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Tuyén bd mién trir trach nhiém

* Tai liéu mat. Bai thuyét trinh nay khong duogc phép phé bién rong rai
bén ngoai muc dich d3 dinh ma khong c6 su chap thudn cia nguoi
thuyét trinh.

* C4c quan diém trong bai trinh bay 13 cla dién gia va khdng nhat thiét
phan dnh hodc khéng dwoc xem 13 quan diém cda Novartis.



NGi dung

e Co ché& tham chiéu tai chiu A va ASEAN
* Thuyc hanh tét Quan ly Bang ky thuéc — Thue hanh tot ndp hé so dang ky thudc

* Gid trj cta co ché tham chiéu — thoi gian va ngudn luc
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Co ché tham chiéu

S DPua ra quyét dinh dua trén viéc xem xét:
S Orgamization > Ké&t qua thdm dinh ciia mot co’ quan quan Iy quéc
gia hodc td chirc tin cdy khac

X 10 > Hodc ngudn thdng tin chinh théng dé dwa ra quyét
dinh

 Co quan thyc hién tham chi€u van dam bao tinh doc
|4p, trach nhiém vé cac quyét dinh dwa ra

Cé thé gidi han & mot quy trinh quan ly riéng biét hodc
Xuyén sudt toan bd vong de&i ciia mét san pham

WHO - Thuc hanh t8t tham chi€u trong trong viéc ra quyét dinh quan
ly lién quan dé&n céc sdn pham y t&: nguyén téc va cadn nhic chung (Phu
luc 10)



https://apps.who.int/iris/bitstream/handle/10665/340323/9789240020900-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/340323/9789240020900-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/340323/9789240020900-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/340323/9789240020900-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/340323/9789240020900-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/340323/9789240020900-eng.pdf

Dua trén: T6 chirc Y té Thé gidi (WHO), 2021. Thuc hanh tét vé
co ché tham chiéu gitta cdc co quan qudn ly trong quy dinh déi
V@i dwoc phdm: cdc nguyén tdc chung va yéu té can cén nhdc -
TRS 1033 (Phu luc 10)
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Nang cao s tin nhiém gitra cac co quan quan ly

Quyét dinh ddc 13p Tén dung két qua céng tic quan ly Co' ch& quan ly dya trén Pon phuong céng nhén hodc
duoc dua ra dya trén viéc do cdc co quan ¢6 tham quyén va déng tin cdy tin cdy & cdp khu vyre C6ng nhén 13n nhau
thdm djnh va/hodc thanh tra khdac thye hién dé gidm khéi lrgng cong viée, Mét nhém gdm nhiéu Cén ct¥ vao diéu véc hodc co
do chinh Co quan quan Iy thyc tuy nhién quyét dinh cudi cling vin mang tinh nuéc cung thye hién va ché trong ty, mang lai lgi ich
hién ddc 1ap va do chinh Cé quan quan Iy dua ra dua ra danh gid chung téi da




Chau A-Thai Binh Duong
Co ché tham chiéu

Cé quy trinh riéng biét danh cho co ché tham chiéu

e Australia (2019)

* Indonesia (2019)
e Malaysia (2019)

e Pakistan (2021)

e Philippines (2022)
e Singapore (2004)
e Sri Lanka (2025)

¢ Dai Loan (2011)

e Thai Lan (2017)

e Viét Nam (2025)
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Co ché tham chiéu & khu vyec ASEAN

Quéc gia Quy trinh Quy trinh ap dung co’ ché | Piéu kién ap dung co’ ché tham chiéu Co’ quan tham chiéu
thong thwdong | tham chiéu

Indonesia 300 ngay lam 120 nlv e 1coquan QLD tham chiéu USFDA, EMA, TGA, Health
viéc (nlv) *  Duogc phé duyét bdi co quan QLD Canada, UKMHRA, PMDA
tham chiéu trong vong <5 ndm
* Bao cdo tham dinh
e Tinh tuong déng

Malaysia 210 nlv Thdm dinh rat gon: 90 nlv. * 1 co quan QLD tham chiéu USFDA, EMA, Health Canada,
Tham dinh xac minh: 20 *  Duogc phé duyét bdi co quan QLD PMDA, Swissmedic, TGA,
nlv tham chiéu trong vong <3 ndm UK MHRA, WHO CRP-SRA

* Bao cdo thdm dinh & PreQ, ASEAN JA

e Tinh tuwong déng

Philippines 180 nlv Thadm dinh rat gon: 45 nlv. Tham dinh rat gon: 1 co quan QLD tham  USFDA, EMA, Health Canada,
Tham dinh xac minh: 30 chiéu TGA, FAMHP, ANSM,
nlv Tham dinh xac minh: 2 co quan QLD tham BfARM, PEI, AIFA, PMDA,
chiéu MEB, HSA, Swissmedic,
*  Duoc phé duyét bdi co quan QLD UKMHRA

tham chiéu trong vong <3 ndm
* Bao cdo tham dinh
e Tinh tuwong déng



Co ché tham chiéu & khu vyec ASEAN

Quéc gia

Singapore

Thai Lan

Quy trinh
tiéu chuan

Tham dinh rat
gon: 180 nlv

H6 so dang ky
mai: 220 nlv

Sinh pham:
160 nlv

Quy trinh ap dung co
ché tham chiéu

Tham dinh xac minh: 60 nlv

H6 so dang ky mdi

Tham dinh rat gon: 154 nlv
CRP tién thdm dinh (PQ) cla
WHO: 90 nlv

CRP cla co quan quan ly
duoc chat ché (SRA): 90 nlv

Sinh phdm

Tham dinh rat gon: 110 nlv
CRP tién thdm dinh (PQ) cla
WHO: 90 nlv

CRP cla co quan quan ly
duoc chat ché (SRA): 90 nlv

Diéu kién cho quy trinh dp dung co
ché& tham chiéu

e 2coquan QLD tham chiéu

*  Duoc phé duyét bdi co quan QLD
tham chiéu trong vong <3 nam

e Bao cdo thdm dinh

e Tinh tuwong déng

e 1coquan QLD tham chiéu

*  Duoc phé duyét bdi co quan QLD
tham chiéu trong vong <3 ndm

e Bao cdo thdm dinh

e Tinh tuwong déng

Co quan tham chiéu

USFDA, EMA, TGA, Health
Canada, UKMHRA,
Swissmedic

USFDA, EMA, Health Canada,
PMDA, Swissmedic, TGA,
UKMHRA, WHO CRP-SRA &
PreQ
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Chia sé cong viéc va hop
tac quoc té

Lién minh ACCESS Dy an Orbis ciia FDA
eAustralia Hoa K‘y

eSingapore -
eAustralia

eSingapore

Co ché tham dinh m& cGa EMA
cho phép sy tham gia cla cac co
quan quan ly ngoai EU (OPEN)

eAustralia,
*Nhat Ban
eHan Quéc



Lién minh ACCESS

* Lién minh Access gbm cdc co quan quan ly cé
chung dinh huéng cung phdi hgp dé thiac day B ccess

CONSORTIUM

hop tac quan ly chat ché va théng nhat cac yéu
cau quan ly.

e Lién minh duoc thanh 1ap vao nam 2007 vdi tén
goi ban dau la “ACSS”, gdbm céac co quan quan ly
qudc gia clia Australia, Canada, Singapore va
Thuy Si. Thang 10/2020, Anh gia nhap va lién
minh duoc doi tén thanh “Access”. Tir ngay
01/01/2021, Co quan quan ly thubc va cac san .
pham y t& clia Vuong quéc Anh (MHRA) bat dau .Welcome to the Access Consortium
tham gia vao céc sang kién chia sé cong viéc vai &
cac thanh vién trong lién minh.

Ngudn: https://accessconsortium.info/



Dw an Orbis
Project Orbis N

A framework for concurrent submission and review of oncology products

Content current as of:
11/06/2025

* Trung tdm Xuat sac vé Ung thw (OCE) clia FDA d3
kh&i d6ng Dy an Orbis vao thang 5/2019 nham
cung cap modt khudn khé cho phép nép hé so
doéng thai va thdm dinh song song cac sdn pham
diéu tri ung thuw clia cac déi tac quoc té.

Regulated Product(s)
Drugs
Oncology

* Muc tiéu cla sang ki€n nay la gilp nguoi bénh
ti€p can cac phuong phap diéu trj ung thu sém
hon thdng qua hop tac xem xét giita cac co quan

The FDA Oncology Center of Excellence (OCE) initiated Project Orbis in May 2019 to

q ué n |V C CI a n h i‘é u q u 6C gi a provide a framework for concurrent submission and review of oncology products among

international partners

Collaboration among international regulators may allow patients with cancer to receive
earlier access to products in other countries where there may be significant delays in
regulatory submissions, regardless of whether the product has received FDA approval
Pivotal clinical trials in oncology are commonly conducted internationally and these global
trials are increasingly important for investigating the safety and effectiveness of cancer
drugs for approval in the United States. Future drug development may benefit by
establishing a greater uniformity of new global standards of treatment, leading to the

optimal design of these important trials.
Ngudn: https://www.fda.gov/about-fda/oncology-center-excellence/project-orbis



Co ché thAm dinh OPEN
cua EMA

Céc co quan quan ly cé thé tién hanh danh gia
mot thudc song song cung véi EMA va van dam
bao déc lap vé mat khoa hoc va tha tuc, déng
thoi chia sé théng tin, chuyén mén va cach tiép
can trong qua trinh danh gia.

Khudn khd OPEN dya trén cac thoa thuan bao
mat dai han gitta EMA va cac co quan quan ly
duoc ngoai EU, nhirng co quan nay duoc goi la
doi tdc theo khung OPEN.

Australia, Nhat Ban va Han Quéc hién la cac déi
tac theo khung OPEN.

O
Health Santé & ) World Healtk
I*I Canada  Canada &%.7 Organization

O
—.=ANVISA

Ngudn: EMA. https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-coalitions-
initiatives/opening-procedures-ema-non-eu-authorities-open-framework

Puoc tao bang mapchert.net



Tham dinh chung ASEAN

 Quy trinh thdm dinh chung (Joint Assessment)
cla ASEAN: Mot quy trinh chinh thirc ma trong
do, mot ho so dang ky dwgc ndp déng thoi cho
tat ca cac quoc gia ASEAN dong y tham gia. Tat
ca cac Co quan quan ly qudc gia (NRA) sé cung
tham gia thdm dinh ho so, dua trén Bdo cdo
tham dinh (AR) cGa co quan dwoc tham chiéu va
cung xay dung mot Bdo cdo thdm dinh chung.
K&t thuc quy trinh, mdi co quan quan ly cla tirng
nuwdc sé dua ra quyét dinh cudi cung theo thoi
han quy dinh va quy trinh ra quyét dinh riéng,
dua trén Bdo cdo thdm dinh chung va cic can
nhac cé lién quan theo béi canh qudc gia (néu
co).

» Cac qudc gia thanh vién ASEAN: Brunei,
Campuchia, Indonesia, Lao, Malaysia, Myanmar,
Philippines, Singapore, Thai Lan, Viét Nam

Puoc tao bang mapchert.net |’f.
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Thda thuan thira nhan lan
nhau trong ASEAN ddi v
bao cdo nghién cltu sinh kha
dung/tuvong duong sinh hoc

 Thda thuan thira nhan 1an nhau trong ASEAN d&i
v@i bado cdo nghién clru sinh kha dung/tuong
duwong sinh hoc: Mét quy trinh chinh thitc nham
cdng nhan 1an nhau dé&i véi cdc Bao cdo nghién
ctru trong duong sinh hoc (BE) cla thubc
generic, do cac Trung tam BE da dugc cong nhan
trong ASEAN codng bd. Muc tiéu la tao diéu kién
thuan lgi cho lwu théng san pham thubc generic
trong khu vuc ASEAN.

» Cac qudc gia thanh vién ASEAN: Brunei,
Campuchia, Indonesia, Lao, Malaysia, Myanmar,
Philippines, Singapore, Thai Lan, Viét Nam



Thoa thuan thira nhan
lan nhau trong ASEAN vé
thanh tra thuc hanh tot
san xuat (GMP)

 Thda thuan thira nhan 1an nhau trong ASEAN vé
GMP: Quy trinh chinh thirc vé thanh tra thuc
hanh tot san xuat (GMP) ddi vdi cdc sdn pham
thu6c dwoc cac qudc gia thanh vién ASEAN ky
két vao nam 2009. Muc tiéu la tao diéu kién
thuan lgi cho lwu hanh thudc trong ASEAN thong
qua viéc cac nwdc cong nhan 1an nhau ddi véi
bao cdo va chirng nhan thanh tra GMP, tir dé
tranh viéc thanh tra chéng chéo.

 Cac quéc gia thanh vién ASEAN: Brunei,
Campuchia, Indonesia, Lao, Malaysia, Myanmar,
Philippines, Singapore, Thai Lan, Viét Nam
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Chongetal AAPSOpen  (2024)10:14 AAPS Open
hitpsiidoiorg/10.1186/541120-024-00102-2

Advancements in regulatory agility, regional 2
collaboration, and digital transformation:
insights from the Asia Partnership Conference
of Pharmaceutical Associations (APAC)

Sannie Siaw Foong Chong'™, Stephanie Hui Min Ong?, Siew Mei Long?, Masaaki Kanno®,

Usanee Hampramukkul®, Kum Cheun Wong¥, Asawari Sathaye’, Mamta Singh®, Manish Paliwal®, Huyen Do'®,
Helene Sou'" and Richard Simon R. Binos™

Abstract
Purpose The Asia Partnership Conference of Pharmaceutical Associations (APAC) examines recent developments
in regulatory practices across Asia, focusing on regulatory agility, regional collaboration, and digital transforma
tion. The paper identifies key improvements made by national regulatory authorities (NRAS) in adopting regulatory
agilities over a two-year span. It also suggests optimizing regional reliance pathways and recommends best prac
tices for e-submission, real-world 3 clinical trials (DCTs), and paperless
e-labelling.
Methods APAC surveyed all 14 member associations to track progress in regulatory agility implemented by our NRAs
from 2022 through April 2024. Additionally, APAC assessed the uptake of regional reliance pathways and the imple-
mentation levels of -submission, RWE, DCTs, and paperless e-labelling. Through the analysis of case studies and sur
vey results, the paper aims to identify key trends, challenges, and opportunities in the regulatory landscape.
Results Nine of twelve NRAs have advanced in regulatory agility, with Thai FDA leading with a 36% improvement
and ranking 7th in the number of best practices implemented. e-Labeling adoption rose by 50%,and there was a 17%
inrease in the use of muhtiple sites under one license, g practices, and acceptance of electronic Certifi

tes of Pharmaceutical Product (eCPP) and Good Manufacturing Practice (eGMP). Perceived issues with the ASEAN

int Assessment (JA) procedure include timeline constraints, limited flexibility in choosing participating NRAs,

and country-specific requirements. NRAs have achieved 100% adoption of e-submissions and 50% for paperless
e-labeling Additionally, 67% accept data from DCTs and RWE using good reliance practices. However, 42% still require
paper documents in e-submissions, and 50% continue to accept dossier format different from the International Coun-
il for Harmonisation Electronic Common Technical Document (ICH CTD).
Condlusions APAC supports adopting agility best practices to reduce country-specific requirements, optimizing
the ASEAN JA procedure. APAC also values strategic partnerships with NRAs, as demonstrated by the case studies
of Vietnam and India. The shift towards digital transformation is evident, with 50% adoption of paperless e-labeling
and 100% adoption of e-submissions, though not al processes are paperless with the use o ICH CTD dossier format.

Conepondence:
Sarvie Saw Foong Chong
Full 5t of ushr infrrmation s avilable at the end of the rice:

@ Springer Open L R bt and o o Thalmages or
s acnct o

por
Tothemataal

Ko, v hipiCothocommoraong e

Tham kh&o bai viét qua lién két: https://aapsopen.springeropen.com/articles/10.1186/s41120-024-00102-2

* Bdo cdo thi 2 chia APAC duoc cdng bd
truc tuyén ngay 17/12/2024 trén AAPS
Open

* Khdo sat duoc thuc hién véi 12 hiép
hdi thanh vién APAC tir thang 12/2021
dén thang 4/2024.
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0 SR LR o S5 lwgng hd so ap dung

0 i - co ché tham chiéu cho

: o dang ky thuéc mai (NDA),
: o chi dinh méi va thay déi,
% - b6 sung sau phé duyét

o Mo e o (PAC) ngay cang ting

Boyéucduvé CPP  Cochéthamchi€u B cacyéu cdukiém Tham chiéu ap dung
cho NDA dinh trung ldp cho chi dinh méi va
PAC

I S8 quéc gia ap dung thuc hanh linh hoat tinh dén thang 12/2021
B SG qudc gia 4p dung thue hanh linh hoat tinh dén thang 04/2024
% cai thién

w56 qudc gia khdng &p dung viéc loai bd Gidy chirng nhan san phdm dugc pham (CPP)
trong b6i cdnh thuc hanh co ché tham chiéu

Hinh 1a: Ty 1& 4p dung thuwc hanh co ché tham chiéu ting 17% d6i véi cac chi dinh mdi va PAC, va ting
8% doi vai NDA.

Ngudn: https://aapsopen.springeropen.com/articles/10.1186/s41120-024-00102-2
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Céc van dé duoc xac dinh trong Quy trinh JA hién tai ca ASEAN

Thach thirc va co hdi theo quy trinh danh gia chung cia ASEAN

a) Thach thire tir géc

[ Thiéu kha nang dy
doan

nhin cta doanh nghiép

Thiéu minh bach va kha
nang dy doan

Céc cau hdi cu thé cla tirng CQQAL quéc gia,

Thoi gian thdm dinh dai, khéng mang tinh canh tranh so véi
céc quy trinh tham chiéu tai quéc gia

Pham vi han ché, khéng cho phép
lwa chon CQQL tham gia trong ASEAN

s e e =
|
ey

Nhiéu yéu cau bé sung khéac nhau

Chua rd thuc trang trién khai Joint Assessment & tirng quéc gia

Céc yéu cau trung 13p (vi du: WHO CPP, chirng nhan GMP, kiém dinh, v.v.)

L[
e
I

I Viéc sir dung nén tang ndp hd so truc tuyén - 1%
1A .

Khéc, han ché vé ngudn lyc tai tirng quéc gia

™%

0% 10% 20% 30% 40% SO 6% 0% 80W 0% 100%

Phéan hoi clia Hiép hoi thanh vién APAC tir ASEAN

Hinh 3: Hon 80% cac hiép hoi thanh vién APAC cho ring cac yéu cau khéc biét theo tirng
qudc gia, khung th&i gian, pham vi han ché va thiéu linh hoat trong viéc lwa chon CQQL
tham gia thdm dinh chung (Joint Assessment) la nhirng thach thirc I&n nhat.

Quy trinh JA cia ASEAN

thién

{rng cai cach can thiét dé cai

Nh

APAC

Asia Partnership Conference
of Pharmaceutical Associations

b) Khuyén nghj tir phia doanh nghiép

O Tang kha nang dy

Tang tinh minh bach va kha

7 v 7
doan nang dy doan
Téng cuang phéi hop gilra cac nudc ASEAN c6 tham gia tham dinh chung | 100%
colle ba ma TR N 2 100%
Rat ngan thoi gian xir 1y |G 5%
Ap dung chinh thirc Quy trinh, huéng dan va khung thdi gian tham dinh chung | | IEEEEG—_——— 53%
clia ASEAN vao...
Cho phép doanh nghiép lva chon CQQL trong ASEAN dé ndp hi so/ding k/ | 83%
.
Mé& réng pham vi thdm dinh chung ASEAN sang cac thay déi, bé sung sau phé 8%
duyét.
Khéng yéu cau CPP 67%
Ch&p nhan nhiéu co s& san xuit DS va/hodc DP trong ciing mét... %
Ténlmu’c d6 hai hoa véi quy dinh cta ICH va WHO, vi du: dit liéu d6 6n d]nhl 0%
Cho phép nép M2-M5 qua JAIMS, con M1 nép tai tirng quéc gia cho 0%
Khac (b6 sung valro quan sat vién va hiéu biét chung gitra... I 3%
0% 10% 20% 30% 40% S0% 60% 70% B80% 90% 100%

Phan hai clia Hiép hdi thanh vién APAC tir ASEAN

Hinh 4: Hon 80% céc hiép hoi thanh vién APAC khuyé&n nghj ting cudng phéi hop, ban hanh danh sach cau
hoi thdng nhat, rat ngan khung thoi gian, trién khai nhat quan & cap quéc gia, mé rong cho PAC, dam bao
linh hoat trong Iwa chon NRA, loai bé CPP va cho phép nhiéu co s& san xuat trong cing mot gidy phép dé

cai thién quy trinh JA hién tai ca ASEAN

Ngudn: Dadm bao kha néng dy doan va tinh minh bach dé thic ddy co ché tham chiéu: Théng tin chuyén sau vé APAC; https://apac-
asia.com/images/achievements/pdf/14th/06_Presentation%20from%20Helene%20Sou(SAP1)%20and%20Huyen%20Do(PGVN).pdf
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Thuce hanh tét tham dinh (GRevP

Nham dam bao tinh kip thoi, kha
nang du dodn, tinh nhat quan
minh bach, rd rang, hiéu qua va
chét lwong cao trong ndi dung va
cong tac quan ly danh gia

Ngudn: https://apac-asia.com/groups/ra/task_a.html

Thuc hanh tét quan ly déng ky thuéc

Thue hanh tét
nép hé so dédng
ky (GSubP)

Nham nang cao chat lwong va hiéu

@ ud cia quy trinh ding ky san
pham y té& bang cach cai thién chat

lwong va cong tac quan ly ho so

19



Géc nhin tir kinh nghiém thuc tién:

Thuc hanh tét trong trién khai co ché tham chiéu

Thiét 1ap khung phéap Thiét 1ap quy trinh
%% 1y 3 rang va minh l‘- trao déi thdng tin rd Qo
bach rang

\ T6i wu hoa cac con Nang cao nang luc va
/'\ g ”'j g g E

cu tham chiéu cong tac tap huan

Dua trén: Théng Ié t6t nhat vé khd ndng dy doan va tinh minh bach dé thic ddy co ché tham chiéu; Siti Noor Haryani Ismail. https://apac-
asia.com/images/achievements/pdf/14th/07_Presentation%20from%20Siti%20Noor%20Haryani%20binti%20Ismail,%20NPRA.pdf

Ap dung co ché tham
chiéu dé don gian
hda quy trinh

Theo ddi va cai tién
lién tuc

20



St dung hiéu qua
Bdo cdo tham dinh clla CQQL Dwoc tham chiéu

CHAT LUONG NGHIEN CcU'U
(CMC) PHI LAM SANG

NGHIEN CU'U
LAM SANG

21



Nguyén tac
NOp ho so hiéu qua
Thyc hanh tét
No&p hoé so dang ky (GSubP)

CO SO KHOA HOC VUNG

Huéng dan danh cho co s& CHAC, DU LIEU DANG TIN TUAN THU QUY BINH HIEN
< v CAY VA GIAI TRINH VE LOI HANH
ne k : 5 -
dang ky I[CH-NGUY CO
. . DO TIN CAY, CHAT LUONG,
HO SO €O CAU TRUC RO TINH TOAN VEN VA KHA
_ RANGVA NANG TRUY XUAT NGUON
DAN CHIEU PHU HQP GOC CUA TAI LIEU VA DU
LIEU NGUON
TRAO DOI THONG TIN HIEU
APEC RHSC QUA VA KIP THOI

Ngudn: https://apac-asia.com/images/ra/pdf/GSubP%20Guideline%20for%20Appllicants.pdf 22



Quy trinh nép ho so dang ky thuéc méi theo co’ ché tham chiéu

. - Xac dinh du diéu kién
Giai doan |3p ké hoach & - Thu thap tai liéu

trudc khi ngp ho so - Tham van/Trao d6i trwdc khi ndp ho so

- Ndp hd so chinh thirc
AL 2 . - Sang loc & xac minh

NOp ho so’ & tham dinh _Tham dinh rat gon

- HOi & dap va gidi trinh

- Quyét dinh déc lap
Quyét dinh & sau phé duyét - Phé duyét/Khdng phé duyét
- Gidm sat hau mai




Giai doan lap ké hoach & truwdc khi ndp ho so

Xac dinh dd diéu kién
* Phdi hop véi van phong nép ho so toan cau vé san pham va loai hinh ndp hé so
 Kiém tra san pham c6 dap &ng cac yéu cau dugc dp dung co ché tham chiéu cda CQQL hay khdng (vi
du: loai sdn pham, loai hinh tham chiéu, lwa chon co quan quan ly tham chiéu, san phdm d3 duoc
co quan tham chiéu phé duyét trong vong X nam)

Chuan bj tai liéu can thiét dé ndp hoé so theo co ché tham chiéu*

Bdo cdo thdm dinh cta co quan quan ly duoc chat ché (SRA)/co quan QLD dwoc tham chiéu
Tuyén b vé tinh tuong déng cla sdn pham

Checklist ho so theo yéu ciu clia CQQL

Chuan bj bé hé so theo thao luén tai budi lam viéc trudce khi nép hé so (néu cd) dwa trén co ché phu
hop

 Budi lam viéc truwdc khi ndp ho so
* Né&u can, tham van véi CQQL dé hiéu rd vé san pham dé xuat va tim co ché ndp hé so phu hop
 Chuén bj tot tai liéu hop

* Ngoai hd so va tai liéu thdng thudng 24



On

Gid tri cia co ché tham chiéu va nhitng n
lwec cla cac co quan quan ly

ICMRA provides a global architecture to support enhanced communication, information sharing, crisis response and a

* Tang cudng nang lyc quan ly nham cai thién hé
th6ng Yy té trong nwdc va QU6C té , ta ng cuo ng sv 10th Anniversary COVID-19  AboutUs + Meetings + Strategic Initiatives + Relationships ~ News
san cé cla thudc, tiét kiem ngudn lyc tai chinh va
str dung nguén nhan lyc moét cach co chién luoc.

Home > Reliance > Statement from Global Medicines Regulators on the Value of Regulatory Reliance

~ . N n A Statement from Global Medicines Regulators on the
* Co ché tham chiéu duoc xay dung trén su tin cay g

gitra cac co quan quan ly, cé thé mang tinh don Value of Regulatory Reliance
phuong hoac song phuong. Background

The globalization of rapidly evolving health technologies requires joint efforts by National Regulatory

° CéC quy tr\lnh qUén W/ Cé thé’ d-u,dc t6| u,u héa Vé :igicc)ir::: (NRAs), to ensure that patients around the world have early access to safe and high-quality
giam thiéu sy trung l1ap nho co ché tham chiéu.

One important approach for international acjion is regulatory reliance, which is a mechanism to
strengthen regulatory capacity, to improve héalth systems nationally and internationally, to increase

* Tén dung Chuyén mén khoa hOC gll:lp dua ra qUYé,t the availability of medicines, to save financial resources and to use human resources more
dinh hiéu qua va chac chan hon, déng thoi ndng cao ="

x ? 2 . The World Health Organization (WHO) also supports regulatory reliancel[i][iil. and defines it as “the act
nang lwc cua co quan quan ly. 5 oy

whereby a NRA in one jurisdiction may take into account and give significant weight to assessments
performed by another authority or trusted institution, or to any other authoritative information in

o G | L] p CO' q uan q Ué n |y’ p h é n b6 ngu\én | UC h|é u q Ué reaching its own decision. The relying authority remains independent, responsible and accountable
Vé Cé | th |é n khé né ng tlé’p Cé n th U6C. regarding the decisions taken, even when it relies on the decisions and information of others"[iii].

Ngudn: https://icmra.info/drupal/strategicinitatives/reliance/statement Reliance is built on trust between regulators and can be unilateral or mutual. Within this context,

L L g g O L Ve o R e g g )
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0 EUROPEAN MEDICINES AGENCY a CO’ C h é' t h dm C h i é’u d6i Vé’i t h ay
Medicines v Human regulatory v Veterinary regulatory v Committees ¥ News & events v  Partners & networks v About us v d'a i’ ba S u ng Sa u p h é d uyét ( PAC)

Home > Partners & networks > International activities > Multilateral coalitions and initiatives
> Reliance for post-authorisation changes: pilots for the pharmaceutical industry

Reliance for post-authorisation changes: pilots for the ) x A
oharmaceutical industry * EMA va WHO dang ho trg mot chuong

\ s ~ 7 V4 n
The European Medicines Agency (EMA) collaborates with national authorities from countries outside of the European Union (EU), with the World Health trl n h th I d i e m C h O p h e p Ca C CO n g ty

Organization (WHO) and with the pharmaceutical industry to test a global model for handling major post-authorisation changes. This happens via pilot
programmes that enable national authorities to use EMA's assessments to inform their own decision-making processes. This approach is based on the principle

of reliance. It can help authorities streamline processes, make better use of resources and facilitate patient access to quality-assured medicines. d ulo’c n é p Ca’ C t h ay d6 i ) b 6 S u n g S a u k h i
(Corporate) ((Medicines for use outside the EU) n s N ~ n

° cap phép Iwu hanh da dugc EMA phé
EMA and WHO are supporting a pilot programme that enables pharmaceutical companies to submit EMA-approved d u yét to,’i n h ié u Cd q u a n q u é n Iy, q u 6C gi a

Page contents post-authorisation changes (i.e. variations) to multiple non-EU national authorities.

\ e
Pilot objectives These pilots allow national authorities to use EMA's assessments to reach their own regulatory decisions. This happens n goa I E U .
almost simultaneously with the related post-authorisation changes. It is called a concurrent review.

How to apply for pilots
National authorities keep full scientific and regulatory independence in their decision-making.

Pilot steps Pharmaceutical companies take the initiative to start a pilot. i M 6 h‘l n h th |, dié m n éy C h O p h é p CO’ q U a n

Pilot metrics As of February 2025, there are 10 ongoing pilots involving up to 100 national authorities. They mostly cover major rd 7 n . ? V4 LI 4 ?
quality-related post-authorisation changes that can impact the supply of medicinal products. q u a n y q u O C g I a S u u n g a n g I a C u a
.

For more information, see:

No——— EMA dé dua ra quyét dinh mot cach doc
" st st |lap. Diéu nay dién ra gan nhu dong thoi
v&i thoi diém EMA phé duyét cac thay

~ e n V4 N V4 \
dbi sau cap phép lién quan. Cach lam
Ngudn: https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-coalitions- \ . \ ~ . A N .
initiatives/reliance-applied-post-autorisation-changes-pilots-pharmaceutical-industry n ay du}dc gol | a th a m dl n h do n g th dl

EMA role

External links
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Abstract

Post-approval changes (PACs) to marketed products are routinely introduced to continuously enhance the product lifecycle
management. However, bringing a chemistry, manufacturing and control (CMC) change through the global health authori-
ties can be a complex and lengthy process taking up to several years, therefore negatively impacting supply continuity. In
order to accelerate the review and approval of regulatory submissions and ensure continuous supply to patients, the World
Health Organization (WHO) is strongly supporting the implementation of reliance among National Regulatory Authorities
(NRAs). While some promising developments have been made with the use of reliance pathways for initial marketing
authorizations, reliance is still not widely used for PACs. With the support of the European Medicines Agency (EMA)
and WHO, Roche launched a reliance pilot based on EMA approval to file a supply critical variation for a monoclonal
antibody. The variation constitutes major changes to the approved manufacturing process. Sameness of the product is
ensured by submitting to all participants the same variation package as in the EU. The objectives of the pilot are to ensure
continuous supply of this critical medicine by targeting global approval in 6.5 months, to promote regulatory convergence
by waiving country specific requirements, and enhance greater transparency by sharing EMA Committee for Medicinal
Products for Human Use (CHMP) final assessment report and Q&As to participating NRAs. Globally 48 NRAs have
agreed to join the pilot. This article outlines the process of establishing the pilot project, including a planning phase and
an engagement phase with the EMA, WHO and the participating NRAs.

Ngudn:

https://pubmed.ncbi.nlm.nih.gov/39048766/

PD-JPST250028 295..302
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ABSTRACT: Post-approval changes (PACs) are integral to pharmaceutical product life cycle management, ensuring that
the product remains safe, effective, and compliant with evolving standards. However, managing these changes across
multiple regulatory jurisdictions remains a challenging endeavor due to diverse regulatory requirements and timelines
across national regulatory authorities (NRAs). This results delays in obtaining approval from NRAs, impacting
global supply chains and ultimately jeopardizing timely access to essential medical products by patients. In 2021, the
World Health Organization issued the Good Reliance Practices (GRelP) guidance to encourage streamlined PAC
review and approval process while maintaining access to quality-assured, safe, and effective medicinal products. NRAs
are encouraged to rely on the assessment completed by a reference authority that agrees to provide the outcomes of its
regulatory expertise. The ultimate objective of this guidddre is to accelerate the overall process for PACs. ultimately

fostering more equitable and timely access to medical products by the populations who need them. This approach was
tested in a chemistry, manufacturing, and control PAC pilot to determine the feasibility of using the principles of regu-
ing a predictable,
bed in Gastineau

latory reliance based on the recommendations outlined in the GRelP with the goal of estab!

6-month approval timeframe across multiple NRAs. The design and management of this pilot is de:
et al. This paper describes the outcomes of the pilot, which demonstrated that regulatory reliance is feasible. Of the 21
NRAs thai

agreed to participate, 55% were able to complete the review within 6 months; within 10 months, 95% of
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Abstract
According to data gathered from across EU trade the Med Apgency (EMA)
is one of the most ly selected y authority (RRA) for reliance procedures due its transparency,

detailed decision-making reflected on its public assessment reports and easy access to information related to the assess-
ment of medicines. This review discusses the implementation of unilateral reliance pathways for marketing authorization
applications (MAAs) based on EMA The EMA d a focus group dedicated to reliance in 2022, with
the primary aim of understanding the oppormmities and hurdles encountered by European industry when using the EMA as
RRA in global regulatory filings. A survey conducted among industry stakeholders revealed significant benefits of reliance
pathways, including reduced approval timelines and decreased inquiries from relying authonties. However, the survey also
highlighted persistent hurdles that hinder the benefits of unilateral reliance pathway, such as vanisbility in documentation

and a lack of i y across the documents requested by each national regulatory authonty (NRA) when
relying on EMA assessment. The findings highlight the need for between reg ¥ ities and industry
to reliance and data i to make i reliance i i y improving global

access to safe, effective, and quality-assured medical products.
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Bang 1. Loi ich cla viéc dp dung co ché& tham chiéu

% phan hoi

S8 lugng phan

tich cuc hoi
RUt ngén thoi gian phé duyét 95% 40
Giam s8 luwgng cau hoi tir co quan thyc hiéntham  86% 36
chiéu
Théng nhat théng tin san pham (PI) 67% 28
Thoi gian thdm dinh/phé duyét cé thé dy doan 64% 27
Giam bét cac yéu cau theo tirng qudc gia va/hodc  48% 20
dam bao hai hoa véi quy dinh cta SRA.
Nang cao nang lyc (thdm dinh va/hodc ngudn luc)  41% 17
cho céc co quan quan ly
Gidm yéu ciu vé nguodn luc cho doanh nghiép 41% 17
Khac 2% 1
Bang 2. Cac rao can khi dp dung co ché tham chiéu
% phan hdi tich cwc S8 lwgng phan hoi
66% 27
Céc yéu cau hanh chinh/gidy to bé sung, bao gdm mau
M1 va cac gidy to trong nudc khac
B&o cdo thdm dinh day dd (ban khdng céng khai) 54% 22
Khéng c6 hudng din tham chidu rd rang hodc co ché  51% 21
tham ché chua dugc thuc hién
Gidi thich r& rang vé su twong déng clia sdn pham 44% 18
Khéng cé khung quy dinh quan ly tao thuén Igi cho 41% 17
viéc 4p dung co ché tham chiéu
Khéng c6 thda thuan bao mat hoic Bién ban ghinhe  34% 14
gilta co quan dugc tham chiéu va co quan thuc hién
tham chiéu
Chua hiéu rd dinh nghia vé co ché tham chiéu hoic 24% 10
khong c6 s rdt ngan vé thai gian
C6 it co quan dugc tham chiéu hodc pham vi dp dung  17% 7
han ché
Cham tré trong viéc ndp ho so 15% 6
Kho khan lién quan dén viéc chap nhan eCPP 7% 3
Khéng muc nao & trén hodc ly do khac 2%



https://link.springer.com/content/pdf/10.1007/s43441-025-00824-9.pdf?nstoken=7SOY%2FFbMog3%2FTQb%2FKItK4%2FIOd8jf7hd5HlW8itDchbgHkThOMV%2F%2Bf9OfldJ1%2F3qCg0y219D9eb5a%2BeM%2BIBHhw%2FmQb4wbtSy5dZEcafLXHBgbiMf%2Ff7z7BBjmZUkKYxLmVqOlhR9XyF8MAWarpWYFECxcR9dYFrCxUjgP822l5ZkXqYI4M8IKjcA525hpQ9TW1Ah%2F1z1Ld1H0tx4%2FhRBqPaesALdswnYgMBxH5l1dDWGnUjfYgh0czPea4lrgmWkmSKuiXx5SMyl%2F73rB3Jq%2BarD2yKBff7ewXMCnjLMBMXf%2BD6uvqb9aKeJwJ1J3q87UoWjm28UchxSpftPfz%2BgIbzpHuMM%2F99aT9w4NNbayljtmXOPyuDKAXSm4l%2BeDKKyOlKGdHZ9CUFGlE2Wl7vwqC1BviNaUx9v4xEvuMccQ3No8bm7AlYSwjd00NoP7NIortKanLYglHUWBur3rPVjuKhNSLmztZBZj5EkP6swBisqmuLwpj9lO4ZIrh8Kzgx7tqoUpbETW2gqCBqQ3hfa5J4w3g%2BQDrz93NxYupUK6TjIyYaJtJb894aO5jPG842m%2FS%2BnpZ6o%2BmTyAfYZPWTyr1ac56ldl&nscheck=3g%2BpAowtjSuiwIPsY%2FbtdA%3D%3D
https://link.springer.com/content/pdf/10.1007/s43441-025-00824-9.pdf?nstoken=7SOY%2FFbMog3%2FTQb%2FKItK4%2FIOd8jf7hd5HlW8itDchbgHkThOMV%2F%2Bf9OfldJ1%2F3qCg0y219D9eb5a%2BeM%2BIBHhw%2FmQb4wbtSy5dZEcafLXHBgbiMf%2Ff7z7BBjmZUkKYxLmVqOlhR9XyF8MAWarpWYFECxcR9dYFrCxUjgP822l5ZkXqYI4M8IKjcA525hpQ9TW1Ah%2F1z1Ld1H0tx4%2FhRBqPaesALdswnYgMBxH5l1dDWGnUjfYgh0czPea4lrgmWkmSKuiXx5SMyl%2F73rB3Jq%2BarD2yKBff7ewXMCnjLMBMXf%2BD6uvqb9aKeJwJ1J3q87UoWjm28UchxSpftPfz%2BgIbzpHuMM%2F99aT9w4NNbayljtmXOPyuDKAXSm4l%2BeDKKyOlKGdHZ9CUFGlE2Wl7vwqC1BviNaUx9v4xEvuMccQ3No8bm7AlYSwjd00NoP7NIortKanLYglHUWBur3rPVjuKhNSLmztZBZj5EkP6swBisqmuLwpj9lO4ZIrh8Kzgx7tqoUpbETW2gqCBqQ3hfa5J4w3g%2BQDrz93NxYupUK6TjIyYaJtJb894aO5jPG842m%2FS%2BnpZ6o%2BmTyAfYZPWTyr1ac56ldl&nscheck=3g%2BpAowtjSuiwIPsY%2FbtdA%3D%3D
https://link.springer.com/content/pdf/10.1007/s43441-025-00824-9.pdf?nstoken=7SOY%2FFbMog3%2FTQb%2FKItK4%2FIOd8jf7hd5HlW8itDchbgHkThOMV%2F%2Bf9OfldJ1%2F3qCg0y219D9eb5a%2BeM%2BIBHhw%2FmQb4wbtSy5dZEcafLXHBgbiMf%2Ff7z7BBjmZUkKYxLmVqOlhR9XyF8MAWarpWYFECxcR9dYFrCxUjgP822l5ZkXqYI4M8IKjcA525hpQ9TW1Ah%2F1z1Ld1H0tx4%2FhRBqPaesALdswnYgMBxH5l1dDWGnUjfYgh0czPea4lrgmWkmSKuiXx5SMyl%2F73rB3Jq%2BarD2yKBff7ewXMCnjLMBMXf%2BD6uvqb9aKeJwJ1J3q87UoWjm28UchxSpftPfz%2BgIbzpHuMM%2F99aT9w4NNbayljtmXOPyuDKAXSm4l%2BeDKKyOlKGdHZ9CUFGlE2Wl7vwqC1BviNaUx9v4xEvuMccQ3No8bm7AlYSwjd00NoP7NIortKanLYglHUWBur3rPVjuKhNSLmztZBZj5EkP6swBisqmuLwpj9lO4ZIrh8Kzgx7tqoUpbETW2gqCBqQ3hfa5J4w3g%2BQDrz93NxYupUK6TjIyYaJtJb894aO5jPG842m%2FS%2BnpZ6o%2BmTyAfYZPWTyr1ac56ldl&nscheck=3g%2BpAowtjSuiwIPsY%2FbtdA%3D%3D
https://link.springer.com/content/pdf/10.1007/s43441-025-00824-9.pdf?nstoken=7SOY%2FFbMog3%2FTQb%2FKItK4%2FIOd8jf7hd5HlW8itDchbgHkThOMV%2F%2Bf9OfldJ1%2F3qCg0y219D9eb5a%2BeM%2BIBHhw%2FmQb4wbtSy5dZEcafLXHBgbiMf%2Ff7z7BBjmZUkKYxLmVqOlhR9XyF8MAWarpWYFECxcR9dYFrCxUjgP822l5ZkXqYI4M8IKjcA525hpQ9TW1Ah%2F1z1Ld1H0tx4%2FhRBqPaesALdswnYgMBxH5l1dDWGnUjfYgh0czPea4lrgmWkmSKuiXx5SMyl%2F73rB3Jq%2BarD2yKBff7ewXMCnjLMBMXf%2BD6uvqb9aKeJwJ1J3q87UoWjm28UchxSpftPfz%2BgIbzpHuMM%2F99aT9w4NNbayljtmXOPyuDKAXSm4l%2BeDKKyOlKGdHZ9CUFGlE2Wl7vwqC1BviNaUx9v4xEvuMccQ3No8bm7AlYSwjd00NoP7NIortKanLYglHUWBur3rPVjuKhNSLmztZBZj5EkP6swBisqmuLwpj9lO4ZIrh8Kzgx7tqoUpbETW2gqCBqQ3hfa5J4w3g%2BQDrz93NxYupUK6TjIyYaJtJb894aO5jPG842m%2FS%2BnpZ6o%2BmTyAfYZPWTyr1ac56ldl&nscheck=3g%2BpAowtjSuiwIPsY%2FbtdA%3D%3D
https://link.springer.com/content/pdf/10.1007/s43441-025-00824-9.pdf?nstoken=7SOY%2FFbMog3%2FTQb%2FKItK4%2FIOd8jf7hd5HlW8itDchbgHkThOMV%2F%2Bf9OfldJ1%2F3qCg0y219D9eb5a%2BeM%2BIBHhw%2FmQb4wbtSy5dZEcafLXHBgbiMf%2Ff7z7BBjmZUkKYxLmVqOlhR9XyF8MAWarpWYFECxcR9dYFrCxUjgP822l5ZkXqYI4M8IKjcA525hpQ9TW1Ah%2F1z1Ld1H0tx4%2FhRBqPaesALdswnYgMBxH5l1dDWGnUjfYgh0czPea4lrgmWkmSKuiXx5SMyl%2F73rB3Jq%2BarD2yKBff7ewXMCnjLMBMXf%2BD6uvqb9aKeJwJ1J3q87UoWjm28UchxSpftPfz%2BgIbzpHuMM%2F99aT9w4NNbayljtmXOPyuDKAXSm4l%2BeDKKyOlKGdHZ9CUFGlE2Wl7vwqC1BviNaUx9v4xEvuMccQ3No8bm7AlYSwjd00NoP7NIortKanLYglHUWBur3rPVjuKhNSLmztZBZj5EkP6swBisqmuLwpj9lO4ZIrh8Kzgx7tqoUpbETW2gqCBqQ3hfa5J4w3g%2BQDrz93NxYupUK6TjIyYaJtJb894aO5jPG842m%2FS%2BnpZ6o%2BmTyAfYZPWTyr1ac56ldl&nscheck=3g%2BpAowtjSuiwIPsY%2FbtdA%3D%3D
https://link.springer.com/content/pdf/10.1007/s43441-025-00824-9.pdf?nstoken=7SOY%2FFbMog3%2FTQb%2FKItK4%2FIOd8jf7hd5HlW8itDchbgHkThOMV%2F%2Bf9OfldJ1%2F3qCg0y219D9eb5a%2BeM%2BIBHhw%2FmQb4wbtSy5dZEcafLXHBgbiMf%2Ff7z7BBjmZUkKYxLmVqOlhR9XyF8MAWarpWYFECxcR9dYFrCxUjgP822l5ZkXqYI4M8IKjcA525hpQ9TW1Ah%2F1z1Ld1H0tx4%2FhRBqPaesALdswnYgMBxH5l1dDWGnUjfYgh0czPea4lrgmWkmSKuiXx5SMyl%2F73rB3Jq%2BarD2yKBff7ewXMCnjLMBMXf%2BD6uvqb9aKeJwJ1J3q87UoWjm28UchxSpftPfz%2BgIbzpHuMM%2F99aT9w4NNbayljtmXOPyuDKAXSm4l%2BeDKKyOlKGdHZ9CUFGlE2Wl7vwqC1BviNaUx9v4xEvuMccQ3No8bm7AlYSwjd00NoP7NIortKanLYglHUWBur3rPVjuKhNSLmztZBZj5EkP6swBisqmuLwpj9lO4ZIrh8Kzgx7tqoUpbETW2gqCBqQ3hfa5J4w3g%2BQDrz93NxYupUK6TjIyYaJtJb894aO5jPG842m%2FS%2BnpZ6o%2BmTyAfYZPWTyr1ac56ldl&nscheck=3g%2BpAowtjSuiwIPsY%2FbtdA%3D%3D
https://link.springer.com/content/pdf/10.1007/s43441-025-00824-9.pdf?nstoken=7SOY%2FFbMog3%2FTQb%2FKItK4%2FIOd8jf7hd5HlW8itDchbgHkThOMV%2F%2Bf9OfldJ1%2F3qCg0y219D9eb5a%2BeM%2BIBHhw%2FmQb4wbtSy5dZEcafLXHBgbiMf%2Ff7z7BBjmZUkKYxLmVqOlhR9XyF8MAWarpWYFECxcR9dYFrCxUjgP822l5ZkXqYI4M8IKjcA525hpQ9TW1Ah%2F1z1Ld1H0tx4%2FhRBqPaesALdswnYgMBxH5l1dDWGnUjfYgh0czPea4lrgmWkmSKuiXx5SMyl%2F73rB3Jq%2BarD2yKBff7ewXMCnjLMBMXf%2BD6uvqb9aKeJwJ1J3q87UoWjm28UchxSpftPfz%2BgIbzpHuMM%2F99aT9w4NNbayljtmXOPyuDKAXSm4l%2BeDKKyOlKGdHZ9CUFGlE2Wl7vwqC1BviNaUx9v4xEvuMccQ3No8bm7AlYSwjd00NoP7NIortKanLYglHUWBur3rPVjuKhNSLmztZBZj5EkP6swBisqmuLwpj9lO4ZIrh8Kzgx7tqoUpbETW2gqCBqQ3hfa5J4w3g%2BQDrz93NxYupUK6TjIyYaJtJb894aO5jPG842m%2FS%2BnpZ6o%2BmTyAfYZPWTyr1ac56ldl&nscheck=3g%2BpAowtjSuiwIPsY%2FbtdA%3D%3D

Therapeutic innovation & Regulatory Sclence (2025) 58:1032-1041
httpsJ//doLorg/10.1007/543441-025-00824-9

REVIEW
®
T

Reliance into Action

Und. ding EMA Doc to Str line Reliance for Marketing Authorization
Applications

Isabelle Col Poulard’ - S Ausborn? - Martin Harvey Allchurch?® - Victoria Palmi® - Alberto Ganan® -
Angelika Joos* - Andrew Deavin® - Corentin Beauchesne® - Priti Shah” - Jyothsna Krishnan® - Chaima Askri®

Recelved: 30 January 2025 / Accepted- 17 June 2025 / Publishad online: 28 June 2025
©The Authoris) 2025

Abstract

According to data gathered from across EU phammaceutical trade associations, the European Medicines Agency (EMA)
is one of the most frequently selected reference regulatory authority (RRA) for reliance procedures due its transparency,
detailed decision-making reflected on its public assessment reports and easy access to information related to the assess-
ment of medicines. This review discusses the implementation of unilateral reliance pathways for marketing suthorization

applications (MAAs) based on EMA The EMA d a focus group dedicated to reliance in 2022, with
the primary aim of ing the opp i and hurdles enc d by D industry when using the EMA as
RRA in global regulatory filings. A survey conducted among industry stakeholders revealed siznificant benefits of reliance
pathways, including reduced approval timelines and decreased i from relying ies. However, the survey also

highlighted persistent hurdles that hinder the benefits of unilateral reliance pathway. such as varisbility in documentation
requirements and a lack of consistency across the documents requested by each national regulatory authonty (NRA) when
relying on EMA The findings highlight the need for collab between reg y authorities and industry

to soreamline reliance processes and data requi to make infi d reliance decisions ultimately improving global
access to safe, effective, and quality-assured medical products.
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Isabells Colmazne Poulard Jyothsna Krishnan
1sabelle colmagne-poulard@merckgroup com Jjyothsna knshnan@efpia eu
Susanne Ausborm Chaima Askri
susanne ausbomdiroche. com chaima askri@sartorius. com
Mastin Hanﬁ“ﬁmm - ' Merck, 1 route de Crassier, Eysins 1262, Switzerland
Victoria Pab *  Roche. Grenzacher Strasse 124, Basel 4070, Switzerland
wvictoria palmiema europa eu ' European Medicmes Agency (EMA). Domenico
AT G i 6. 1083 HS, The Ni
alberto. ganangiema europa.eu 4 MSD, Boulevard du Souverain 25, Brussels 1170, Belgium
Angelika Joos *  GSK 20 Averme Fleming, Wavre 1300, Belgium
angeiika joos@msd.com ¢ Alevion Av. Diazomal. 615, Les Corts, Barcelom
Andrew Deavin 08028, Spain
andrewx deavin@gsk com ?  Astra Zensca, City House, Hills Rd, Cambridge UK
Corentin Beauchesne s - . .

PR European Federation of Pharmaceutical Industries and
corentin beauchesne@alexion.com Associations (EFPLA), Neo Building, Rue Montoyer 51, bos
Priti Shah 3. Bruxelles 1000, Belgum
priti shah@astrazeneca.com *  Sarorius, Am Flughafen 16, 79108 Freiburg, Gemmany

£ Springer

Ngudn: $43441-025-00824-9.pdf

Tinh linh hoat va kha nang diéu chinh |3 yéu t6
then chét khi trién khai d4p dung co ché tham
chiéu.

Mé& rong pham vi tham chiéu sang : thay d6i, b6
sung sau phé duyét, gidam sat thi nghiém lam
sang, thanh tra quan ly, xuat xuéng/nhap khau
16 va kiém nghiém.

DAy nhanh thai gian phé duyét [a mét trong
nhirng yéu t6 quan trong cla co ché tham chiéu,
nhung can chu trong cac khia canh khac bao
gdm: thuc day sy thdng nhat vé yéu ciu, nang
cao nang lyc va tang cuong hop tac gilra cac co
quan quan ly, hudng tdi cai thién kha nang tiép
cin cic sdn phadm y té chat lwong va gidam nguy
co thi€u hut ngudn cung khi trién khai cac thay
déi, bd sung sau phé duyét.
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Australia - CoR A va B: Quy trinh dap dung co ché
tham chiéu

Bdo cdo nghién ciru & phat trién 91 cla CIRS ghi nhan hai
co ché& tham dinh tham chiéu rat gon tlr TGA Australia;
CoR A va CoR B mang lai th&i gian thdm dinh nhanh hon
so v&i tham dinh thdng thudng

Khung thoi gian thdm dinh tham chiéu (hinh thic rat
gon) cling dé du doadn hon so véi co ché tham dinh thong
thuwong

Phan tich cho thay hinh thiéc tham chiéu cé thé day
nhanh qud trinh thdm dinh, tlir 6 dam bao quy trinh hiéu
qua hon va tang kha nang cung cap thudc kip thoi.
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Trung vi mmmm Phan vi tht 25 va 75 (n) = s6 lugng NAS
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- COR-A rit gon (3) COR-B riit gon (9) Théng thuong* (79)

Thoi gian phé duyét duoc tinh tir ngay ndp don dén ngady duoc co quan qudn ly phé duyét. Thoi gian ndy bao gém thoi gian & co
quan quadn ly va céng ty. Péi vdi COR A khéng cé phuwong sai ndo (Phén vi 25-75) vi ¢é <5 hoat chédt mdi (NAS)

*Tiéu chudn = phé duyét thuéc khéng theo COR-A hodc COR-B
Nguén: Bo cdo 88 cla CIRS 6; dit liéu thu dwoc tir dit liéu cdng bé cdng khai

https://cirsci.org/wp-content/uploads/dim_uploads/2024/02/Approaches-to-Implementing-Regulatory-Reliance-Considerations-for-Agencies-v2.0-1.pdf 31
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Dw an Giai quyét ho so ton dong

Chién lwgc giai quyét ton dong hd so san pham y té ciia Co’ quan
Quan ly San pham Y té Nam Phi (SAHPRA)

M6t trong nhirng wu tién then chét ciia Co' quan Quan ly San pham Y té
Nam Phi (SAHPRA), ké tw khi dwoc thanh 1ap vao thang 2 nam 2018, la
giai quyét tinh trang tén dong hd so san pham y t&. SAHPRA da xay duwng
mot chién lvoc chi tiét nhdm xt ly lwgng hd so “ton dong ké thira”, dwoc
dinh nghia la tat ca cac ho so da ndp (bao gom hé so dang ky méi, ho so
thay d6i, h6 so triing Iap, hé so' sao chép, nhiéu ham Iugng va cac dang
bao ché khac nhau) nhwng chwa dwoc nhan quyét dinh cudi cung.

* Dy én Giai quyét ho so ton dong cta Co quan quan ly san pham y té€ Nam Phi (SAHPRA) duoc
kh&i dong vao nam 2018 va chinh thirc van hanh tlr thang 8/2019

« Khéilugng ton dong rat Ién, vao khoang 16.000 ho so. Dy kién mat 8 nam dé x& ly néu khong
co ho so mdi

* Thiét ké lai quy trinh quan ly: Ap dung tham dinh tham chiéu (Tham chiéu theo hinh thic rat
gon su dung Bao cao tham dinh cua CQQL Dugc tham chiéu) dwa trén danh gia ruiro

* Du an hoan thanh vao thang 12/2022, xt ly toan bd ho so tén dong.

Ngudn: https://www.sahpra.org.za/backlog/
Ngubdn: MEDIA-RELEASE-Backlog-Clearance-02-December-2022.pdf
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Danh gid tac dong cla co ché tham chiéu d6i véi hiéu suat quan ly cha Co quan quan
ly san pham y té Nam Phi: Tac dong do6i vdi cac co quan quan ly chau Phi
* Phuong phap: Nghién clru danh gid két qua tham dinh theo hinh thirc rit gon & frontiers | Foniersn Medine

da dugc xem xét ddi vdi cac hé so dang ky thuéce chira duwoc chat maéi (NCE) va

thudc generic tai Co quan quan ly sdn phdm y té€ Nam Phi (SAHPRA) d&i v&i ho
so CMC va 1am sang/tuong duwong sinh hoc (BE), cling nhu tng thoi gian cap

phép Iru hanh thudc NCE. B ?hénh gLa'_ jécdq,éng_c;_g co c[)té
oy 3 aa s 2 g " , o e a am chiéu doi vdi hiéu sua
* Két qua: Thoi gian tham dinh hé so CMC cua thubc hda duwoc méi oi SAHPRA . quan Iy ctia Co quan quan Iy san

la 91 ngay (thdm dinh theo hinh thirc rit gon) so véi 179 ngay (thdm dinh — oham y t& Nam Phi: Tac dong doi
thong thuong), thoi gian phan hoi clia co s& dang ky la 34 ngay so vdi 105 ... VGicac co quan quan Iy chau Phi
ngay. Nhu vay, tong thoi gian tham dinh CMC theo quy trinh rit gon giam hon o g Stz ,

2 [an véi quy trinh thdng thuwdng (125 ngay so véi 284 ngay). Thoi gian tham
dinh hd so |dm sang theo hinh thirc rit gon gidm 99 ngay (230 so véi 329 ngay)
va thoi gian phé duyét lvu hanh déi véi NCE theo hinh thirc rut gon cling gidam
(446 so vd3i 619 ngay). Thoi gian thadm dinh cdia SAHPRA d6i véi cac ho so dang
ky thudc generic l1a 97 ngay (rdt gon) so véi 191 ngay (dang ky thong thudng);
thdi gian phan hoi cla co s& dang ky 1a 26 ngay (rut gon) so vai 81 ngay (théng
thuwdng). Téng thai gian thdm dinh CMC va BE theo quy trinh rat gon gidm hon
2 1an so véi quy trinh thdng thuwdng (122 so véi 272 ngay).

K&t luan: Nhirng két qua nay cho thay ré hiéu qua cta quy trinh tham dinh theo
co ché tham chiéu, phu hgp vdi cac khuyén nghi cla T6 chirc Y t& Thé gidi

Lorraine Danks', Boitumelo Semete-Makokotlela’,
Kennedy Otwombe?, Yashmika Parag®, Stuart Walker** and
Sam Salek***

Introduction: The World Health Organization (WHO) advocates the use of
reliance practices to enable national regulatory authorities (NRAs) to improve
<5 an patients’ access to medicines. This study considered whether reliance review
ms translates into swifter medicine authorization.

Methods: Abridged review outcomes were examined for New Chemical Entity
(NCE) and generic applications to the South African Health Products Regulatory
Authority (SAHPRA) in Chemistry, Manufacturing and Controls (CMC) and clinical/
bioequivalence (BE), as well as overall NCE authorization times.

Results: SAHPRA NCE CMC review time was 91 days (abridged) vs. 179 days (full)
applicant response time was 34 vs. 105days, respectively, and there was a >2-

S ~ 2 w « A A ~ N oA 2 N - fold time reduction for abridged vs. full CMC review (125 vs. 284 days). There

(WHO) nham day nhanh kha na ng tlep Can th UOC an toan h|eu qua Va theo was a 99-day decrease in clinical approval time through an abridged review (230
M ~ \ N e ) ’ : vs. 329days) and a decrease in marketing authorization time for NCE abridged

nhu Cau tren toan the gldl . assessment (446 vs. 619 days). SAHPRA review time for generic applications
was 97 days (abridged) vs. 191days (full); applicant response time was 26 days

(abridged) vs. 81days (full) and there was a >2-fold time reduction for CMC and
BE abridged vs. full review (122 vs. 272 days).

Ngubn: Frontiers | Danh gid tdc dong clia co ché tham chiéu d8i véi hiéu suat quan ly ciia Co' quan quan Iy san phadm y t& Nam Phi: Tac

doéng d6i v&i cac co quan quan ly chau Phi
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Tham dinh rat gon
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co’ quan quan ly: co' s& dang ky: co' s& dang ky: dinh CMC - rut gon dinh CMC - théng

Tham dinh théng Tham dinh rat gon Tham dinh théng thuong
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L—So sanh thdm dinh hd so ding ky thudc chira duoc chat méi: Quy trinh thdm dinh rit gon (tham chiéu) va thdm dinh théng thudng cho hd so 1am sang (ngay).

Ngudn: Frontiers | Danh gia tdc dong ctia co ché tham chiéu d8i vdi hiéu suat quan ly cia Co quan quan Iy san phdm y té Nam Phi: Tac déng d6i vai cac co quan quan ly chau

Phi
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So sanh thoi gian tham dinh theo quy trinh rdt gon (tham chiéu) va théng thuwéng d8i véi di liéu CMC clia ho so déng ky thudc chira dugc chat méi va thudc generic
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Danh gid tac déng clia co ché tham chiéu déi véi hiéu suat quan ly cha Co quan quan
ly sdn pham y t& Nam Phi: Tac ddng ddi véi cac co quan quan ly chiu Phi

e ¢

Mét sé khuyén nghi dwa trén két qua chia Dv an Giai quyét hoé so’ tén
dong:

e Chuyén d6i vin héa lam viéc —Dam bao rang cac chuyén gia tham
dinh ndm bat khai niém co ché tham chiéu, dic biét doi vdi thadm dinh
lam sang, vi diéu nay doi hai su thay d6i vé tuv duy

e Danh gia dwa trén rui ro — Xay dwng quy trinh danh gia wu tién, phan
loai hd so dang ky thudc theo hinh thirc thdm dinh, tir d6 nang cao hiéu
qua trién khai

e Bdo cdo tham dinh cta co quan quan ly tham chiéu — Cac co quan
thuwc hién co ché tham chiéu cé thé cdn nhac hop tac vdi cac co quan
dwoc WHO phén loai (WLA) théng qua viéc ky két Bién ban ghi nhé
(MoU) dé cé thé tiép can cac Bo cdo tham dinh day dd.

e Hé théng quan ly théng tin — Cac co quan quan ly can xay dung hé
théng theo ddi dién tlr hiéu qua dé do luvdng va giam sat hiéu qua hoat
dong tham dinh, tr 6 ho tro cac sang kién vé co ché tham chiéu

Ngudn: Frontiers | Danh gid tdc déng clia co ché tham chiéu ddi vdi hiéu sudt quan Iy cia Co quan quan Iy san pham y t&€ Nam Phi: Tac
dong ddi vdi cac co quan quan Iy chau Phi

& frontiers ‘ Frontiers in Medicine

TYPE Original Research
PUBLISHED 23 October 2023
00! 10.3389/fmed 2023.1265058

(®) Check for updates

OPEN ACCESS

EDITED BY
Jacques Joubert,
University of the Westem Cape, South Africa

REVIEWED BY
Hubert G. Leufkens,

Utrecht University, Nethertands

Alreza Khadem Broojerd

World Health Organization, Switzerland
Razieh Ostad Ali Dehaghi,

World Health Organization, Switzerland

cmanon
Danks L, Semete-Makokotlela B, Otwombe K,
Parag Y, Walker S and Salek § (2023) Evaluatior
of the imy of reliance on t
performance in the South Afri
Products Regulatory Au
African regulatory authorities.

© 2023 Danks, Semete-Mskokotlels
Otwombe, Parag, Walker and Salek. This is an
open-access article distributed under the terms
of the Attribut

Y). The use, di
in other forums is
original author(s) a pyrig
are credited and that the original publication in
this journal s cited, in accordance with
accepted academic practice. No use,
distribution or reproduction is permitted which
does not comply with these terms.

or reproduction
provided the

DPanh gia tdc dong cla co ché
tham chiéu déi véi hiéu suat
quan ly cia Co quan quan ly san
pham y t&€ Nam Phi: Tac dong dai
V@i cac co quan quan ly chau Phi
Lorraine Danks’, Boitumelo Semete-Makokotlela®,

Kennedy Otwombe?, Yashmika Parag®, Stuart Walker** and
Sam Salek***

Introduction: The World Health Organization (WHO) advocates the use of
reliance practices to enable national regulatory authorities (NRAs) to improve
patients’ access to medicines. This study considered whether reliance review
translates into swifter medicine authorization.

Methods: Abridged review outcomes were examined for New Chemical Entity
(NCE) and generic applications to the South African Health Products Regulatory
Authority (SAHPRA) in Chemistry, Manufacturing and Controls (CMC) and clinical/
bioequivalence (BE), as well as overall NCE authorization times.

Results: SAHPRA NCE CMC review time was 91 days (abridged) vs. 179 days (full),
applicant response time was 34 vs. 105days, respectively, and there was a >2-
fold time reduction for abridged vs. full CMC review (125 vs. 284 days). There
was a 99-day decrease in clinical approval time through an abridged review (230
vs. 329 days) and a decrease in marketing authorization time for NCE abridged
assessment (446 vs. 619 days). SAHPRA review time for generic applications
was 97days (abridged) vs. 191days (full); applicant response time was 26 days
(abridged) vs. 81days (full) and there was a >2-fold time reduction for CMC and
BE abridged vs. full review (122 vs. 272 days).
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Abstract

Background and Objectives The inherited backlog of 16,000 medicines applications of the South African Health Products
Regulatory Authority (SAHPRA) was cleared through facilitated review pathways that included reliance on prior work by
trusted regulators. This research aimed at determining the economic impact of reliance on national regulatory authorities
(NRAs) in terms of lower assessors’ costs, especially to offset the financial efforts required to attain a higher World Health
Organization (WHO) maturity level and understanding the way fees can sustain NRA activities.

Methods To this end, the assessor costs associated with reliance and full review applications were calculated and compared.
A high-level review of African NRA fee structures was also carried out and pharmaceutical industry input was solicited
regarding the feasibility of alternative tariff modalities for low- and middle-income (LMIC) NRAs.

Results The investiga

an associated decrease in reviewers’ costs; SAHPRA gonscr\ud US$277.413 across th 188 applications 1ppl\1n" ﬂ.llin(.L
principles. The NRA fee structure review revealed outdated fees with little differentiation between full and relianc -
ment. NRAs lack the financial resources to strengthen regulatory systems: WHO Global Benchmarking Tool activities
are not directly covered by levied fees. Overall, the pharmaceutical industry was supportive of advancing the maturity of

African NRAs and was willing to pay increased fees for reliance reviews when authorities adhere to published timelines.
More expensive fast-track services were cited, making an argument for higher fees for reliance assessment when this enables
medicines to reach markets quicker.

Conclusions Reliance is a tool to safeguard NRA resources and support regulatory and information systems strengthening.
The study illustrates the return on investment of reliance for NRAs and, if optimally implemented, the benefits for patients.

Ngudn: https://www.sahpra.org.za/wp-content/uploads/2025/03/The-Economic-Impact-of-Reliance-on-an-
African-Medicines-Regulatory-Feb-2025.pdf
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 Nghién ciru nham xac dinh tac dong kinh té& cla
co ché tham chi€u d6i vdi cac co quan quan ly
qudc gia (NRA) bao gbm giam chi phi thué
chuyén gia thdm dinh, gitip bu dap chi phi can
thiét dé dat mirc d6 trudng thanh cao hon theo
T6 chirc Y té thé gidi (WHO), déng thoi hiéu rd
cach thire cdc khoan phi cé thé duy tri hoat dong
cla NRA.
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Abstract

Background and Objectives The inherited backlog of 16,000 medicines applications of the South African Health Products
Regulatory Authority (SAHPRA) was cleared through facilitated review pathways that included reliance on prior work by
trusted regulators. This research aimed at determining the economic impact of reliance on national regulatory authorities
(NRAs) in terms of lower ors’ costs, especially to offset the financial efforts required to attain a higher World Health
Organization (WHO) maturity level and understanding the way fees can sustain NRA activities.

Methods To this end, the assessor costs associated with reliance and full review applications were calculated and compared.
A high-level review of African NRA fee structures was also carried out and pharmaceutical industry input was solicited
regarding the feasibility of alternative tariff modalities for low- and middle-income (LMIC) NRAs.

Results The investigation showed a marked reduction in time spent in reliance assessments compared to full reviews, with
an associated decrease in reviewers’ costs;: SAHPRA conserved US$277.413 across the 188 applications applying reliance
principles. The NRA fee structure review revealed outdated fees with little differentiation between full and reliance assess-

ment. NRAs lack the financial resources to strengthen regulatory systems: WHO Global Benchmarking Tool activities
are not directly covered by levied fees. Overall, the pharmaceutical industry was supportive of advancing the maturity of
African NRAs and was willing to pay increased fees for reliance reviews when authorities adhere to published timelines.
More expensive fast-track services were cited, making an argument for higher fees for reliance assessment when this enables
medicines to reach markets quicker.

Conclusions Reliance is a tool to safeguard NRA resources and support regulatory and information systems strengthening.
The study illustrates the return on investment of reliance for NRAs and, if optimally implemented, the benefits for patients.

Ngudn: https://www.sahpra.org.za/wp-content/uploads/2025/03/The-Economic-Impact-of-Reliance-on-an-
African-Medicines-Regulatory-Feb-2025.pdf



TOm tat

Co ché tham chiéu: Tang cwong nang luc quan ly nham cai thién hé théng y té
trong nudc va quoc té, tang su san cd cla thudc, tiét kiém ngudn luc tai chinh va
st dung ngudn nhan lwc mot cach cé chién luoc.

Thiét 1ap khung quy dinh quan Iy rd rang, dugc ho tro bdi hé thdng quan ly thong
tin va quan ly dua trén rii ro. Cac quy trinh quan ly c6 thé duoc téi wu hda va gidm
thiéu trung 1dp nh& co ché tham chiéu. C6 thé dp dung cho ca hé so ddng ky mdi,
thay d6i bd sung sau khi cap phép lwu hanh, thanh tra quan ly, xuat xwdng 16 hodc
ki€m nghiém khi nhap khau.

Gilp co quan quan ly phan bé ngudn luc hiéu qua va cai thién kha ndng tiép can
thudc.

Tang cudng hop tac gitra doanh nghiép va cidc Co quan quan ly dé nang cao hiéu
qua va thuc day su thdng nhat trong trién khai co ché tham chiéu & pham vi quéc
gia va khu vuc.

Co ché tham chiéu giup tiét kiém ngudn luc va thoi gian. "



Xin cam on



Tai liéu tham khao

*  WHO - Thyc hanh tét vé tham chiéu trong viéc ra quyét dinh quan Iy lién quan dén cac san phdm y té: nguyén tac va can nhic chung; 9789240020900-eng.pdf (who.int)

*  Tuyén b6 cla cac co quan quan ly dwgc toan cau vé gia tri clia co ché tham chiéu; Tuyén b6 clia cic co quan quan ly dwoc toan cau vé gid tri cla co ché tham chiéu | Lién minh cac co quan quan ly dwoc pham Qudc té

ICMRA

¢ Lién minh ACCESS; https://accessconsortium.info/

*  Du an Orbis clia FDA Hoa Ky; https://www.fda.gov/about-fda/oncology-center-excellence/project-orbis

*  Thoa thuan thira nhan Ian nhau trong ASEAN vé thanh tra thirc hanh t6t san xuat (GMP) d6i véi cac co s& san xuat duoc pham; https://asean.org/wp-content/uploads/2021/08/Agreement-on-MRA-for-GMP-
Pharmaceutical.pdf

»  Thoa thuan thira nhan Ian nhau trong ASEAN ddi v&i bao cdo nghién cliru twong duong sinh hoc; ASEAN-MRA-for-Bioequivalence-Study-Reports-of-Generic-Medicinal-Products.pdf

e Co ché&tham dinh OPEN clia EMA; https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-coalitions-initiatives/opening-procedures-ema-non-eu-authorities-open-framework

«  Chién lwgc Gidi quyét ho so ton dong clia Co quan quan ly san pham y t&€ Nam Phi (SAHPRA); hitps://www.sahpra.org.za/backlog/

»  THONG TIN BAO CHi: SAHPRA chlic mirng hoan thanh du &n giai quyét ho so ton dong; MEDIA-RELEASE-Backlog-Clearance-02-December-2022.pdf

+  Tac dong kinh té cla co ché tham chi€u d&i véi mét Co quan quan ly dwgc pham tai chau Phi; Tac déng kinh té clia co ché tham chiéu déi véi mét Co quan quan Iy dwgc pham tai chau Phi

+  Daénh gia tdc ddng clia co ché tham chiéu ddi voi hiéu suat quan ly chia Co quan quan Iy san phdm y t& Nam Phi: Tac ddng d8i vdi cac co quan quan ly chau Phi; Frontiers | Danh gia téc dong cta co ché tham chiéu déi véi
hiéu suét quan Iy clia Co' quan quan Iy san phdm y t& Nam Phi: Téc ddng d8i véi cac co quan quan Iy chau Phi

» B&o cdo nghién clru & phat trién 91 cta CIRS: Phuong phép ti€p can thuc hién co ché tham chi€u — Nhitng Iwu y danh cho co quan quan ly; https://cirsci.org/wp-content/uploads/dim_uploads/2024/02/Approaches-to-
Implementing-Regulatory-Reliance-Considerations-for-Agencies-v2.0-1.pdf

* Nhirng tién bd vé tinh linh hoat trong cong tac quan ly, hop tac khu virc va chuyén d6i s6: thong tin tir Hoi nghi D&i tac Chau A clia cac Hiép hdi Dugc pham (APAC);
https://aapsopen.springeropen.com/articles/10.1186/s41120-024-00102-2

*  DAam bao kha ndng dy doan va tinh minh bach dé thic ddy co ché tham chiéu: Théng tin chuyén sau vé APAC, ngay 22/04/2025. Helene Sou (SAPI) va Huyen Do (Pharma Group Viét Nam); https://apac-
asia.com/images/achievements/pdf/14th/06 Presentation%20from%20Helene%20Sou(SAPI)%20and%20Huyen%20Do(PGVN).pdf

*  Trién khai co ché tham chiéu trong thyec tién, Phan tich cac tai liéu cia EMA dé t8i wu hda quy trinh &p dung co ché tham chiu cho cac hd so d@ nghi cap gidy dang ky lvu hanh; s43441-025-00824-9.pdf

e Tham luan cta IFPMA vé co ché tham chiéu; https://www.ifoma.org/publications/ifpma-position-paper-on-regulatory-reliance/
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Tai lieu tham khao

Tham luan ctia IFPMA vé co ché& tham chiéu; https://www.ifpma.org/publications/ifpma-position-paper-on-regulatory-reliance/

Théng tu FDA s 2022-004 | | Thuc hlen Huo'ng dan vé quy trinh tham dinh rat gon va xac minh déi véi cac don dang ky thuéc méi theo Lénh hanh chinh s& 2020-0045 “Xay dung quy trinh ding ky
rut gon cho céc san pham thuéc, bao gdm véc-xin va sinh phdm”;https://www.fda.gov.ph/fda-circular-no-2022-004-implementing-guidelines-on-the-abridged-and-verification-review-pathways-for-
new-drug-registration-applications-in-accordance-with-administrative-order-no-2020-0045/

Bdo cdo hoi thado ndm 2024 clia CIRS — Co ché tham chiéu va cdc md hinh thdm dinh khu vuec; https://cirsci.org/publications/2024-workshop-report-reliance-and-regional-review-
models/?utm_source=email&utm medium=email&utm campaign=email 160824

IFPMA - Bdo cdo tham dinh: cong cy hd trg co ché tham chiéu; https://www.ifpma.org/wp-content/uploads/2023/01/i2023 Assessment-Reports FAQs-vFINAL.pdf

ICDRA,; https://www.who.int/teams/regulation-prequalification/regulation-and-safety/regulatory-convergence-networks/icdra

Bao cdo clia Hoi nghi D3i tac Chau A clia cac Hiép hoi Dugc pham (APAC) vé tinh linh hoat trong cong tac quan ly trién khai trong dai dich COVID-19: Quan hé d6i tac thic day phat trién va khuyén
nghi cho 16 trinh tuong lai; https://link.springer.com/article/10.1007/s43441-022-00435-8

Co ché tham chiéu trong pham vi toan cau: K&t qua tir du an thi diém thay déi, b sung sau phé duyét vé CMC; PD-JPST250028 295..302

Khai thac tiém nang clia co ché tham chiéu cho thay d6i, b sung sau phé duyét: Hanh trinh cling v&i 48 co quan quan ly quéc gia; https://pubmed.ncbi.nlm.nih.gov/39048766/

B4o cdo nghién clru & phét trién 91 cla CIRS, Phuong phdap tiép can thuc hién co ché tham chi€u — Nhitng lwu y danh cho co quan quan ly; https://cirsci.org/wp-
content/uploads/dim uploads/2024/02/Approaches-to-Implementing-Regulatory-Reliance-Considerations-for-Agencies-v2.0-1.pdf

Quan ly dang ky hiéu qua; https://apac-asia.com/groups/ra/task_a.html

Thuc hanh t8t nhat vé kha n3ng dy dodn va tinh minh bach dé thic ddy co ché tham chiéu; Siti Noor Haryani Ismail. https://apac-
asia.com/images/achievements/pdf/14th/07_Presentation%20from%20Siti%20Noor%20Haryani%20binti%20lsmail,%20NPRA.pdf
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