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Bao cao danh gia la gi?

= Tai lieu danh gia dudc thuc hién bdi cd quan
quan ly cho ho sd xin cap phép Iuu hanh

= Giai thich cach d{ lieu vé an toan, hiéu qua
va chat lugng dudc danh gia nhu thé nao

= Tao cd s6 khoa hoc cho quyét dinh cua co
quan quan ly
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Muc dich cua cac bao cao danh gia

= Pam bao tinh minh bach trong qua trinh ra quyét
dinh quan ly

= Tang cudng niém tin gilfa cac cd quan quan ly

= Cho phép tham chiéu va chia seé cong viéc trong
quan ly

= HO trg cdc ddnh gid rut gon va xac minh

= Giam su trung lap trong viéc danh gia

= Giup bénh nhan tiép can thuéc nhanh han

SonOFi 12/17/2025 3



Cac loai bao cao danh gia

= B0 cdo danh gid san pham cu thé (phé duyét
ban dau, cac thay doi)

Bao cao danh gia cong khai hoac khong cong

khai

» B4o cdo kiém tra san xuat va GMP

= Hinh thid'c va muc d0 chi ti€t khac nhau gilra cac
co quan quan ly
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Hai loai bao cao danh gia: Cong khai va Khong
cong khai

Bao cao danh gia cong khai Bao cao danh gia khong cong
= PDugc cong bo sau quyét dinh  khai

cla co quan quan ly = Chua phan tich khoa hoc chi
= Chulra cac két luan danh gia tiét va thong tin bao mat
tong thé = Khdng danh cho muc dich cong
» HO trg tinh minh bach va dd khai
tin cdy, nhung thudng dd qua = Coé thé dudc chia sé gilra cac co
bién tap lai quan quan ly theo khudén khd
bao mat
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Nhirng thach thirc chinh & Tinh trang bao cao

= Nhirng han ché phap ly dbi vdi viéc chia se thong tin mat

= Thiéu cac dinh dang bdo céo tiéu chuan hda

= O mot s6 khu vuc, cdc bdo cdo danh gid cong khai con han ché&

= Trao doi trong qua trinh danh gid tam thdi chi mang tinh tham
khao, chua phai két luan chinh thic

= Cac bao cao danh gia cudi cung cung cap cc sé dang tin cay
nhat cho tham chiéu

= Su tham chi€u nén dua trén cac quyét dinh quan ly cudi cung
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Quy trinh danh g|a cua EMA va bdo cao danh gia trong quy trinh tap
trung - HO so xin cdp phép luu hanh / M& rdng san pham

Timeline of Centralised Procedure

MAA First round Second round
submission evaluation Clock stop evaluation Clock stop CHMP opinion

other Final CHMP
cTD Interim AR Interim AR Q&As assessment |/ EC decision
dossier D120 LoQ D180 LoOl When report D2rT
A alin c

information about the product

approved product information

conditions to the MA and risk management plans

scientific discussion and benefit risk assessment
(CHMP assessment report)

[ATT]

information on the post-authorisation procedures

opinion
o210
y

Bao cao Panh gia tam Bao cao Panh s s
thai, gia cudi cung EPAR (xem chi ‘tlet o slide 4) bao
Pugc cap nhat cho dén ~ cua CHMP | . . gom: ..
khi k&t thuc quy trinh Tich hop cudc thao Cong khai Bao cao banh gia cua
luan gitra ngudi CHMP
Chi ngudi ndp hé sc ndp hod sc va Dua trén bdo cdo Danh gia cudi cung
nhin thay CHMP trong suét cua CHMP
qguy trinh
Chua dugc bién tap Lugc bo thong tin mat va dir liéu ca
CHMP: C for H Medicinal P d- ) Chi nguoi nop ho nhan.
: itt ici t 3 &,
EC: European Commission sc nhin thay e A
EPAR: European Public Assessment Report bugc xuat ban mot cach co he thong
O e Do sses Chua duoc bién C6 higu Iuc sau 2 théng k& tir khi ¢6 ¥
MAA: Marketing Authorisation Application tap kién cua CHMP.
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Cac tai liéu hoi dap dudc tao ra trong qua trinh dénl'] gid khéng dugc dinh kém hodc hién thi trong bdo cdo danh gi;
tuy nhién, théng tin co lién quan tlr cac cudc trao doi nay dudc xem xét va tich hgp day da vao bao cdo danh gia.




= kd

Bao cao Danh gia trong qua trinh quan ly vong ddi san
pham

Bao cao danh gia

« Nguyén tac tuong tu nhu dGi v8i hd s cdp phép lan dau: Bao cdo danh gid tam thdi chi dugc chia sé vdi
ngudi ndp dan trong sult qua trinh; sau dé bao cao danh gia cudi cung dugc ban hanh.

« Bdo cdo danh gia cudi cung: Khéng dudc cong bé mot cach cd hé thong, tuy thudc vao tac dong dén
théng tin san phdm va k& hoach quéan ly nguy co

Thay d6| |0a| GUi téi ngudi ndp don: Gidy xac nhan da nhén ho so (AoR)

IA/IAINn

A , Cong khai: Trong EPAR - Cac budc thu tuc da thuc hién va thong tin khoa hoc sau khi cdp phép
(thuc hién va bao cao)

(khong c6 danh gia khoa hoc)

Thay d6| nhém GUi téi ngudi ndp hd sa: Thdng bdo bat dau quy trinh, Bdo cdo danh gia cubi cung (néu cd): khéng bi chinh sira, khéng
B cong khai

Cong khai: trong EPAR - Cac budc quy trinh da thuc hién va théng tin khoa hoc sau khi dugc cap phép.

Thay d6| nhém 11 GUi t6i ngudi nép hod sa: Y kién, Bo cdo danh gia cubi cing: khéng qua bién tap, khdng cong khai

Cong khai: trong EPAR - Nhitng thay d6i ké tir khi c&p phép ban dau / Danh sach cac thi tuc sau khi c&p phép,
+ Bdo cdo danh giad cdng khai (da dugc bién tap) chi khi cé thay d6i / chi dinh, chéng chi dinh hodc liéu lugng mdi
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EPAR Medicines | European Medicines Agency (EMA) —

Page contents

Overview

Product information —

Product details

Authorisation details

Risk Management Plan

Authorised product information
All EU languages

Authorised presentations

Changes since initial
authorisation of medicine

—_—

oli‘l{\\i'l\\ MEDICINES AGENCY
Mediones = Human requlatory =  Veterinary reguatery - Committess = Ness 8 evants = Partnars A networks = About us =

Medicines

Salact type of madicing

Search by name or active substance

Product name
Frocedural Reps taken and toerofic nformation after the suthonsaton

S i P The MK sobramad e fasl ity feeats bur dudy

Procedural steps taken and —] e st s M et
Assessment history scientific information after S e
authorisation — | A a—
Assessment report - e e ot e e e B e e e+ et e e
post-authorisation procedures " : w-;m:,:,::v;,:w:w o S A e L s st e e
The EPAR is updated when variations affect the product information or the risk management plan. n
[ ]
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Quy trinh danh g|a cua TGA: HO sa xin cap phep luu
hanh & MG& rong san pham

______ -
Consolidated
Phase > Pre-Submission > Submission > aLssgggr:th > resf)ﬁ-: - azsnsue;sRs‘::ziggt ) Expert advr'sory> Decision > Post decision >
Y 2

Duration 1.5 months 1.5 months 30 or 60 calendar days 1 month 2 months 1 month

Milestone @ @ ? ‘ ﬁs} ’ @ s
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Ban du thao bao cao
danh gia (vong 1)
Chi ngudi nop ho so nhin
thay

Khong qua bién tap

Bao cao danh gia cudi
cung (vong 2) & Téng
quan cho ngudi dugc uy
quyén

Chi ngudi nop ho sc nhin
thay

Khong qua bién tap

Tom tat quyét dinh vé
thudc va AusPAR

Cong bo trén website cua
TGA

Khong qua bién tap,
nhung da ra soat dé loai
bo thong tin mat va dir
liéu ca nhan

*Bao cao danh gia khéng dudc cung cap cho cac thay ddi thdong
thudng/thay ddi trong vong d&i san pham (LCM).




TGA AusPAR

Cung cap thong tin vé cac budc thuc hién trong qua trinh danh gia ho so, két qua cua

tirng dgt danh gia chinh va ly do cho moi quyét dinh.

AusPAR dudc cong bb véi nhitng ho s dugc danh gia la co6 mic
dd quan trong cao d6i véi cong chung.

Néu dudc chap thuan, TGA dat muc tiéu cong bd AusPAR trong
vong 12 tuin k& tir ngay dang ky.

AusPAR dudc chia thanh 5 phan:
1. Danh sach cac tu viét tat
2. H6 so san phdm
« Thong tin chi tiét vé hd sg, théng tin nén vé san phdm va tinh
trang phap ly 6 nudc ngoai.
3. Mébc thdi gian dang ky
» Néu chi tiét cdc mG6c quan trong da dat dudc trong qua trinh
nop ho sc va ra quyét dinh
4. Téng quan vé hd so va danh gid Ioi ich/nguy co
« ban téng thé clia ngudi ra quyét dinh vé cac chét lugng lién két
dudc phat hién, phi lam sang, |lam sang, k& hoach quan ly rui
ro va phan tich Igi ich/nguy co sd@
5. Két qua
» Quyét dinh cia TGA va cac diéu khoan khac can dugc dap Ung

Loai dang ky

AusPAR dugc

cong bo?

Type A Hgp chat héa hoc/sinh hoc mdi Co
Type B Thudc phdi hgp mdéi Co
Type C Mé& rong chi dinh TGA quyét dinh
Type D Thudc generic TGA quyét dinh

Thay ddi 16n

(dang bao ch& méi, thay d&i/tang e
Type F' | hhém bénh nhan, thay déi khéi dung, | 1G4 quyet dinh

ham lugng mdéi, dudng dung mai)

Bién d&i trong ddng ky dan dén thay

d6i thdng tin san phdm, yéu cau danh e
p2d gia dit liéu Iam sang, phi lam sang VG, G €

hoac tuong ducng sinh hoc

Chuyén déi tir dang ky tam thdi sang o
R dang ky chinh thirc VG G €
Type T Gia han dang ky tam thgi TGA quyét dinh

Australian Public Assessment Reports (AusPAR) | Therapeutic Goods Administration (TGA)
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V4

Bao cdo danh gia cong khai cua Thuy ST — SwissPAR

Thong tin chung — Ngudn: Swiss Public Assessment Report (SwissPAR), Summary report on authorisation

= K& tlr khi luat san pham trj liéu sira d6i c6 hiéu lyc vao ngay 01.01.2019, Swissmedic (SMC) d3 cdng b6 cac bdo cdo danh gia tom tat,
goi la “Bdo cdo danh gia cong khai cia Thuy Si” (SwissPAR), cho tat ca thuéc dung cho ngudi cé hoat chidt méi ma da c6 quyét dinh
phé duyét hodc tir chéi cap phép.

*  SMC ciing cdng bd bdo cdo bd sung cho cac hd so duwgc chip thuan hodc tir chéi lién quan dén chi dinh bd sung ddi vdi sdn pham ma
truwdc d6 da co SwissPAR sau khi dugc cap phép mdéi. Luu y: D6i véi thube dugc phé duyét tredc ndm 2019 sé khoéng cé SwissPAR.

=  SwissPAR bao gom két qua danh gid, nhung khéng chira bi mat thuong mai hodc sdn xuat cdia don vi nép ho so, cling nhu dit liéu ca
nhan, va duoc thiét ké dac biét cho chuyén gia y té, dai dién nganh va cac co quan qudéc gia va qudc té khac. Bdo cdo nay chi duoc
cong bé bang tiéng Anh, sir dung thuat ngit k§ thuat chuyén nganh.

= Ngoaira, SMC con cdng b6 phién ban rut gon cla SwissPAR, goi |a “Bao cdo tom tat vé cap phép”. Bdo cdo nay nham gitp quyét dinh
cap phép ctia SMC tré nén dé hiu va minh bach hon d6i véi cong chiing. Bdo cdo tém tat dua trén ndi dung clia SwissPAR d3 cong

b6 va thdng tin san pham duwoc phé duyét chinh thire.
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V4

Bao cdo danh gia cong khai cua Thuy ST — SwissPAR

Quy trinh - Ngudn:Guidance document

Budc 1: La mot phan cha qua trinh xem xét don dang ky, cic bd phan chuyén mén vé Quy dinh/ Chat lwgng/ Nghién ctru tién 1am sang/
Danh gid |dm sang va An toan sé |ap cac Bdo cdo Panh gid (AR). Cac bdo cdo danh gid nay ghi lai két qud cta quad trinh dénh gid khoa hoc,
tlr khi nhan duoc don dang ky cho dén khi cé quyét dinh chinh thirc.

Budc 2: Cung vdi quyét dinh so bd vé viéc chip thudn hodc tlr chdi don dang ky, SMC cung cap cho ngudi ndp don ban du thao SwissPAR
d3 duoc chuan bi cho dén thdi diém nay (cac Iinh vwee Quy dinh/ Chat lvong va Danh gia tién 1dm sang, nhwng khdng danh cho Banh gia
l4m sang — chi cé AR 1am sang duoc cung cap cho ngudi ndp don). Ngudi ndp don dugc tao co hdi dé bay td y ki€n cla minh vé ban dy
thao SwissPAR vé thdng tin duoc coi |a bi mat thuong mai (CCl) va chi rd nhitng yéu t6 ma ho yéu cau bdo hd bang sang ché hoic ban
quyén.

Budc 3: La mdt phan cla viéc ddnh gid phan hoi ddi véi quyét dinh so bd, SMC dénh gid cac yéu cau clia ngudi ndp don vé CCl, CopA va
PatA. SMC chap thuan cac don ding ky hop 1é bang cach khéng cong bd thong tin lién quan. Cac AR 1a mot phan khong thé thiéu cla
quyét dinh chinh thirc va dwoc dinh kém véi quyét dinh chinh thirc.

Budc 4: Néu khéng c6 don khang cdo nao duoc ndp trong thoi han cho phép la 30 ngay, SMC sé cdng bé SwissPAR trén trang web cla
minh trong vong 60 ngay ké tir ngay ra quyét dinh chinh thirc vé viéc cdp phép va bao cdo tém tat vé viéc cap phép khdng mudn hon 60

ngay sau khi cong b6 SwissPAR.
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Cac loai bao cao danh gia do FDA ban hanh

Céng khai (Bwoc cdng bé sau khi coé sw phé duyét cia co’ quan quan ly, cé chinh sira)

Danh gia tdng hop/tdm tat — Panh gia téng quat clia FDA giai thich cac van dé khoa hoc chinh va ly do loi ich-rai
ro

Tém tit co s& phé duyét (SBA) — Ban tdm tat cong khai cho cac phé duyét trwdc day

G6i hanh dong/phé duyét cia FDA (FDA Action / Approval Package) (Drugs@FDA) — B6 tai liéu d3 dwoc bién tap
gdm ho so danh gid, nhan san pham va thu phé duyét

Thu phé duyét — Xac nhan chinh thirc vé gidy phép lwu hanh va cic yéu cau sau khi luvu hanh

Tai liéu tdm tat cla HOi d6ng tw van — Ban tdm tat do FDA chuan bj dwoc cdng bd cho cac cudc hop tu van cong
khai

Khong cong khai / Bao mat

DPanh gia da chuyén nganh (MDR) — Panh gid ndi bd toan dién clia FDA hd trg qua trinh ra quyét dinh
Bdo cdo danh gid chuyén nganh —Danh gia ki thuat chi tiét (Iam sang, thong k&, CMC, tién 1am sang)
Ban lwu trir vé cac danh gia ndi bé — Phéan tich ndi b6 vé cac van dé khoa hoc, chinh sach hoac tién 1é

Thu phan héi day dd (CRL) — Thdng bdo bdo mat néu rd cac diém chua dat yéu cau
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Cac truvong hop duwoc phép chia sé bao cao danh gia khong cong
khai cua FDA

1. Théa thuan bao mat gitra cac co’ quan chirc nang

Viéc chia sé dugc cho phép khi cé cac thda thuan bao mat chinh thirc (vi du: Cam két Bao mét (CC), Bién ban Ghi nhd&
(MoU)).

Thuwong thay trong khudn khd cha quan ly tham chiéu va chia sé céng viéc.

2. Co' ché tham chiéu quan ly & chia sé cong viéc

Cac bdo cdo khdng cong khai c¢6 thé dwoc chia sé dé:

« HO trg cac danh gia rut gon hodc xac minh

* Tranh trung lap danh giad khoa hoc

3. Uy quyén cta nha tai tro (ngudi ndp don) hoic Gy quyén ndi bd giira chinh phu véi chinh phu

4. Tiét 16 theo Pao luat Tw do Thong tin (FOIA)

5. HOi déng tw van hodc nhu ciu y té cdng dong
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Cach khac phuc nhirng thach thirc trong tham chiéu lién quan dén
bao cao danh gia

Dwa vao két qua danh gia cong khai

Ban hanh cac chinh sach va huéng dan rd rang vé co ché tham chiéu, xac dinh pham vi, mirc do va gidi han cua
sy phu thudc vao cac co quan tham chiéu

Chuan héa khung dién giai, str dung cac nguyén tic chung vé loi ich-rdi ro, chat lwong va nguyén tac danh gia
|lam sang gitra cac co quan quan ly

Tan dung cac nén tang hop tac quan ly (ASEAN, ACCESS, ICMRA, WHO) dé thuc day sy théng nhat va hiéu biét
1an nhau

Tang cwdng tinh minh bach thdng qua ddi thoai, bao gdm trao d8i khoa hoc sém va lam rd vdi cac co quan tham

chiéu

Viéc tham chiéu hiéu qua dat dwoc bang cach st dung hop ly cac danh gia cong

khai hién c6, dwoc ho tro bé&i cac khung phap ly ré rang, sw ho'p tac va niém tin

tlr phia co’ quan quan ly.
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THANK YOU
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