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Gi@i thiéu vé Thwc hanh tot quan ly
thudc cua WHO: Khai niém, nguyén
tac chinh va thwc trang trién khai
trong cac co’ quan quan ly y té

TS. Sannie Chong
Giam déc cap cao, phu trach khu vre Chau A Thai Binh Duong
Chinh sach khoa hoc va quan ly, Merck Sharp & Dohme (MSD)

GRP: Good Regulatory Practices

Thuwc hanh tét quan ly thudc va thwe hanh tdt tham chiéu - Hai céng cu cd@
quan trong ho tro’ cac hoat dong ting cuwong hé théng quan ly thudc

Chuong trinh ting cuwé'ng hé théng quan ly thudc cia WHO

2 . N

Cuc Quan ly Dugc, Viét Nam

* Nang cao nang lyc quan ly tai cdc qudc gia thanh vién theo Thuc hanh tét
quan ly thudc.
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* Thic day hop tac quan ly, sy hai hoa va tinh minh bach théng qua phat trién
mang ludi, chia sé cdng viéc (work-sharing ) va ép dung co ché tham chiéu.
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Thye hanh t6t Quan ly thuéc WHO

Phan hoi cac yéu cau vé hwéng dan khic phuc nhitng han ché phd bién trong thuc tién
\ ‘ Z quan ly d3 duoc xac dinh thong qua cac bao cdo ddi chudn

B6 nguyén tac va thuc hanh dé ap dung trong qua trinh xay dwng, trién khai va danh gia cac
cong cu quan ly nham thuec hién cac muc tiéu theo chinh sach y t& cong mot cach hiéu qua

nhat

Phu hop cho tat ca cac co’ quan quan ly, bat ké ngudn lwc, mirc d6 phat trién hay mé hinh quan Iy

(qudc gia, siéu qudc gia va da thé ché).

&) World Health Hoi nghi Quéc té cac Co quan quan ly thudc (ICDRA) truc tuyén
¥, Organization 20-24/9/2021
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Chin nguyén tic chung theo GRP

Khach quan Tuong xing Linh hoat

Hiéu qua

Hdi nghi Quéc t& cac Co quan quan ly thudc (ICDRA) tryc tuyén

“#‘ World Health
%, Organization 20-24/9/2021

icd@

Tt cd cic nguyén tic cé lien )

quan mat thiét dén cac chi s |
clia BO cdng cu d6i chuan toan
cau (GBT).
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Khach quan
Tuong xing
Linh hoat

Minh bach

Internal

2. Muc tiéu

Tai lidu nay trinh bay cac nguyén tic chung clia GRP déng vai tro 13 tiéu chuan
tham chiéu, qua dé huwéng dan cac qudc gia thanh vién ap dung cac thuc hanh
t8t trong céng tac quan ly cac sdn phadm y té. Bén canh d¢, tai liéu cling hwdng
dan cac qudc gia thanh vién wu tién cac chirc ning clia hé thdng quan Iy theo
ngudn lyc, muc tiéu qudc gia, chinh sach y té€ céng, chinh sach vé san pham vy té
va mdi trudng san pham y té. Tai liéu “duwa trén nguyén tic”, duoc bé sung bang
cac huwdng dan va cong cu thuc tién dé tao diu kién thuan lgi cho viéc trién khai
GRP clia céc t6 chirc phu trach quan Iy cdc sdn pham y té. Tai liéu co ban nay
dugc bd sung bdi hwéng dan lién quan vé cac thue hanh t6t nhat trong quan Iy,
bao gébm thyc hanh tét quan tri (24), thyc hanh t6t co ché tham chiéu (25), thuc
hanh t6t danh gia (26) va hé théng quan Iy chat lvong (xem 4. Bang chu giai
thuat ngit) danh cho cac co quan quan ly qudc gia (NRA) (27). BS tai liéu nham
cung cap cho cac co quan quan ly hwéng dan toan dién dé cai thién hiéu qua
hoat dong.

Annex 9

Good review practices: guidelines for national and
regional regulatory authorities’

Background

The good review practices (GRevP) guidelines for regulatory authorities emanate
from a partnership between the Asia-Pacific Economic Cooperation (APEC)
Regulatory Harmonization Steering Committee (RHSC) and the World Health
Organization (WHO). This is the first set of guidelines of its kind globally and
addresses an important gap identified at the 2012 International Conference of
Drug Regulatory Authorities (ICDRA). Although the RHSC does not directly
produce guidelines, contributing to WHO guidelines is in line with the RHSC's
principle of working with appropriate partners to achieve common objectives.

World Health
Annex 10 Organization

Good reliance practices in the regulation of medical

products: high level principles and considerations !
Background

WHO supports reliance on the work of other regulators as a general principle
in order to make the best use of available resources and expertise. This principle
allows leveraging the output of others whenever possible while placing a greater
focus at national level on value-added regulatory activities that cannot be
undertaken by other authorities, such as, but not limited to: vigilance, market
surveillance, and oversight of local manufacturing and distribution. Reliance
facilitates timely access to safe, effective, quality-assured medical products
(see section 3. Scope) and can support regulatory preparedness and response,
particularly during public health emergencies.

Good reliance practices (GRelP) are anchored in overall good regulatory
practices (GRP) (1), which provide a means for establishing sound, affordable,
effective regulation of medical products as an important part of health system
strengthening, If implemented effectively, GRP can result in consistent regulatory
processes, sound regulatory decision-making, increased efficiency of regulatory
systems and better public health outcomes. NRASs are encouraged to adopt GRP /
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Cau hoi 1 — Noi dung nao sau day KHONG nam trong nguyén tac vé WHO GRP?

1. Chi phé duyét néu san pham duwoc chirng minh an toan 100%.
2. Thoi gian phé duyét phai phu hop véi khung thoi gian d3 cong bé.

3. P&i vdi thdm dinh tham chiéu theo hinh thiérc rut gon (abridged
reliance pathway), thdm dinh rit gon can tip trung vao cac van dé
trong bdi canh dia phuong ma co quan duwgc tham chiéu khéng xem
xét, duwoc ho trg boi 1 bdo cdo thadm dinh cong khai.

4. Viéc thdng nhat cac yéu cau vé quan ly phu hop vdi tiéu chuin quéc
té s& giup gidm bdt cdc yéu cdu dic thu cha Viét Nam, tir d6 thic
day hiéu qua va hop tac qudc té.

Cach tiép can dua trén rui ro d6i véi co ché tham chiéu: icd@
Chién lwgc cta co quan quan ly dwoc qudc gia (NRA)

Mbi NRA can xac dinh chién lwgc riéng vé cach tiép can dwa trén rdi ro phu hop

cho co ché& tham chiéu.

Danh gia loai va
ngudn géc san pham

Co héi ap dung co Chién lugc co ché tham Nguon luyc va chuyén
ché& tham chiéu chi&u ctia NRA mon san cé

Nhu cau va wu tién Khéng cé céch tiép can nao cé
vé y té cdng cong thé 4p dung chung cho tat ca!
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Cau héi 2 — Chién luvgc dé xac dinh cach tiép can dua
trén rui ro phu hop

Loai sdn pham nao tiém an nguy co’ cao nhat?

1. Sinh pham tuong tu/thudc generic nhap khau khdng tudn thi céc tiéu chuén theo
duwoc dién cla cac co quan dugc tham chiéu

2. San pham theo hé so dang ky thuéc méi (NDA) da nhan dwoc phan héi tich cuc tir
Uy ban vé Thuéc s& dung cho Ngudi (CHMP) nhung chuwa dugc phé duyét chinh
thirc

3. San pham dugc bao luru theo quy dinh cii bi bdo cdo vé cac bién cd bat |gi va yéu
cau thu hdi san phdm

4. S3n pham san xuét trong nudc chua dugc co quan quan ly nao trén thé gidi phé
duyét

11

Cau 1 — Noi dung nao sau ddy KHONG nam trong nguyén tic vé GRP
cla WHO?

1. Chi phé duyét néu san pham duwoc chirng minh an toan 100%.
2. Thoigian phé duyét phai phu hop vai khung thoi gian d3 cong bé.

3. Péi véi thdm dinh tham chiéu theo hinh thiérc rat gon (abridged
reliance pathway), thdm dinh rit gon can tdp trung vao cac van dé
trong bdi canh dia phuong ma co quan duwgc tham chiéu khéng xem
xét, dwoc ho tro bdi 1 bdo cdo tham dinh cong khai.

4. Viéc thdng nhat cdc yéu cau quan ly phu hop véi tiéu chudn quéc té
giup giam bdt cdc yéu ciu dic thu cda Viét Nam, tir d6 thic day
hiéu qua va hop tac quoc té.
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- 2017: Singapore
- 2017: Trung Quéc
- 2016: Han Quéc
- Trudc ndm 2010: Hoa Ky, Nhat

Ban va Canada

Céc quéc gia la thanh
vién clia ca PIC/S (Hé
théng hop tac thanh tra
duoc pham) va ICH
(H6i nghi quéc té vé hai
hoa céc thl tuc dang ky
duoc pham st dung
cho con ngudi)

| I Sau
Lreécnim 2018 2018 2020 , ndm
2 l 2020
| Tign b vé mirc 46 hai hoa cé thé do lweng bing KPI | L
l Céc nuéc APEC KPls | @
Thanh vien chinh thire cia 1cH | |

» S8 nudc thiét 1ap md hinh chia sé céng viéc
» SO nudc thiét 1ap co ché tham chiéu/céng nhan 13n nhau

B& véu cau vé CpP

- 2017: Trung Quéc
- Truéc ndm 2010: Singapore

Thanh vién PIC/S
- 2016: Hong Kéng

- 2016: Thai Lan

- 2014: Han Quéc

- 2014: Nhat Ban

- 2013: bai Loan

- 2013: New Zealand

- 2012: Indonesia

- 2011: Hoa Ky

- Trwdc ndm 2010: Australia,

Canada, Malaysia va
Singapore

Céc quéc gia chua
phai thanh vién clia
ICH

» S6 qudc gia da bo yéu cau vé CPP
» S8 nudc tudn thd tiéu chuan toan cau trong tai lieu vé

GMP va thanh tra khong trung lap

» S6 nudc cho phép quan ly nhiéu co sé theo mét gidy

phép duy nhat

- INUL UL ELUTNIUITHED THdHABE TIUILIEDILED 111 DI HLende

Céc quéc gia chua
phai thanh vién clia
PIC/S

Asia-Pacific
Economic Cooperation

» 58 nwdc thiét 1ap hé théng tham dinh theo co ché
tham chiéu dya trén rui ro
» S8 quéc gia thanh vién caa PIC/S

Hinh 2. Tién b vé mirc d6 hai hoa cé thé do luomg bang cac KPI dé xuat tir trudc ndm 2018 dén ndm 2020 tré di |

https://doi. org/10.1186/s41120-018-0024-2

AAPS Open

Developing key performance indicators to
measure the progress of regional
regulatory convergence and cooperation in
Asia-Pacific Economic Cooperation (APEC)

w Foong Chang ™" Joha C. W, Lin?” and Toshiyoshi Tominaga

T

13

tham chiéu (2010) - Nghién ctru dién hinh vé APEC

Singapore: Tt co ché& tham chiéu don phuong (nhitng ndm 1990) dén chia sé cong viéc véi céc co quan duoc

Q Rt gon: 1 thu chdp thuan tir co quan ¢ thdm quyén bat ky
U Xac minh:
* NDA: 2 phé duyét tir cic co quan duwgc tham chiéu va 1 bdo cao tham dinh

* Thay d6i, b6 sung sau phé duyét: 1 thu chap thuan tir co’ quan dugc tham chiéu

4

Singapore lam gi v&i Bio cdo tham dinh?
v/ Tap trung va no luc danh gia cac linh vuc quan trong thong qua bdo cdo thAm dinh clia co quan dugc tham chiéu
v Dam b3o kién thirc va ndng lwc dé tw dénh gia va dua ra quyét dinh quan Iy pht hop dya trén céc yéu cau cda ICH

khong tao ra gia tri gia tang

Xay dung ha tang quan ly thuc ddy dAu tu vao nghién clru va phét trién cling nhw dAu tu cla cac cong ty da qudc gia, dadm bao vai tro 13 trung
tdmy sinh & chau A

Chong t o NS pen 01804
W oy 111054112001800262 AAPS Open

Asia-Pacific
Economic Cooperation COMMENTARY Open Access

Developing key performance indicators to L
measure the progress of regional

regulatory convergence and cooperation in
Asia-Pacific Economic Cooperation (APEC)

annie Siaw Foong Chong

John €W, Lim” and Toshiyoshi Tominaga

Singapore ap dung GRP, GRevP va GRelP cia WHO nhu thé nao?

v/ Tang cudng gidm sat va theo ddi san phadm sau khi duva ra thj trudong

v' Tuan th{ céc tiéu chudn qudc té, vi du: quan ly nhiéu co s& theo mét gidy phép
Loai bé nhi*ng quy dinh cli khong con phl hgp, nhw CPP, dé gidm bdt gdnh ndng

Singapore trd thanh thanh vién chinh thirc cda ICH vao ndm 2017

Singapore d tham gia danh gia va chia sé céng viéc vdi cd 5 co quan dugc tham chiéu ké tir ndm 2010

14
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Interna

Thwc hanh tét danh gia (GRevP) &
thuc hanh tot ndép hé so’ (GSubP)

2 tai liéu dwoc quéc té cdng nhin

&

v" Cac nguyén tac chinh cla thuc hanh tét danh gia va nop
h6so
v' Hwé'ng dan chung vé cac quy trinh

v Co s& dé phat trién va thic diy khai niém Quan ly dang
ky hiéu qua (GRM)

3 \ 15
RHSC: Uy ban chi dao vé hai hdoa hda quy dinh

15
b ~nN ’ T4 @
Thwc hanh tot danh gia (GRevP) .-
_ GRevP la nhitng thdng I1é t6t nhit dwoc ghi chép lai cho cac khia
UD[}D ﬁ@ canh lién quan dén quy trinh, dinh dang, ndi dung va cong tic quan
Iy danh gia sdn pham thudc.
GRevP nhim dam bao tinh kip th&i, kha ning dw dodn, tinh
nhit quan, minh bach, rd rang, hiéu qua va chit lwgng cao [M]@@ el
trong ndi dung va cdng tac quan ly danh gia.
Noi dung nay dworc trién khai théng qua qua trinh phat trién cac
Tﬁ'ﬁém [k[h)@ﬁ cong cu danh gid va cac hoat ddng hoc tap danh cho don vi thaim
dinh.
Tat ca céc khia canh cia GRevP can dwoc danh gid
va cap nhat lién tuc. @élﬁ &ﬁé[m ﬂﬂ@lm ﬁ@@
16
16
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tot danh gia

e Can bang

© rhi hop véi béi canh
e Dwa trén bang chirng
© xac dinh cic dau higu

© nghien ciru va giai
quyét van dé

Cac nguyén tac chinh cda thwc hanh

G

Asia-Pacific
Economic Cooperation

Pam bao sv lién két
Ky lwdng

Phan tich cac n6i dung
quan trong
Puoc ghi chép day du

Puoc quan ly hiéu qua

17

17

Khung GRevP

Quan ly qua trin
danh gia

Cicyéutdva

khung GRevP

Tién hanh

G

Asia-Pacific
Economic Cooperation

Quan ly qua trinh danh gia

e Quy trinh van hanh chu&n (SOP)
¢ Cac giai doan trong quy trinh
déanh gia

e Quan lydy én
e Quan ly chat lwvong

Ti€n hanh danh gia

e Céc yéu t6 chinh trong xac dinh chién lwgc danh gia
+ Ap dung chién lvgc danh gia

Nhan sy cho qua trinh danh gia

¢ Ddnh gia chuyén mon, nang luc va cong tac dao tao
e Tu duy phan bién
Trao ddi thdng tin

* Trongco quan ¢ V&ico sd dang ky/chuyén
* Gilta cac co quan gia bén ngoai/cong dong

18
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Thwc hanh tot ndp hé so (GSubP) =

Thuc hanh trong nganh dp dung cho moi khia canh lién quan dén quy
Binh nghia trinh, dinh dang, n6i dung va cong tac quan Iy viéc ndp hd so dang ky
san pham y té& clia co s& dang ky.

GSubP nham nang cao hiéu qua va chat lwong ctia quy trinh dang
ky san pham thuéc, qua dé gilip ngudi bénh tiép can cac san [M]@@ el
pham nay sém hon.

é[ﬁ) e N&i dung nay duoc trién khai théng qua qua trinh phat trién cac cong cu ndp
i all SO A . el
ho so va cac hoat déng hoc tap danh cho co s dang ky.

Tt ca cac khia canh ctia GSubP can dwoc danh gid va
cap nhat lién tuc.

@alitich liehitile

19

19
’ A 9 ’ ? N ~n
Cac nguyén tac chinh cua thuc hanh tot
noép ho so
Trao d8i théng tin hiéu Ic_ﬁ’ s¢ khoa hoc "“:"ﬁfhacl' der
qua va kip thoi ’u_eu q?ng tln ?ay va ho so loi
ich-rGi ro rd rang
Tuén thi cac yéu cau
P4 tin cdy, chat lwvong, phap ly cdp nhit
tinh toan ven va kha
nang truy xuit nguon
goc cua tai liéu va dir
liéu ngudn . e o o
H® so ¢6 ciu tric rd rang va tham
chiéu chéo phu hop
20
20
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| I Sau
Lrdcnim 2018 2018 2020  nam
T 2020
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- 2017: Trung Quéc
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- 2017: Trung Quéc phai thanh vién clia R A N N
- Truéc ndm 2010: Singapore ICH GL\AP V,a thanh t'ja kho’ng t’run%Iap N e
» SO nudc cho phép quan ly nhiéu co s& theo mot gidy
Thanh vién PIC/S | phép duy nhét
- 2016: Hong Kong |
- 2016: Thai Lan l
- 2014: Han Quéc
- 2014: Nhat Ban P . N P = . e
~ 2013 Pai Loan | > 58 nudc thiét 1ap hé théng tham dinh theo co ché AAPS Open
- 2013: New Zealand Cac quéc gia chua tham chiéu dya trén rai ro
- 2012: Indonesia | phai thanh vién clia » S8 quéc gia thanh vién caa PIC/S
- 2011: Hoa Ky PIC/S -
- Trudc nédm 2010: Australia, Developing key performance indicators to ’
Canada, Malaysia va | measure the progress of regional
Singapore ) X regulatory convergence and cooperation in
https://doi. org/10.1186/s41120-018-0024-2 Asia-Pacific Economic Cooperation (APEC)
Hinh 2. Tiéh bd v& mirc d6 hai hoa c6 thé do lurdmg biing cac KPI dé xudt tir trurdc ndm 2018 dén ndm 2020 tré di [ e e
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hanh tham chiéu

Hinh 9. 52% cac nudc APEC (11 nudc) yéu cau kiém tra thir cdp, trong d6 1 nudc cho phép mién kiém tra dya trén thuc

Singapore, Dai Loan, Thai Lan va Hoa Ky.

yéu cau kiém tra khéng can thiét [19].

https://doi.org/10.1007/s43441-021-00285-w

* 10 nudc APEC (48%) khong yéu cau kiém tra kiém soat chat lugng thir cap - Australia, Brunei, Hong Kéng, Indonesia, New Zealand, Philippines,

* Gan 52% cac nuwdc APEC van yéu cau ki€m tra ki€m sodt chat lugng thir cdp hodc kiém tra lai hang nhap khau. Trong s6 d6, 1 nudc cho phép mién
kiém tra Ial hang nhap khau theo gidy chirng nhan GMP hoic CPP, 7 nudc khac cho phép mién kiém tra lai dya trén cac diéu kién khac, chang han nhu
han ché vé ki thuat hodc nang luc (vi du: thi€u trang thiét bi hodc chuyén mén vé phuong phap) hodc khéi Ivong hang nhap khiu thap.

* Viéc d3m bao hai hoa véi cic thong |é t6t nhat két hop véi xay dung céc hé théng quan ly chat lwgng (QMS) hiéu qua d3 duoc trién khai dé thay thé

 Can xem xét cac chién lugc kiém soét phi hop nay dé thay thé yéu cau kiém tra lai hang nhap khau, mét thuc hanh cii khéng mang lai nhiéu lgi ich,
trong mét s6 trudmng hop tham chi cé thé |am gia ting nguy co, cho ngudi bénh [22, 23, 27].

22
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Cau hoi 3 - Cac chi s6 KPI cila APEC RHSC dé theo ddi mirc d hai hoa

vé quy dinh quan ly va hoat dong hop tac/co ché tham chiéu

Nhan dinh nao sau day khong chinh xac?

1. Viét Nam sé dang cai APEC vao nam 2027

2. B y&u cau vé CPP |a mdt KPI ctia Uy ban chi dao vé hai hoa
hda quy dinh (RHSC) APEC

3. Quan ly nhiéu co s& theo moét gidy phép luvu hanh duy nhat
la mot KPI ciia APEC RHSC

4. Thyc hanh tham chiéu t6t trong danh gia va kiém tra kiém
soat chat lvgng khong phai a3 mot KPI cia APEC RHSC

RHSC: Uy ban chi dao vé hai hoa héa quy dinh
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Trién khai hiéu qué GRP cia WHO két hop vdi GRelP va GRevP

Khuyén nghij

1.

Trién khai hiéu qua cac quy trinh quan ly minh bach, c6 thé dy dodan va gilip dam bao gidm sat cht lugng cao, ddng thoi gidm thiéu ganh ning
va chi phi khéng can thiét.
Céc hé théng can dam bao dé linh hoat dé ap dung cac bién phap quan ly phi hop véi pham vi, quy mé va d6 phitc tap cla titng van dé.

. Cam két bén vitng va ddm bao ngudn lurc 13 yéu t8 can thiét dé trién khai hiéu qua va 6n dinh GRP clia WHO

Co’ ché tham chiéu hiéu qua — Cach tiép can hiéu qua va bén virng: Tap trung danh gid cic van dé trong nudc khdng duoc xem xét bdi co quan
duwoc tham chiéu (vi dy: dit liéu d6 6n dinh theo tirng khu vurc).

Tap trung vao cac van dé tao ra gia tri gia ting — Loai bd yéu cau vé cc tai liéu trung |3p (vi du: CPP, danh sach kiém tra khong can thiét) dé giam
bét ganh ndng cho don vi thdm dinh.

Thuc hanh tot danh gia (GRevP) va Thure hanh t6t ndp hd so GSubP) cung cap hudng dan cho cong tac danh gia va ndp ho so dang ky, tir dé
nang cao chat lugng va hiéu qua cla qud trinh dang ky.

HG trg trong nwére va qudc t& — DGi thoai lién tuc va hd trg nang cao nang luc — gidp gidi quyét nhitng thach thie va duy tri sy phli hop véi cac

tiéu chuan toan cau.
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