017—20245F B IR RA AT FRRE) ... 7
NAMFF 24 B B3 383K it X, R el BR7a & ... 8
R AT A A R 8
B 9
(FBHAT R R Z Aotk KEH — A ZFAX] (2026—2030F) ) ... 9

2 9
ICH5 ISoPE Z & 5%, ALK E—BHERBKGRNFfkth. ... 9

P LG S o 10
# e (P1C/S GMP #5@&) (PE 009-18) EXAM .........oovin.... 10
PHRMA . . o 10
XF A EMGR P RN iEE BsUFA) WG AR B . .......... 10
A #RIA—2/309 R Z SR RIERERT ... 11
P A e 11



—_
PhIRDA

PEEZES

IR N LRI, AL R E AR ..o 11
LEPMA 12
FHT L LT QAT LMBEELTREN G, EEfptegtme .. .. 12
BIA 12
NA: BIAMRR2026F AR ER A ZREMEIR .. ... 12
BIO . 13
M A XAEEL, XA TAANEFTHAMATE ... ... 13
e BRKGFIRFRAESRABEHEEMBARARLERT ... .. 14
BB L . 14
M RERBERTALHF, AR eMAEGTILR . ... .. 14
A5 ABPISINICEA A GBI T R ... 15
R (026EBHBHHEFTTFAME) 16
DI 17
M ATLALA, S BEAR AERE M2 REEMFH ... . 17
MLE: AR EZIE: P E RS L 55 E NS ESHTTR T @A TR
72 17
KEE o et 18
MG AL R MM SRR ERE 18



—_
PhIRDA

PEEZES

WHO

HEERERY KEST BRI E X

#RIAmL (WHO) &4 Khad &3 EJ7 SMIINIE (prequalification)
X, ANE T ZA G EST SR, WHO FUAET X8k, AR,
I ERAR, AREAIAZRFSERRE. K25 MME, 47 7]
AN WHO #UNIEESF BMFAE, AKRSENM., RWALR, BT B REE
FITRBETIZE RIS LR T BB ERAARGERLATE — Fit4
70% #BE R B bfm G ERAFEHRAL, LT AE > PR E K.

J L k3%

https://www.who.int/news/item/25-09-2026-who-announces-expansion-of-prequalific

ation-programme-for-medical-devices

FDA

€2025 - 2030 kAR - BIAF B EF P B HEHES 1)

FDA 25 %% ik (CDER) F 9 A 8 H A A "#vik F WLi%i&77 (ARC) "2025
- 2030 ASF ALK ——ARC A 2022 FiX T Ak IEFHMAE 123 AIRILE
TR, 2025 FIRMAY 46 NG P A—FAFNAEAL, 2@t 1 7
A2 Wk, 2500 - 3000 7 £ B EFMLKSHAGT R, AXRE =K
Bir (HFEEREH. EFARLL, APEERZ) , TEEADNESFT LR
@ "EH A" ERARR: DHEAS NP R, ARLHARLFE . AMIRED
/ BFREEFHAL, BHEBEGAL, AN ERL, AR—HEZF0 %
FAER; FIEHRIEL 2024 % 2. #5¥5 CDER/CBER/CDRH 49 "F W% ]#7 & (
Hub) " ##  Sthifl, A RRAWMERAERAEEHE (BaTk T "#®it
ZE" W, it 2031 FAE "SEAHrR") o FDA 4 H%IA: PriERE RE
P F TR 28 Mk, AN F L RES D KR LF05F8, AL
#Fixot. AR EFERF L WARE R A F RN

Jo L k3%

https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/cders-a

rec-program


https://www.who.int/news/item/25-09-2026-who-announces-expansion-of-prequalification-programme-for-medical-devices
https://www.who.int/news/item/25-09-2026-who-announces-expansion-of-prequalification-programme-for-medical-devices
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/cders-arc-program
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/cders-arc-program
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(CDER # &P ikt bt mAtTYH BT LE L E: 2008 -
2024 W45 B 5 9 H7)
L2, NDA 5 BLA R FiFEHILE T 2= d (CRL) &P SR E
TrAS S, A 2008 M4 AT HY 47% T E 2024 MH094 27%, HF 2018
-2020 MF—FA 22% FFE 37% B X =%, FDA KKK R BT I3 A A A
B RER TR "ML, FEFEEHE LA, o, BARTH
# Y I iE BT BLA—CDER /245 BLA #9% % CRL £ 8 2019 MF ks
L, 2024 M NDA 4 25% @ BLA @ik 36%, H.32h49 BLA (& & -F 340
(PDUFA IV £ VI Bl F¥M 9 TEE 22 ) , FDA AT H AT 27 BLA 49
CRL ¥g#o % &g 4 564G PTH, ¥ FDA #E %S4 > % £ A %N CRL £,
A H 2 BLA. 5 R4, 2008 - 2024 M4 /245 NDA/BLA %9 "% ATHtf "
FAZR AR TT%, & T EH B E R 64%, LU BHILE CRL & FiF
JG BT R AT,

JB L 454 https://www.fda.gov/media/194858/download?attachment

FDA & KAt £ b mif it o4 B FHNEMER S

FDA A @4y (BFTAR) B — 0 @ @B A A AL RFAM Z St £ R
SRBFLANFF, HR, FRBRERR, 5 —WBFHTHREAHRANRX B
455, K¥EEHK Kyle Diamantas &7, £ R ALEMR A K st T
AP R BEMEAGEA, #EiFLEATABAMEOEREE, ARLARFFX 5,
# FDA # kR4, A HREDAHENA, 9L BUFE S Tk
FDA 5E R HHBHKZAGRERXR, BEEEMNBE., ShFEF, 44
g RAEFRE T BWRF SAAFAUR, Tidid FDA 44— 85 ME R4 m 4R
LITP FiFg. B5 | AR ER R AL LA XARE kiR, AR 2 AL
A, BMER QPRGN T AT REENIRZEX; B REMEH
fH AR ALA RFEXEIBMAL, ORI, Ttk i 5% H MR
NI B VR P S AR R

Jo L ki

https://www.fda.gov/news-events/press-announcements/fda-launches-nationwide-effo

rt-expand-scientific-expertise-and-consumer-voices-advisory-committees
4


https://www.fda.gov/media/194858/download?attachment
https://www.fda.gov/news-events/press-announcements/fda-launches-nationwide-effort-expand-scientific-expertise-and-consumer-voices-advisory-committees
https://www.fda.gov/news-events/press-announcements/fda-launches-nationwide-effort-expand-scientific-expertise-and-consumer-voices-advisory-committees
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B HZ BT KIEEIEENE

FDA T 9 A 4 BAA{Z&4EE (RFI) , fumiktdidh?y (BDP) #9F K 5F
W, BRAMRLEN "EERRAEE (MAHA) " 23 HEHBRESF (B KAk,
B4R £ %54) , FDA JIRHASE, FRBEF IH. B EATHMHE RS HH
Bot, REGAFHRMERE—T R4, BLREET —BMEURIE, X
B2 WA TN M, AT S ST A AT
RESEGF R FEFORLE, AT R NIAFF IR AR IE
Fhosg "ERH LRI M BITR, S EMA IR &AF T A, it FDA
BOAM G FIFANFZT =+ F04d, 25 EL 4 N THEMY,
X B EAERAE RIE KR EFH — 0 2 AR,

JR L k3%
https://www.federalregister.gov/documents/2026/09/04/2026-18133/advancing-devel

Q
SN

opment-of-botanical-drug-products-request-for-information

FDA Aei2 #F L M #7125 (IND) X, %3t XI

FDA F 9 A 15 AEXZE3) "#eik IND X &5 B" (Expedited IND Pilot)
, IR, Atz 8-10 3 "WE — SR LHAM (GRID " A,
10 A 30 Bft. ABEFFTALZB AW B RAKRKE (FIH) EEZEHSF, @
FE.BEKA KA BT, FDA BRI A Foft F AR R 69 ATHR T 1270
W RFF KBRS %48 12 ANA, AL 2P I KT K4 Mk £ ik ORI
(FREFF ., CRO $AZRGMM) £ IND EEMEEMNIEL; FFEIER,
CMC. = S R AR5 TR T R IR FDA M B4R AT F 1F 2P % ; Fl i+ & IRB F

. AR®A, AP CEELEFITHEL IND FTHEE TS, RV IND Kt

G 8 F 45T FDA VIR G AT At T H R, AEMNAEB K, £ R RF 17894
ik A IR EA HHS" 5 R iX I JF 465 173 (Operation TrialBlazer) " #9
—3f%, BORAFBE M B BIE,

B X 4k 4

https://www.fda.gov/industry/fda-actions-accelerate-and-modernize-early-and-late-sta

ge-clinical-development/fda-expedited-investigational-new-drug-ind-pilot-program



https://www.fda.gov/news-events/fda-voices/good-clinical-practices-are-not-optional-fdas-commitment-human-subject-protections-and-gold-standard
https://www.federalregister.gov/documents/2026/09/04/2026-18133/advancing-development-of-botanical-drug-products-request-for-information
https://www.federalregister.gov/documents/2026/09/04/2026-18133/advancing-development-of-botanical-drug-products-request-for-information
https://www.fda.gov/industry/fda-actions-accelerate-and-modernize-early-and-late-stage-clinical-development/fda-expedited-investigational-new-drug-ind-pilot-program
https://www.fda.gov/industry/fda-actions-accelerate-and-modernize-early-and-late-stage-clinical-development/fda-expedited-investigational-new-drug-ind-pilot-program
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W, & FFad2F) T K A=E &K% (CDRP) K]
%X, @ CDER 5 CBER kR JF &, &l R 7T K B A% 42 69 2 5F 2 o Fe A
P ) o MEs4], AR TAR L
7= / CGMP % & 5% & YRk, BV LT e R H LR E R K. ANk
ME G HHETRFLF. LE T4 FDA A8 L4, O£ F 4@ L E3g
AR A CNC A& 549 B KA AL EMELIUR, FDA £2 5 A NL IND
REF AN, AARXARE R, FIhE OMC H RS2 47T #H32 0 27
iR, A% FDA XK $i#%ik 9 A E (H=%H2=% CBER L&, =5
—& CDER M%&) , wWik4FA A28 H L IND, #REE R, ARG RK
TR ZHeARMTAEE) OMC TR X (BE Xkt X nekit, £717 5
RS, Bk A F R HE, REME T ERIEREF)
J7 L k3

L R SV S SN

https://www.fda.gov/drugs/pharmaceutical-quality-resources/chemistry-manufacturin

g-and-controls-development-and-readiness-pilot-cdrp-program

FDA 237 FHAER S %X B0 B R 7 &

9 A 21 H, FDA A BAERAAN, Lot LdhdlStn Xk, HH
HELFUTANYD T HT AT AR FARKEE 3 B E & RS A MIE
o, LESE 2022 (R A th iz S E k%) (FDORA) 49 & K . AL St T 2027
F 2 0 4 04K, FE& 2026 5 12 A 7 BADKEE KRR E L, FDA H#
B A AR, AARSHAERIEENTY "k / SR
Hh "dEERKE / FEEARFR", FRIF BRI RSN "FERA L —
A" ARl KR ", ST ARER "BROBEF LA AR, LOEAT @ity E,
RESHERAERZ R, HHEIEE, AYITHP RARINKE, in silico # in
chemico %7k —— H A TARIERE R R, 12T Bk ik o — RBKINFE
7, BREH LRI R AR EL, FDA K3ZEHK Kyle Diamantas 3% pLA"
AR =BT EBRAR TG —FF ", A XK T EGIRAF ZAN 5555
Wz F ey (FDA ILARALEE 3.0) (H.R. 2821) Ak firdE, FDA LR ¥ L&
TEMALE 25 NEBIES NAM 2 Bl R0 48 &, JHa5 gkt b sh 4 ik Al 69 &)

Bz (e QMIN M%)


https://www.fda.gov/media/194858/download?attachment
https://www.fda.gov/drugs/pharmaceutical-quality-resources/chemistry-manufacturing-and-controls-development-and-readiness-pilot-cdrp-program
https://www.fda.gov/drugs/pharmaceutical-quality-resources/chemistry-manufacturing-and-controls-development-and-readiness-pilot-cdrp-program
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JB Tk

https://www.fda.gov/news-events/press-announcements/fda-updates-regulations-adva

nce-innovative-alternatives-animal-testing

EMA

(A% T~ RE GIP BE) 0K

EMVA T 9 A 7 BRAT(EFFHZ% GWP AELF)H 3 M (9 A 10
BARK, B EUARTTRENMGEEEZK— HREN EEKEK EMA
i ey GMP & EARLMBELST "F K T EMM + LFZEIM" BE, HAN A
TR R =R R R E AR DA TR, AR T SRR —BON T 5k
TeGF M, TH—REEMNMNEfRARIEE; BIRR 2R AT IFREAEE R
MM WEREZ GMP & JTRA R M & RKFLEK, FHIARREA LM
M1 5y & mHES AL R Ao TR AEHL, EMA AR AKX EER T — R M MM P 55
AR xR PFa (CAP) FigAMmT, 39 Hxkey EMA T RAR Lok,

Jo L k3%
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/co

mpliance-research-development/good-manufacturing-practice/compilation-union-proc

edures-inspections-exchange-information

€2017—2024 4 B I+ R4 248 &0t RI4RE)

EMA 5 9 A 14 B&RA "EIRRHZ (API) & & E5F+X"2017 - 2024 F
BB, S REBEGLAELT WP RELR. MARH T RIERRA "F
", %t 2011 FEXZF, ILA FDA, EMA. H A PMDA, WHO % 13 /%
R, AEABIEF APl T £ERFE, FEARSEERRS EELE,; 124
FERT: £ 644 AN "ERXE" BB (H—FEGE, =2 —4£FH)
¥, AERALELE, ABEREREALEZE RO E 17% Ko EAHEK L
— B (2011 - 2016) Fr29—F (LA 10% &2 4.2%) ; SR, 32% &9
B 12 NARAEANALIIME TS, A FEwsbEREFF. B4
ZREEREIET FEAPBFHALE AR Z. ABRIRE FRA . HREKIN
MY ETRENMEHRATEER, ARFREELEFIFE, ZRETRER K


https://www.fda.gov/news-events/press-announcements/fda-updates-regulations-advance-innovative-alternatives-animal-testing
https://www.fda.gov/news-events/press-announcements/fda-updates-regulations-advance-innovative-alternatives-animal-testing
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/compilation-union-procedures-inspections-exchange-information
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/compilation-union-procedures-inspections-exchange-information
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/compilation-union-procedures-inspections-exchange-information
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LB, FHEFHNG + TAZ RS T e L HH]
Jo L kA

https://www.ema.europa.eu/en/human-regulatory-overview/research-development/co

mpliance-research-development/good-manufacturing-practice/international-collaborat

ion-gmp-inspections

NAM 72 B R R XK B X KK, #HH XL AHBFRT &

EMA F 9 A1 BEZERT "#H5+F (N, BPARE, MARAZL, 1
BAEHRK / B ARG HER) " 9B EF AR (WDS) , M. FiE
A B CRO 3777 B /R423 NAM #4%, St i & KR "ML, FEHRHB" &
FHBEE R, BORRE NAM A SR ehirhr A e A, 5t
AT 49 QoNM JAGE@iE R, IR ST EFTwHF. REPRT E. F¥
EIRLER T "ER", ARATFATRME "RAR" AU RE LR
HETTFEE, REIHRRIEERILFRARE, ZREH REMLGESR
ERERG A, LARFHFHR. 242, HFEREWOAMNGR, H2KAH "
& A3 (COU) " A= "iEdEALE (WoE) "o

B S gk H

https://www.ema.europa.eu/en/news/voluntary-data-submission-pilot-advance-innova

tive-alternatives-animal-testing

R AT 4 BARR K B

EMA T 9 A 7 BR% "®RXaTAHi@E (PSI) " &KX &, @mit XA 2027 F 2
A ZE 2028 F 9 ABAKRFRETHT (MAA) a9dak, Ik, £FhMFe
EMA £ "B Wik B " AhLE—— BEAPIRAT 18 AAL 9 AALE A
A3 MNAL2 MNARE—ZINEMAET R, RATHEETA TR A=A,
B R AL IR BT IFE IR, TR A R A AT RARE AN IR

B X 4k 4

https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/p

re-authorisation-guidance/pre-submission-interactions-model-pilot



https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/international-collaboration-gmp-inspections
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/international-collaboration-gmp-inspections
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/international-collaboration-gmp-inspections
https://www.ema.europa.eu/en/news/voluntary-data-submission-pilot-advance-innovative-alternatives-animal-testing
https://www.ema.europa.eu/en/news/voluntary-data-submission-pilot-advance-innovative-alternatives-animal-testing
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance/pre-submission-interactions-model-pilot
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance/pre-submission-interactions-model-pilot
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%
(FABAITEREFAAEERLEFE—ANEZFAR] (2026—2030
#))
XA “—BEmE” . REAKR, THEF, KFEWH., “ARHTH” 5 “
HABI” LELS . AEREFZE, ARNFFERACKELEAR, HLB2FR
B R, BITSEF ) Fediom ) F 58RI, L3 a K Z Xm0, RA
AR FRE, BARRSBERXRERHBAET KR AKX BAR, KA
B D ik “wdo—Fn” (REEFREE. fiE, THPuikis, whk
RIXERCI AP ERRSRATERSH) ; @ RERFALYE, KE
B Rk R S DU IR 5 o L R3EiR 2R & b oA P S AL Z R 3AR P
@ FMWBHRKERXRZR, HBELRSMERNL ( “RIKE” “HBE” UK
7)) ; @ ebdtIARe Rk, KRS R (EAKRFEWR,. “—RELE”
) s © MERAREMAE, TEREKEKRT; © AFELREAZL, RINL
B AL, &L 105 MAGHR, FFEL CAFARNGM. FHEABEE, ¥
BIAE L&, FERBCR” 69 FREMRENS, BLE RN 455 HRA %,
Jo X 444 https://www.hkSyplan.gov.hk/2026-2030/sc/plan.html

ICH

ICH 5 I1SoP £E & 5%, HALRAAE—HBUERE KA
Fa K 44

ICH 5 AR HERF L (1SoP) EXEZFwME&ET (MoU) , MAmigsd
3t ICH #5 —— ARG ER. N5 44 MedDRA (ICH #1897 1L
AFREFRE) — #9iksm, KT 5KM, Wy FaE#HF . B4 FER
IHBHERLEFLAMARKERXAL RN R, OLBEKRSLSHFLB
HERA., 2mtEih,. REFTTLF, ELREGHWER. AHhxs, AHHIE.
Aok TR FAARE R MedDRA ¥ 48, A2 B3R, AEFE S 5 & Ltk

=

o


https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/compilation-union-procedures-inspections-exchange-information
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/international-collaboration-gmp-inspections
https://www.hk5yplan.gov.hk/2026-2030/sc/plan.html
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FEZES
JB Tk

https://www.ich.org/news/ich-and-isop-sign-mou-advance-global-awareness-and-ado

ption-harmonised-pharmacovigilance

PI1C/S

#ax (PI1C/S GMP #5&)» (PE 009-18) EEX A

PIC/S T 2026 5 9 A 24 A EX XAk (PIC/SGMP &) (PE
009-18) , A3 400 7, AAHA 2023 5 8 A 25 H XAt PE 009-17
Bk HMATAN ALK GMP A AZKARHY (AP)) GMP A K /3%,
BE 20 ANETMER, BEGHA S i GMP 2K, AR, 4
Wh K APl £ FE BRRK GMP AL TAE, B 3t#EIN 25 M F 1+ a9 4.8 A5 L
o KRG ITOERBETHEPERFE ANNEX19 (AA EXRERETF) ,
FTET “FITHD | TS G BIN CFITR B =5,
U AR ZRAEHREL, PR GHARE ERME—FH 400 | K
B, RIIEAEFEEMATUARYE | RFHSHNKE DG HFRA T ITE
YN EY 3

JB X 454 https://picscheme.org/en/publications?tri=date#zone

PHRMA

X T A EMEB A P % A& E (BsUFA) W3R 572 B ARy 5 9

2026 ¥ 9 A 24 B, PhRMA & 3% # & /& #4T'E Stephen J. Ubl 4 X3t (£
Mk mdhik) (A4 EdhkiEE) BsUFA) % WRa sk B ARE A F 0 £dh &
MR EBEEF RGBT R E R BRI, A FHEIKES RAFT K&
F09e T EE. B 2012 St R 2k, BsUFA 2 £ 2. T LA T
A FDA AW EMBFEAE T @ RKIET XHEM. BsUFA IV EiXx—it A
Ak, B TEARGFEKLE, A ZAR FDA 695K, ik LS F E IR,
AEFHZEA XN EDEMBRTRATTFE, ZMPNLHEET ERREDH S
LHEEE (FOA) 540 EMB R R A¥EANTEIZ P R eHENE, FR
B T ER L XA G AR BT AARE T TN LA A R R, A
L ey A R TR AR BT RAFEH RS
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https://www.ich.org/news/ich-and-isop-sign-mou-advance-global-awareness-and-adoption-harmonised-pharmacovigilance
https://www.ich.org/news/ich-and-isop-sign-mou-advance-global-awareness-and-adoption-harmonised-pharmacovigilance
https://picscheme.org/en/publications?tri=date#zone
https://www.fda.gov/media/195009/download?attachment
https://www.fda.gov/media/195009/download?attachment

—_
PhIRDA

FEHES
PhRMA 3/ [ & i i@ R BT 3, T A7TIXA BsUFA. %0t RI3d T Awig £ E A4
AMABTT, IRHELFUBRRETNEERTBRTEBMEX TR,
Ja L4k

https://phrma.org/resources/phrma-statement-on-the-biosimilar-user-fee-act-bsufa-iv-

performance-goals-letter

M #RIA—2/3 893 R R ER T RIS K EAK R

Voters for Cures 5 Morning Consult &% AH T A A BiEIzRIA, &
RETA 2026 FH LAY, T LR EFTRERAZERRXZOEST
YA R &R E TR AR, fRIGAR X BAT SR (EATE. S5
HAR) A 34% EE, HRIERIT A 30% REEEE, EMRIRG R AFLL T 2wk
A 23%. A== (66%) B9 K ARG I T REIKE T RIER T 9ERA,
mAE EIRIEARL 7 A a9t e A (34%) o« RIFL R I R A L Fm T+ E
K23 : it K 2 FHBRAKIE S IZRIG T Ao 2h suda A F 22 ALH) (PBM) 3638 RAEL A /
BT MR (eFE AR, B GiERA; mEd "REE (MFN) e h" ¥
BORH, 2 RE2EIZRELZMEF S RAXRARIEF, o E R AR A40
KA

B X Ak 4

WAL

https://votersforcures.org/resources/voters-for-cures-national-tracking-poll/

EFPIA

X FFEFHANEREGET, AR BYRE F L)

EFPIA sREBRBE R & (AR EE) BE, AALRARE. €3, T
HaAe, Ao THREEETA, LFHEH RN S L4, EFPIA
R "REMEF L (BPAR) " X A BINIFAR T kA R AL A1 AT AR G T
B, M3 R R S RAR 4 B A F 1) S A SR 5 AR TR T B A R
ERGBIINFERS AR EBAR ARG T A B IR R W AEFE 2 B R4S &6 IE A
PN, EFPIA SR2IAMM RS T AR, 5 2 2R AR —IR8) 25 su it 5 4%
BT AT B AR A 5 44T A3 An K AR A B AR AF 5] Sh b | AR AR Ao AR ALIE
BRI ITF R ALK Z VTR mARF TS, B2 s,, ETF

11


https://phrma.org/resources/phrma-statement-on-the-biosimilar-user-fee-act-bsufa-iv-performance-goals-letter
https://phrma.org/resources/phrma-statement-on-the-biosimilar-user-fee-act-bsufa-iv-performance-goals-letter
https://votersforcures.org/resources/voters-for-cures-national-tracking-poll/
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Nathalie Mol | &7, AR EMNMMERIF R R RETEA, HoF TEOM X
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B BRI 69 A AL E K
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https://www.efpia.eu/news-events/the-efpia-view/statements-press-releases/efpia-sup

ports-progress-towards-public-procurement-that-rewards-quality-and-innovation/

|FPMA

FIHITLRT: R LABELETRBHAG & F A GBS
IFPMA (B IR 41 5 B th 2 8544) 2026 4 9 f 23 HAHFAE PPPR &
A ABAT S TS BBUF R E T KA ARG Lo, Bd: Kk 25 F
AR A B KRTHBESN 50%, HFFHEMEAL 7000 L£T, LK
B, X IEmEA R A BRI IR BRI LA, IFPMA £3K: #H4
BN FE R AT R, HRFEIREA GRACKEN, P & Fm RARKIRE, Ao
3% E B RIS R iR e . RIER A sATAUR]) 5 Bl EE (B IAL KR
TR KPP QAR E TR Ao o st Aot fr R A, IR R M A A
B, R B 85T R E Ko AR BRI R (AR TEH, b 9
iR B ) A, SRIAGTERA TSN, KEXR, RERKRERRR,
VAR fR I B B4 B aR. H3E. ATHIIE BT,
B S g H

https://www.ifpma.org/news/innovation-must-remain-at-the-heart-of-pandemic-preve

ntion-preparedness-and-response-says-pharma-industry/

BIA

#h3: BIARK 2026 FAFHMH £ 3% B M B3

IA F 2026 % 9 A 10 B &3 E I B ER3 A E AL, FoF BURF R I
KIeH X FRE SN, ETBRBEENE . el Af T H RFDR,
B E R F Ao BRI, 1 B A G F A A D H AN S A LRI 5 KT
Fh A "EFHFEGRE", AREFAFZEC L, EX. AURFIRS £
BARF TS M5 — & UKRI A= Innovate UK 493 BhAK 2028-29 32 AT
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H, B4 ZKANAERAGBRT S LFEGHF, Z 2w AT RE, &
Ae 5] F A E R SR T RN, TR EZSHRF S5 ETAFITRGHA K
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B RARI Fadm 3% 35 B £ H KR B RIR 54 b9 5F R ALK, K ERIS (3E3%
AFREERNKRL) HEKRELE 33 &L / 8. RET 1S8 (FFRELEA)
T FANT AL NRLARED S RZHNKIE.
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https://www.bioindustry.org/resource/bia-submission-to-autumn-budget-2026.html
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Mz MAEHRXMGEL, XTAANBFTHNIARE

AAE 2026 £ 4 A 2 BEZMEGNE, FRMEA SR LA K IMAM
#49 100% AM-XAKET 9 A 29 BoadmAex, B Rmsk2 S0 E5% %699
HAGF, D RRE R, ARTHETRIAL N, BATCRAAGI: R
FE, BA, RE, $#Bfmt / S XHAEEOEB LS XHEE 16%, &
BEeBEBS53 8 A 4 BAEXMA 0% L Tilid 5% 5HkH "R (o
nshoring) #X|" ¥ XAMEZE 20%, KFBwLHITEE5NKRSEEE (HHS) 49 "&
B E (MFN) 2 A 2 0%(H#1F 2030 4 4 A 2 BA= 2029 4 1 A 20
AEH) ; HlhfdhEMmBBLE 2027 5 4 A 2 8, 545 %54 (G
ILE5, BMEFH, wRETAETT R, £F 7. me5RRTE. AR BRGNS,
NEDEBHEITARF) TRIRERK 3 (d) B8, BARSTEARTS S
ZAERMBYERRHL "FEERALLAFTR". MALWy: B8
BERT M BAEREN "REFR BV IFAAL (BHAHARLAAEE)
VAR AAHAZ K R AT BURA . ER B IE RFEANT . MFN/ SR
WHIAF T, BI0O HRA5H, T2l RFHATREFH AN K I,
ST EE 7%, HBFiE 54% B9F L ETeRRLFER K EFHE
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https://bio.news/federal-policy/with-pharmaceutical-tariffs-looming-guidance-on-com

pliance-is-still-lacking/
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BEEB L (BFRFRERAEH) L XA (4itME) (Statistical
Annex, 2026 8 A AM) T, RiRMGEIRZR (IP) BRiP 5 KamTET A
Fok A F A RTB/AN LRI EARKX, MEHY, ARBREFHAFRXBIFLES
50% A A L& ZFAR, HisRIXREKZ ALK ZFKREG 8 24k IP gL
B EFARTIRBE (BARAR) BRKEFHS 156 AL, £G4HF IP ER
FRAEGY B R, AR, @IRE G L7 K ARG TG 27 @ a1 R R K E
S % 10 AL, FERAERBCELSER Kelly Anderson 153, %iti
ERS "—BEEX" IP AR A RREGEFA T AT, LRAGRT. THE
TF ), WRET IR AIE RN ARG KGR RELF|ET 3% IP FRAP 49
LTRBFEL: ARRERYIFTEE . BRGQFTEHRBILAE S I A
B35l kR RBAFAR, HEAHLARIA LR EF P LR
L H e KRR E A s BEA S LI KF,
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https://bio.news/international/strong-ip-ecosystems-drive-biotech-rd-and-investment-r

eport-shows/
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ABPl FEEMT 4 NIRER T, A 2025 F 9 ARAHF A LTKES
FEiE A 20 CLEGHRFT (BEAK Al B0 LAAF I KA BHE) | *
BT 464845 5 S T T RS, 225 H AR, BUTKZRTHE LK X
R, MEMEEL 12 MNMAkT %6y 40 %0 B IRdAnstiTib4: & B a4
FhEE, BAAT Fodnif ZRAERAZ 2 HTFHY, EEREHRE — FTEA
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Z: NICE M A s#BARZ 2 E QALY 2.5 7 — 3.5 7 34 (2000 4 XA 1A
RAK) , TR 9 FEINH bt 4 F I 2025 FIE(H 22.9% S F
2026 5 14.5%; BUFREFCIHHZTEHIEE GDP 49 0.6%; EHBHZTLETAR
FAXL 33%, DA ENZHTHATIE R, €135 PR, HRTAZER A
A 1.2 TREFMRIER. KA STTKOGH /0 MHRA #7 25 bl b 45 B 18] AK
427 RIM&%E 378 K. 98% W/RRXIE 60 KA KM, BUFL Wellcome X 44y 6
LG R HABFTF IR S B 5.7 LREF A4 g5, F4 T mik, % 2035
FTAHE 8.13 TAKAL (FTRBEANL 20 77) , FHELE AN 204 1C
RAEEE 334 /L34, ABPI A FHATE Richard Torbett ™F°F BUf - A% & M
TR AR EE, LA,

R I 4 3

https://www.abpi.org.uk/media/news/2026/august/green-shoots-for-uk-pharma-invest

ment-but-delivery-will-decide-whether-they-take-root/

HL&: ABPI 3 NICE &4 & A% ikt 2%

ABPI #f NICE § A@d W E. RFH/HRBRITERE [ Ak | BR
Ek "4 4 B E" (Whole Lifecycle Approach, L ##3 "# #7435 & ik
AR B REL LA FR) A TRE, KA EA B ARG BN E TR
AXETRRRR AN B, BELZFTETRES "UE=2FAHF " R
X HRIBTR, HTRMA NICE 55 &E &ZFfls Rk EERMOGRA

R —— KR 55 E 2 Se R A T TR, RE BUR "TRAR A AR 2
K" 8 B AR, LAFREATXMRN : ORGaFf s R A HH — FERE

Fl—% & REHESARRET TR, 75 NICE #KF4E | ;AR EEHZ
b —H RN R A @Ry 8y F e —NICE H# 259 NHS
ERBAEFA IR BRI, AHEAEAFT A GNICE 2 R 449 7T M4 fe i
A —— BRI TR RHFA, A RGN R Al iEZ 4 F &, -
BFARARAMRE, BARTEEH. BREAFbLAiE; @A KKRHEG Z N
—— DRI BN IR F L E R T AARG ENE 2, LSBT AN "6
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EAfedd g HEMAPIFRE; OENE—H — BAFEMLHF, K R4
FA, AErR, 5E—BRAHTE (SNF) HE6 TEHRAEIESR; Dl
RARF), TRARAAS S —— RENGERANIAHA ., 1465 IR LTS

AT A E S E R @H S BN L L&A NICE %M I X &
B %o Ba ) 7 X5t 2 E P aRE . ABPl L4 £ 58Ut "E—BRA T
% (SNF) " BtEmsmk, LI HF5M475 LMK ZH A .
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https://www.abpi.org.uk/publications/abpi-position-on-nices-whole-lifecycle-approac

b/

Hd: (2026 ZERBBRE XS HHRE)

RERT, REFRBHHRFTEMN 2025 FoOMT LN LA Gk $H5—F
AT S ARERIE 20 1LEEHF,NICE BAKSAMEERE A=A S5 9
FH2hH, 2026 LFFHIZH FDI (1.67 10324%) .48 2025 &5 (8880 7)
o BRILAIGE, B 2035 FH3 8.13 H Kiz. F GVA A 204 13 £ 334
1L B 12 AT 40 RIURIFIFL: YL THF L (9 Fdshr 7
FHEAMZ) . BAALA IPAER (10 F43EH%y +5 4§ SPC) , {23z
Mo (ARIEHK) REH AR EY KL, MBI ELEE 1.8%,
AAMFAER LA 922% £ 7.97% HA 11 BT RFEFE KAH, ML
MMGHEHAERS . PE 30 RISA KRBT RESF LA BLOKENGE
A R FEAL 33%. QI G L HREET LEH 9%, ek (LK 229% K2
145%) V& FHATIHER. BAIASIERAR 12 FEE, 4L, £H
MFN & #HAe2h & £ 5. BCAREARM., b EIEAL R HEBEHA FRES L
A, ERBBEHRAFLE SRS ARB L, SRR TE LR ZA,
ZAA THE.,

o X A

https://www.abpi.org.uk/publications/uk-pharmaceutical-investment-competitiveness-

report-2026/
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F 3 AAEmARERES B/ ML4 #uy, 35 WHO-Listed Authority A= (
FF FDA. EMA) , APAC B ¥ EMHELZ M E—, FaE, &, B, &
BF 9 RUFTHAMINTHAE MM, HSA KE AL Access Consortium (&
#u3%3%) . Project Orbis, #MAK&FiF, £4 20 $HEFF MoU, ¥k - #7k
BRI AR E L HFE MHRA F#1178; SAPI M43 NASWSI LiE313
B, LS A BB LWIATI/EL, #EA ICHEG (R3) GCP 45 2026 4%,
BB L, 474 2R MLA/WLA iz 8L AEA . TR, Ty R WH I
S&12, FUE A AIAE A 2R KA G AT AR 469 Hef

J7 L k3
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https://globalforum.diaglobal.org/issue/september-2026/industry-perspective-on-singa

pores-rise-as-a-trusted-global-regulatory-leader/
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2023-2025 F A L4k IND 2| NDA ey d{zafE 73.8 A~A .
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RBFAEFINE: A IND B x4EtX )5 sheg PAznf A A 40k 37.8 ANA
vs MNC 56.5 A~ F, £3EM 9.3 MAY X2 18.7 M Z MM B AH L AH
F (25 34 ~A) - MNC 89 # £ NDA R B|#LEME: ¥4 7.7 NA vs
AEik 131 NA MK AH 7 & : I/ AR B T = A L4 B H 36.8
ANAL MNC51.2 AR, Mg #ARTF A E s TIEME; ALk~
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