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(Priority)
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Module specific evaluation + peer review
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EOI 3-6m before submission
Standard/priority review options
Summary dossier differences
Evaluation plan - CTD modules

-3to 6 MONTHS assigned to participating HA

B — - ACCESS Consortium tREEE R

RegMed 2026 Vol.189 5



HBAEATESLEE P

Taiwan Center For Drug Evaluation

- -;gﬁ '*’““"i%ﬁﬁﬂ BHEHRBR TREwRE
»oalomiae 9 1 Regulatory Science, Service for Life

(=) Project OPEN : REZIXAEESSH 2 REHIEET

FHEREE EMA 2/ Project OPEN (Opening our Procedure at EMA to Non-EU
authorities)& ¢ 2020 & COVID-19 Z1EHAB LML TURNED - I 320K BR 23 Ak B B
PR - FEPBEEMEAR ~ HAR BN~ It &K WHO AR EMNUSE - RHEEmEf
BIlSE%  HENMGES  BEEE  EnSNAPHEREER  REIBLZEHE
REREXRE  ZIEEENNTEESEER  SUELFRPRRE NETRE - M
BHEENRETRESOE  SEFEETFERBERN —FaXnEaaREHRY  BRA
H

Project OPEN HRREESRBE T H ZLERABRMVBIRESIFEEN  BRZE
SR ZMEME M (antimicrobial resistance - AMR)ABEA&E ~ BREE PRIME 5t=Fr
IEEZEBRER ARERNERIFHCEEE R ZEFBEER EaMEMEERN

ﬁliﬁg’zggmuo 1111
S HE PR =K Reliance G 2 =2 - BAELEERE - 1R -

#F_ ~ Project Orbis + ACCESS X Project OPEN = KB fEt&HILLERF=

Project Orbis ACCESS Consortium Project OPEN
FEHE | =B FDA S HEE L BN~ INZEA - FONK ~ It | BRER EMA
ySESE

ZOER | ERESRRERES BALERST  BREXNLE | $HEREBKETREBER

7 1E
BEER | UEBRPL - ZE ¥R [E 45 RN 7R 1E ML EMA Bl - SERBEE
Project Orbis Partners & XL OPEN partners 519£
(e £l
BEHN | RBEERBEER X2 | REGCH IEEREABES BEEZE  2ZER2E EMA
nh=1& %E*%E%J =8

RegMed 2026 Vol.189 6



MEFEABBLER P

Taiwan Center For Drug Evaluation

BAhSHHE SEEWRR

yA Regulatory Science, Service for Life
~ N
» Type B: FDA &% - il
B @R MRS =
EREEEE
» Type C: FDA EEHE
B EEOSZFEBE
HEBERZ2HEZ
Z BSHPBHZE
BRAEMR | EREEREZMEENE | MR B2%E  AYEL | ARESSH  ERER
FEfE 2 . COVID-19 Bk tMh#E | MENZEEARRAEREE
BEL PRIME ZtEFTIEE 2 B 55
m
BERM | BISERAHE=E EPtREROBEFS 28 | HREAHR=
ERRIBA
RIREH | BEBuUBAE =1Ek VS ES BEBUIEE
Bz ZRAKENGR B8R | BEEERE  HVERZE | AZRREEMLE - RS
REBBER BRA , ZBEAEES  BR | HREEMERILRELSSE
EEnE B85t
7/%:97 1. BEAASS : FER |1 AHESHER  RECRE | 1 FEL[URE . T2
HESEXRASER REH  ERRHESEE HEENFRHEIE
EMRIEZS8E(Type eSS £ RBTHBRARA
C RSN 2. EEEEME  E—RAE AERER
2. EUMES  ERER RMEE - SEBUFEH | 2. HRIRSE : 2HES
BRZE TEY, ER S B 7 BRI EE BERRM - BRZ 6
SmE eCTD EEAE ACCESS B EHIEIL
P ZEEBHRTS

#ZE EE¥EPost Approval Change Vaccine Reliance PilotEfl 5=

BEE AR B EE - BHEERENEEF YT E (Reliance Pilot Programs) - 1E
SIELMESBEETNEE  LUEER THEZEBREEEH (CMOBEELEHER
B - 2023 FEBREGEEAMESEN ATEESHETRINNT - HEERIK 21 B2
CMC Z2FRITBEEE  Hilit5F REBE A SE T (Reliance) - ML Health Canada
2L EERZOSE - UESTFE(CBBEER(Standard dossier) - —HMEEE

RegMed 2026 Vol.189 7



HBAEATESLEE P

Taiwan Center For Drug Evaluation

BhEHRMN2 TEEDRR
Regulatory Science, Service for Life

A\
i&%ﬁ—ﬁcﬁ@élﬁ(Q&Atool)v@ﬁ?ﬁﬁﬁﬁ%ﬂ%ﬁ@%ﬁmﬁz PHE—REHZRE
TRHIEEE MEEESEFETERFEB ZHEA - EXRHEEEERRE  H
REERRRALN 4 FNEE 6 EF - BERAEmZ AR EREMTEXE -
ie BUIRERN - S5% 2 ABRANERAZEZE  RTHERBATHORREE 95% - HER
B#ZBHIELR - AT 2 IRER - NRRAEEHENRIESEEH -

f

il

HEREERENEBAERERMSE  EXMA Accumulus Synergy “BEEER I
fEFE  PHREUSHRENTHXERERISHEBEAANS  KRESEEE  MEE
ERERE - FARBMBEEEZEMA Accumulus Synergy HEIEEF & - BiBZFE
WIS REZANKESIERETIEENEERER - MEZREROEASR - #sf

2025 % - TFDA 28z FaH 8 #7  HEEAAS RN ERREE - Qs -
RamIRERTAEE  RREREMEE AR mAREAZES - (RE =)

Accumulus SynergyiBBE R R IEFES

“HA: Health Authorities

IR ERE TEHERRERM
ﬁﬁ . Submission HA Question
4 nhl B EREAEE HETEUMEN  RECERE SR
Product portfolio Sharing HA
Manufact > managemen —— uestion Global Regulatory
Ei?: Saccieunrfers gement A I Quest Authorities
Organizations , - ccumulus
Bl EE AR Synergy ﬁtﬁﬁ%f&g
e BEEREERS oo
B \
114FmR
=] ==
@ Em A B FERIMA ABRBSEZAccumulus Synergy R 8 4
YEEES
R R « ITIESUER - MBS EEE -
@ RS FHENERYERA R NES

B = - Accumulus Synergy EEBLZR B IFE S 2 EFRBERKBEERF AR

= Accumulus Synergy A EZIRBIR AR S B BB 21 2020 EEH R BRI ZIE
SNEE  SERBLEZERERENARLZFE

RegMed 2026 Vol.189 8



HBAEATESLEE P

Taiwan Center For Drug Evaluation

7% 'E'é'-?ﬁ i’a‘itﬁﬁgﬂ BhiEHpE TEEGREE

Regulatory Science, Service for Life
2026-07 58 9 HB s ¥

R\

ZREFIREBREESHERBERMER  UARBEEISSHAXAREEHERD -
NEAHRSBREBEARBIEES " LHECMCEERMPER , &R AREEEEH
HIBERETHEERY - WEBHENNERANSTEBZE 2o -

=

R BHRERERRERAZEERE  REEBEZRHEE - BIREBTERS -
URBEERBAE LINAEERFZ5 - Ro|AeEBEEEFRTERMAZINAE LEE
o - EERFBRLEUF =ZKAZ0ES -

(—)MNEERER B FE(Harmonization) - JHEFE 1T EE &

BERENEREUZKEERNE - EEETERERMERET ICH R ABARI M
(eCTD)IR# - WRBABIBEARB ZEREZHW PMF S50RHE) - HgEBRBEX
BIFR GMP RReERRABEREIVIRE(L - EEHRBEERN SR ZENR - BV EXRFE
EMGZOBRE B "TEERES LT EEBRENEEER -

(D) REBEEERRE  TRELEIXRBIFSEEE

III’

HHBEBFPRANBENTSARBRER K DRREBURRZBREERRER
EE - UHBEEEHHHE NAREXREEEHRMARA Task Force) s - HIEZ I
ERBBIBERR  BRBEEEZSWEATEHRMY -

(Z)EZEBXRER ] - ERBEREHIERE

HMWE—STBABESIFNAEREE  UEETBU KB EEEHBAHA
Reliance il ##Z 2 (Pilot Programs) - M5t 782 (Proof of Concept) 2B RIEE#
KEw DBEEBEZTHEHMZZHREBIIRHEEEE 2 E & E % (Evidence-based
policymaking) - B S B EZ EFER THEEE  BREESTERE - 32
BEERTLZBIMBEERESE  HEAEXRREEFNS -

FREEARZE - HARF R B RERAELL TARBIEAIR L B T BIUBFRINES , BES|ZE

RegMed 2026 Vol.189 9



HBAEATESLEE P

Taiwan Center For Drug Evaluation

5 t%{%%ﬁ/ﬁﬁﬂ BHERBE FEEGRE

Regulatory Science, Service for Life
2026-07%@ . !
: &

SIEBEmBERN 'SR SBHE SEEE. NWER - B
1 E—PBEHBFRRABREERBRMAIZ UM - FEEBNMRITEERR
i EREERARREUZESHES -

~.

/

H

3

EZEEER

W
ot
<t
ﬂi—

|_\

. World Health Organization. Good reliance practices in the regulation of medical
products: high level principles and considerations. WHO Technical Report Series,

No. 1033, Annex 10, 2021.

. U.S. Food and Drug Administration. Project Orbis. (https://www.fda.gov/about-

fda/oncology-center-excellence/project-orbis)

. Arora, S., Balasubramaniam, S., Zhang, W, et al. FDA Approval Summary:
Pembrolizumab plus Lenvatinib for Endometrial Carcinoma, a Collaborative
International Review under Project Orbis. Clinical Cancer Research, 2020, 26 (19),

5062-5067.

. Jenei, K., Gentilini, A., Haslam, A., & Prasad, V. Clinical benefit, reimbursement
outcomes, and prices of FDA-approved cancer drugs reviewed through Project
Orbis in the USA, Canada, England, and Scotland: a retrospective, comparative

analysis. The Lancet Oncology, 2024, 25(8), 1026-1033.

. Access Consortium. New Active Substance and Generic Medicine approvals.

Access Consortium Official Website, 2021. (https://accessconsortium.info/new-

active-substance-and-generic-medicine-approvals/)

. Therapeutic Goods Administration. Access Consortium regulators pledge
support to tackle COVID-19. Australian Government Department of Health and

Aged Care, 2020. (https://www.tga.gov.au/news/news-articles/access-

consortium-regulators-pledge-support-tackle-covid-19)

RegMed 2026 Vol.189 10


https://www.fda.gov/about-fda/oncology-center-excellence/project-orbis
https://www.fda.gov/about-fda/oncology-center-excellence/project-orbis
https://accessconsortium.info/new-active-substance-and-generic-medicine-approvals/
https://accessconsortium.info/new-active-substance-and-generic-medicine-approvals/
https://www.tga.gov.au/news/news-articles/access-consortium-regulators-pledge-support-tackle-covid-19
https://www.tga.gov.au/news/news-articles/access-consortium-regulators-pledge-support-tackle-covid-19

7

8.

9.

10.

11.

12.

MEFEABBLER P

Taiwan Center For Drug Evaluation
BHEHMNE TEEWRE
Regulatory Science, Service for Life

. Australia Therapeutic Goods Administration. Australia-Canada-Singapore-

Switzerland-United Kingdom (Access) Consortium.

(https://www.tga.gov.au/about-us/international-engagements/australia-

canada-singapore-switzerland-united-kingdom-access-consortium)

Access Consortium (https://accessconsortium.info/)

Health Sciences Authority. Access Consortium. Singapore Government Agency

Website. (https://www.hsa.gov.sg/therapeutic-products/register/access-

consortium)

European Medicines Agency. Questions and Answers on the 'OPEN' Framework
- Opening our Procedures at EMA to Non-EU authorities. EMA Official Website,

2026. (https://www.ema.europa.eu/en/documents/other/questions-answers-

open-framework_en.pdf)

European Medicines Agency. Opening procedures at EMA to non-EU authorities

(OPEN) initiative. (https://www.ema.europa.eu/en/partners-

networks/international-activities/multilateral-coalitions-initiatives/opening-

procedures-ema-non-eu-authorities-open-initiative)

BEEASERENERE. 114 FEEMEHENAR -

RegMed 2026 Vol.189 11


https://www.tga.gov.au/about-us/international-engagements/australia-canada-singapore-switzerland-united-kingdom-access-consortium
https://www.tga.gov.au/about-us/international-engagements/australia-canada-singapore-switzerland-united-kingdom-access-consortium
https://accessconsortium.info/
https://www.hsa.gov.sg/therapeutic-products/international-collaboration/access
https://www.hsa.gov.sg/therapeutic-products/international-collaboration/access
https://www.ema.europa.eu/en/documents/other/questions-answers-open-framework_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-open-framework_en.pdf
https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-coalitions-initiatives/opening-procedures-ema-non-eu-authorities-open-initiative
https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-coalitions-initiatives/opening-procedures-ema-non-eu-authorities-open-initiative
https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-coalitions-initiatives/opening-procedures-ema-non-eu-authorities-open-initiative

