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TOM TAT

Xay dwng Trung tam thtr nghiém [am sang (TNLS) tai bénh vién y hoc cb truyén (YHCT) 13
yéu cau cap thiét dé chuyén tr hoat ddng nghién ctru réi rac sang hé théng nghién ctru 1am sang
c6 quan tri, tuan tha thwe hanh tét thir thudc trén 1am sang (Good Clinical Practice — GCP). Bai
tbng quan phan tich cac cau phan cbt 16i d& chuan héa trung tdm TNLS theo truc quan tri, nhan
lwe, co sé vat chat, quy trinh chuén héa, an toan ngudi tham gia, quan ly sdn phdm nghién ciru,
toan ven di¥ liéu, quan ly chat lwong va tuan tha quy dinh, dwa trén huwéng dan québc té (ICH
E6(R3), Tuyén ngén Helsinki 2024, CIOMS/WHO, Chién Iwoc y hoc ¢d truyén cia WHO) va y
van lién quan. Trung tdm tht» nghiém l1am sang khéng xac dinh bi dién tich hay trang thiét bi ma
b&i hé thdng quan tri, quy trinh, trach nhiém va kiém soat chat lwong tich hop; Quy trinh thao tac
chuén (Standard Operating Procedure — SOP) |a cdng cu ctia hé théng ddm bao chét lwong. Van
dé d&c thu cda thube dwoc lidu, thube cb truyén la sy bién thién hoat chat gitra cac 16, tinh kha
thi clia gid duoc, twong tac thube, canh giac duwoc 1a nhivng van dé dac thu can dwoc danh gia
ky lwéng, xay dwng, tich hop vao thiét ké va van hanh trung tam th nghiém lam sang tir dau.
Bai viét dé xuét 16 trinh xay dwng trung tdm TNLS cho bénh vién YHCT, thiét Iap hé théng nghién
ctru, xay dwng cac tiéu chuan GCP, tao nén tdng dé bénh vién YHCT tham gia nghién ciru da
trung tdm, hdi nhap mang Iwéi nghién ciru trong nwéc va qudc té.

Tir khéa: Thir nghiém Iam sang; Thwe hanh 1am sang tét; Y hoc ¢b truyén; Quan ly chat lvong;

Thubc dworc liéu..

ABSTRACT

Establishing a clinical trial center within a traditional medicine hospital is an increasingly
important requirement for transitioning from fragmented research activities to a structured, well-
governed clinical research system that complies with Good Clinical Practice (GCP). This review
analyzes the core components required to standardize a clinical trial center, including
governance, human resources, infrastructure, standardized procedures, participant safety,
investigational product management, data integrity, quality management, and regulatory
compliance. The analysis is informed by major international guidance and relevant literature,
including ICH E6(R3), the 2024 Declaration of Helsinki, CIOMS/WHO guidance, and the WHO
Traditional Medicine Strategy. A clinical trial center should not be defined primarily by its physical
size or equipment, but by an integrated system of governance, standardized processes, clearly
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assigned responsibilities, and quality control. Standard Operating Procedures (SOPs) constitute
a key operational instrument within the quality assurance system. For herbal medicines and
traditional medicines, specific challenges, including batch-to-batch variability in active
constituents, the feasibility of placebo development, herb—drug interactions, and
pharmacovigilance require careful assessment and should be incorporated into both trial design
and the operational framework of the clinical trial center from the outset. This article proposes a
roadmap for establishing clinical trial centers in traditional medicine hospitals, with an emphasis
on developing an integrated clinical research system, implementing GCP-compliant standards,
and creating a foundation for participation in multicenter studies and integration into national and
international clinical research networks.

Keywords: Clinical trials; Good Clinical Practice; Traditional medicine; Quality management;

Herbal medicine.
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I. DAT VAN PE

Th&r nghiém lam sang (clinical trial) da dich
chuyén tlr hoat déng gan v&i nang lwc ca nhan
nghién clru vién sang mét qua trinh dwoc quan
tri theo hé théng, trong dé bado vé quyén, an
toan ngwoi tham gia, do tin cay di¥ liéu va kha
nang truy xuat ngudn gbc la yéu ciu bat budc
song song gia tri khoa hoc. Hwéng dan Thuc
hanh tét thtr thudc trén 1am sang (Good Clinical
Practice — GCP) hién hanh cta Hoi ddng Hai
hda héa Québc té (International Council for
Harmonisation — ICH), ICH E6(R3), quy dinh
chét lwong phai dwoc thiét ké sén trong toan bod
qua trinh khoa hoc, van hanh th& nghiém,
twong xirng nguy co dbi véi ngudi tham gia va
tam quan trong di¥ liéu, thay vi kiém tra b sung
sau trién khai.’

WHO da théng qua Chién luvgc y hoc cb
truyén toan cau 2025-2034, nhan manh yéu
cau tao dwng bang chirng khoa hoc dang tin
cay cho can thiép y hoc cb truyén qua nghién
ctru dat chuan quéc té. Ban sira ddi 2024 cla
Tuyén ngén Helsinki khang dinh: loi ich khoa

hoc khéng bao gi¢r dwoc dét trén quyén, an toan

va phuc lgi ngwdi tham gia.??

Nang lwc trién khai mét nghién cu va nang
lwc van hanh mot hé théng nghién clru lam
sang la hai pham tru khac nhau. Mét bénh vién
c6 thé cé dodi ngii chuy&n mén, ngwdi bénh, xét
nghiém, khoa dwoc va hoi ddng dao dirc cip co
s&, nhwng sw hién dién riéng |& nay khong ddng
nghia da cé moét Trung tdm thd nghiém lam
sang (Clinical Trial Center — CTC) hoat déng
theo hé théng. Cac tdng quan vé ha tang, ndng
lwc can thiét cho thir nghiém 1am sang cho thay
phan manh gitra cac cdu phan quan tri, nhan
lwe, quy trinh, di liéu, chat lwong |a rao can phd
bién ké ca & co s& da co kinh nghiém, va phat
trién nang lwc nghién ctu & quéc gia thu nhap
th&p/trung binh thwéorng dirng & dao tao ca nhan
ho&c thiét bj don I& thay vi xay dwng thé ché
bén virng. Vi vay khd nang thyc hién mét
nghién ctru don 1& khac hoan toan véi hé thdng
td chirc A0 nang lwc quan ly ddng théi nhiéu the
nghiém theo GCP.*® V&i bénh vién y hoc cb
truyén, viéc chuan hoéa con phirc tap hon do

d&c thu can thiép y hoc cb truyén va thubc cé
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ngudn gbc duwoc liéu, day la linh vuc da co
hwéng dan phwong phap luan nén tang cla
WHO tlr ndm 2000.° Thanh phan hoéa hoc dwoc
liéu chiu anh hwdng ngudn gbc dia ly, thoi diém
thu hai, bao ché, dan dén bién thién gitra cac 16
néu thiéu kiém soat chéat lwong.” Thiét ké gia
dwoc phu hgp cam quan, lam mu trong can
thiép khéng dung thubc, va nguy co twong tac
gitra thubc cb truyén véi thubée dung ddng thoi
la vAn dé phwong phap luan da ghi nhan trong
y van, dac biét khi can dung hoa ca thé hoa diéu
tri theo bién ching luan tri v&i chuédn héa cla
nghién ctru dbi chirng.® Canh giac dwoc voi
thudc dwoc liéu cling gap thach thirc do quan
niém phd bién san phadm tw nhién it nguy co,
dan dén bao cao phan rng co hai dwéi mire
thuc t€.° Khong phai moi nghién ciru y hoc cb
truyén déu gap dong thdi cac van dé trén; mac
do lién quan phu thudc thiét k&, loai can thiép
va giai doan phat trién sadn pham.

Vé khung phap ly, viéc thir thubc duorc liéu,
thudc cb truyén trén lam sang tai Viét Nam
thudc pham vi diéu chinh cta Luat Duwoc (sb
105/2016/QH13, skra dbi béi Luat sb
44/2024/QH15) va Thong tw sb 50/2025/TT-
BYT quy dinh vé thr thudc trén 1am sang, 21
day la can c phap ly truc tiép dé mot co s&
kham chira bénh y hoc cb truyén dwoc cong
nhan la co s& nhan thir thubc trén lam sang. Vé
thwe tién, sé lwong bai thubc cb truyén va ché
phadm dworc liéu dang lwu hanh hodc che dang
ky con thiéu bang chirng 1am sang dwoc tao lap
theo chuan GCP, trong khi ndng lwc té chirc thiy
nghiém 1am sang chuyén biét cho san pham y
hoc ¢d truyén tai cac bénh vién y hoc cb truyén
con han ché. Y van hién cé da mo ta kha day

dd cac cau phan chung ciia mét trung tam thir

nghiém lam sang cing nhw cac thach thwc
phwong phap luan riéng cia thubc duoc liéu/cd
truyén, nhuwng con thiéu tai liéu trinh bay mot
mé hinh van hanh tich hop, gan cac dac thu nay
vao tirng ciu phan cu thé cda trung tam tho
nghiém lam sang tai bénh vién y hoc cd truyén,
day la khoang tréng ma bai tbng quan hwéng
téi 14p day. Trung tdm th& nghiém lam sang
(Clinical Trial Center — CTC) trong bai viét dwoc
st dung theo hai I&'p nghia: vé phap ly, 1a co s&
nhan thir thubc trén 1am sang dwoc cong nhan
theo quy dinh hién hanh; vé t& chirc, md hinh
van hanh theo tirng ciu phan va tirng bwdc
dwoc trinh bay dwéi day 1a khung dé xuét cla
nhém tac gid, xay dwng dwa trén nguyén tic
GCP qubc té va kinh nghiém trién khai thyc té,
khong phai mét thuat nglr hay quy dinh phap ly
bét budc. Trén co s& do, bai tdbng quan phan
tich cac cau phan cbt 16i d& bénh vién y hoc cd
truyén xay dwng mét trung tdm thr nghiém lam
sang hoat dong theo hé théng, lam ro lién hé
gitra cac cau phan van hanh véi nguyén téc
GCP va toan ven di¥ liéu, phan tich van dé dac
thu khi thtr nghiém thudc dwoc liéu/cd truyén,
va dé xuét mé hinh trién khai theo giai doan cho
co s& y hoc cb truyén tai Viét Nam.

Phwong phap thwe hién tong quan:

Pay 13 bai tdng quan twong thuat cé dinh
hwéng, khéng ap dung quy trinh téng quan hé
théng theo PRISMA. Tai liéu dwgc xac dinh qua
tra clru trén PubMed, Google Scholar va cac
ngudn van ban quy pham phap luat chinh théng
clia BO Y té, Cong thong tin dién t& Chinh phda,
st dung cac tir khoa lién quan dén trung tam
thtr nghiém lam sang, quan tri nghién ctru,

GCP, thubc duoc liéu/cd truyén, chi yéu trong
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giai doan cong bbé 2012—-2026, wu tién hwéng
dan quéc té hién hanh (ICH E6(R3), Tuyén
ngdn Helsinki 2024, CIOMS/WHO) va van ban
phap luat Viét Nam con hiéu Iyc. Tai liéu dwoc
lwa chon theo mirc d6 lién quan trwc tiép dén
cac cau phan van hanh cla trung tam thi
nghiém lam sang va cac van dé dac thu cda thi
nghiém thubéc dwoc liéu, thubc cb truyén; do
ban chét téng quan twong thuat, bai viét khong
ap dung tiéu chi loai trr theo thiét ké nghién

clru.
Il. NOI DUNG

1. Ttr cor sé thwe hién nghién ctru dén Trung

tam th nghiém lam sang

Quan tri nghién ctu lam sang phan biét rd
gitra investigator (nghién ctru vién hoat déng
doc lap theo tivng d& cwong), clinical
department (khoa 1am sang cung cap nguoi
bénh, chuyén mén nhwng khéng cé chirc nang
quan tri nghién ctu), trial site (dia diém thuc
hién tha thuat nghién ctru), Bon vi thir nghiém
ldm sang (Clinical Trial Unit — CTU, thwdng phu
trach moét nhém chuyén khoa) va Trung tém
TNLS, diéu phdi nhiéu nghién ctru, chuyén
khoa trén cung ha tang quan tri, quy trinh va
chét lwgng thdng nhét). Khac biét cbt 16i khdng

& quy mo6 nhan sw hay dién tich, ma & viéc trung

tdm thr nghiém lam sang van hanh nhw mét hé
diéu hanh nghién clru (research operating
system), hé thdng tich hop quan tri, phan coéng
trach nhiém, SOP, quan ly d¥ liéu va giam sat
chat lwong, tai s dung dwoc cho nhiéu dé
cuwong thay vi thiét lap lai méi lan.

C6 thé hinh dung theo trinh tw: quan tri thé
ché (institutional governance) d&t khung trach
nhiém, nguén lwc cho trung tam TNLS; trung
tdm TNLS van hanh chirc nang 16i dung chung;
tr d6 cac nhém nghién clru theo dé cuong
(protocol-specific study teams) trién khai tirng
th&r nghiém, quan ly ngudi tham gia, san phdm
nghién ctvu, mau bénh pham va dir liéu; toan bd
chiu giam sat chat lwong xuyén subt (Hinh 1).

Thiéu 1&p quan tri, ha tAng dung chung gitra
institutional governance va tirng nghién ctru
riéng 1& 1a nguyén nhan phd bién khién nhiéu
bénh vién cé kinh nghiém nghién clru nhwng
chwa cé Trung tdm TNLS dung nghia.*"® Kinh
nghiém phat trién nang lyc tai cac don vi thr
nghiém lam sang khu vuc cho thdy qua trinh
nay thuwdng dién tién dan theo tirng mirc nang
lwe, khéng dat dwoc dong thei ngay tir dau. Tai
Viét Nam, khung phap ly cho hoat déng nay
dwoc Dugc (s6
105/2016/QH13, skra db6i bdi Luat sb
44/2024/QH15) va Théng tw sbé 50/2025/TT-

BYT vé thtr thubc trén 1am sang.”"3

quy dinh tai Luat
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Tang 1 — Quan trj thé ché (Institutional Governance)

Lanh dao Hoi dong Hoi dong
bénh vién khoa hoc dao durc
v

<

Tang 2 — Chirc nang 16i cta Trung tdm thir nghiém 1am sang
(Clinical Trial Center Core Functions)

~

Hé théng

SOP Nhan lwc Co s& vat chat AT
quan tri dir liéu

\4

+ PHAN HOI VA GIAM SAT LIEN TUC 1

Tang 3 — Nhém nghién ctru theo dé cwong
(Protocol-specific Study Teams)

~

| 9AL NI LYS WVID VA IQH NYHd |

\4

Tang 4 — Cac dong van hanh chinh

San pham Mau bénh

Ngwoi tham gia nghién ctru pham

Khung bao trum — Giam sat chat lwong (Quality Oversight)

Qc QA RBQM
. . (Risk-Based Quality
(Quality Control) (Quality Assurance) Management)

Hinh 1. M hinh hé théng Trung tam th&r nghiém |am sang tai bénh vién y hoc cb truyén
Thir nghiém y hoc cé truyén tich hop theo tirng tang: Tang 2 (Chirc ndng 16i — co sé vat chat/SOP):
kiém soéat nguyén liéu va 16 duoc liéu, Chirng nhéan phén tich (COA), Thuc hanh tét nuéi tréng, thu
hai duoc liéu (GACP) va Thuc hanh tét sén xuét thuéc (GMP); Tang 3 (Nhém nghién ctru theo dé
cuong): thiét ké gia duoc mé phdng cdm quan, dung hoa bién chimng luén tri véi chuén héa nghién
ctru déi chung; Tang 4 va Khung bao trum giam sat chét luong (D@ liéu, QA): khai thac chd dong

twong tac thube—duoc lidu va canh giac duoc dédc thu véi sén phdm ngudn géc duoc liéu.
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2. Quan tri va co cau té chirc

Quan tri nghién clru l1dm sang doi héi phai
xac dinh ro trach nhiém giam sat cta lanh dao
bénh vién, xay dwng quy ché phan céng trach
nhiém va bao dam phan tach nhiém vu gilra cac
vi tri tham gia nghién ctru, bao gém: nghién ciru
vién chinh (Principal Investigator - Pl), diéu phéi
vién nghién ctru, diéu dwéng nghién ciru, dwoc
si nghién ctu ldm sang, nhan sy xét nghiém,
quan ly di¥ liéu, thdng ké vién, nhan sy bdo dam
chét lwong (Quality Assurance - QA), phu trach
an toan va canh giac dwoc, lwu triv hd so va
hanh chinh.

Theo ICH E6(R3), nghién ctru vién chinh c6
thé phan cong cac nhiém vu cu thé cho nhirng
thanh vién c6 di nang lwc va phai ghi nhan day
da trong danh sach hoac nhat ky phan cong
nhiém vu. Tuy nhién, nghién ctru vién chinh van
phai chju trach nhiém cubi cling dbi véi viéc td
chirc, giam sat va bao dam nghién clru duwoc
thwe hién duang dé cwong, quy trinh va yéu cau
GCP1.

Néu co ché phan céng va giam sat khéng
dwoc chuan héa, cac van dé thwong gép bao
gdm chdng chéo chirc nang, khdng xac dinh ré
ngwoi chju trach nhiém khi xay ra sai léch, hoac
giao nhiém vu nhwng thiéu giam sat thuc chéat.
Day ciing la nhirtng ton tai thwong dwoc ghi
nhan trong qua trinh thanh tra, kiém tra tuan tha
GCP clia cac co quan quan ly dwoc pham. 141

Déi véi bénh vién y hoc ¢d truyén, co cau
quan tri cta Trung tdm Thi nghiém Iam sang
can duoc tich hop véi hé théng quan ly chét
lwong hién cé cha bénh vién, déng thei phai co
murc dd doc lap can thiét vé chuyén mén va van
hanh dé bao dam cac quyét dinh lién quan dén

chéat lvong, an toan va tuan tha nghién ciru

khéng bi chi phdi b&i ap lwc tién d6 hoac loi ich
riéng cla tirng khoa, phong lam sang.

Mot diém can dwoc phan dinh rd trong mo
hinh quan tri néu trén la ranh gi®i trach nhiém
gitra Trung tdm th& nghiém Idm sang, nghién
clru vién, bén tai tro (sponsor), tb chirc nghién
ciu theo hop ddng (Contract Research
Organization — CRO), giam sat vién (monitor)
va Hoi ddng dao dirc (IRB/IEC). Co s& nhan thi
va nghién ctu vién chiju trach nhiém té chic
trién khai dé cwong, bdo dam an toan va quyén
loi ngudi tham gia, lwu trir hd so ngudn va tuan
tha SOP nbi bd; sponsor/CRO chiu trach nhiém
thiét ké, tai tro nghién cru va déc biét 1a thuc
hién chlrc nang giam sat (monitoring) xuyén
subt nghién ctru theo ICH E6(R3)'; IRB/IEC
thdm dinh va giam sat dao dirc déc 1ap trong
subt qua trinh trién khai; hoat déng dam bao
chét lwong (QA) ndi bd clia trung tdm danh gia
mirc dé tuan thi SOP & cép co s&, khéng thay
thé chirc nang giam sat/kiém tra chét lwong
toan nghién ctru von thudce trach nhiém cla bén
tai trg. Noi cach khac, Trung tam thdr nghiém
ldm sang tai bénh vién la co s& td chire thuc
hién nghién ctru, khdng dam nhiém vai trd giam
sat doc lap thudc vé sponsor/CRO; nhdm lan
gitra hai vai trd nay la mét radi ro quan tri thuwdng
gap, can dwoc quy dinh twéng minh trong quy
ché phan céng trach nhiém cuda trung tam.

3. Co s& vat chat va luéng nguwei tinh
nguyén tham gia

Co s& vat chat cla trung tdm TNLS khéng
duoc xac dinh béi dién tich tuyét déi, ma boi
nguyén tadc phan vung ch&c nang phu hop
ludng di chuyén ctia ngwdi tham gia qua cac
bwéc: sang loc, 1y chap thuan tham gia nghién

ctru (ICF), kham lam sang, can thiép/thu thuét,
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ldy va xt ly mau bénh pham, lwu trir sdn phdm
nghién ctru, theo doi ngén han sau can thiép,
xW tri cAp ctvu, khodng gian cho giam sat vién,
lwu trir hd so va khu vwre han ché tiép can.

Bb tri cAn can nhac bdo mat thdng tin ca
nhan, kiém soat nhiém khuén, sén sang tng
pho tinh hudng cp ctru, kiém soat quyén tiép
can, giam sat nhiét dd bao quan va hiéu chuan
thiét bi. V&i bénh vién cé ha tAng kham chiva
bénh sdn cd, chudn hoa co s& vat chat cho
trung tam th&r nghiém Iam sang thudng khong
doi héi xay méi toan bd ma tbé chire lai khéng
gian hién c6 theo nguyén téc trén, bd sung khu
vie con thiéu nhw bdo quén sadn phdm nghién
ctru tach biét hodc lwu trir hé so theo yéu cau,
néu thuc hién thtr nghiém 1am sang giai doan 1
thi can c6 khu vue thywe hién nghién ctu doc
lap.

4. Hé thong quy trinh thao tac chuan

Quy trinh thao (Standard

Operating Procedure - SOP) 14 mét thanh phan

tac chudn

quan trong gitp van hanh hé théng chét lwong,
nhwng SOP khéng déng nghia véi toan bo hé
thdng chéat lwgng. Mot hé théng chat lwong day
dd can c6 nhiéu ciu phan lién két véi nhau.
Truwdce hét, chinh sach chét lwong xac dinh dinh
hwéng va cam két chung cla t6 chirc; SOP quy
dinh cach thure thye hién cac hoat ddng; hwdng
dan cong viéc mo ta chi tiét tirng thao tac; biéu
mau duoc st dung dé ghi nhan qua trinh thuyc
hién; va hé so lwu gitr bang chirng cho thay cac
hoat dong da dwoc thye hién dung quy dinh.
Bén canh dd, kiém soat chat lwong (Quality
Control - QC) giup phat hién va x& ly sai so6t
trong qua trinh thwc hién, trong khi d@m bao
chét lwong (Quality Assurance - QA) danh gia

mot cach déc lap va co hé théng muc do phu

hop, hiéu quéa cla toan bd hé théng. Khi phat
hién sai léch, can trién khai hanh déng khac
phuc va phong ngwra (Corrective and
Preventive Action - CAPA), déng thdi st dung
két qua danh gia dé tiép tuc cai tién quy trinh.

Vi vay, viéc chi xdy dwng va ban hanh nhiéu
SOP nhwng khéng td chirc thye hién, giam sat,
lwu hd so, danh gia va cai tién day da sé khong
tao ra mot hé théng chét lwong thuc chét va khé
chirng minh tinh tuan tha khi thanh tra hoac
kiém tra."s
5. Bao vé ngw&i tham gia va dao dirc nghién
ctru

Trong GCP, muc tiéu wu tién hang dau 1a
bao vé quyén, sw an toan va phuc loi ctia ngudi
tham gia nghién ctru; tinh chinh xac va do tin
cay cla di liéu 1a yéu ciu quan trong nhung
khéng dirng trwdc nguyén téc nay. Quan diém
dé dwoc khadng dinh nhat quan trong ICH
E6(R3), Tuyén ngdn Helsinki 2024 va Hwdng
dan dao dirc qubc té ctia CIOMS phdi hop voi
WHO.1,3,16

Hoi dong dao dirc (Institutional Review
Ethics

IRB/IEC) c6 vai tro thdm dinh doc lap cac van

Board/Independent Committee -
dé lién quan dén quyén va an toan cla nguoi
tham gia. Noi dung thAm dinh bao gém tinh tw
nguyén khi tham gia nghién ctu, quy trinh 14y
thda thuan tham gia cé hiéu biét, can bang gitra
nguy co va lgi ich, bién phap bao vé cac nhom
dé bj tén thwong, bao mat thong tin ca nhan va
ké hoach giam sat an toan trong subt qua trinh
nghién ctru. Tai Viét Nam, viéc thanh Iap, to
chirc va hoat dong cua hoi déng dao durc trong
nghién ctru y sinh hoc dwoc quy dinh tai Théng
tw s6 43/2024/TT-BYT."

Mot diém can dac biét lwu y la thda thuan
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tham gia nghién ctru khéng nén dwoc xem don
thuan Ia viéc hoan thanh va ky mét biéu mau.
Chét lwgng cla qua trinh nay phu thudc vao
mirc dd nguoi tham gia thuwe sy hidu muc tiéu
nghién ctru, cac tha thuat sé thwc hién, nguy co
c6 thé xay ra, loi ich dy kién va quyén tir chéi
ho&c rat khdi nghién ctru. Bang chirng quéc té
cho thay day van |a mot khoang tréng phd bién,
d&c biét tai cac co s& c6 ngudn lwc han ché, do
dé can cé co ché giam sat chu dong thay vi chi
kiém tra sy ton tai clia van ban thda thuan.'®

Bén canh do, cac sai léch so véi dé cwong
nghién ctru, dac biét khi cé kha nang anh
hwéng dén an toan hodc quyén loi clia nguoi
tham gia, can dwoc phat hién, danh gia mac do,
bado cao va x& ly kip thdi theo mét quy trinh
rieng. Co ché nay nén dwoc tach biét voi viée
bao céo tién dd hanh chinh théng thwong dé
bdo ddm cac van dé lién quan dén an toan dwoc
nhan dién va x& ly véi mrc dd wu tién phu hop.
6. Quan ly san pham nghién ctru va nhirng
van dé dac thu cua thuéc dworc liéu, thuéc
c6 truyén

Quan Iy san phdm nghién clu
(Investigational Product - IP) trong khudn khd
GCP bao gém xac dinh danh tinh, thanh phan,
tinh nhat quan gitra cac 16, chat lwong sén xuét,
bdo quan, dd 6n dinh, ghi nhan, déi chiéu st
dung, thiét 1ap lam mu, tinh kha thi cia gia
dwoc, kha nang twong tac véi thube cb truyén
dung déng thdi ngoai d& cwong, va ghi nhan
day dd mirc dd phoi nhiém diéu tri.

Can phan dinh rd: GCP quan ly cach thirc
thtr nghiém dworc tién hanh trén ngudi tham
gia, con chét lwgng dwoc pham cla san pham
nghién ctu phu thudc chudn muc san xuat va

kiém soat chat lwong riéng-Thwe hanh tét san

xuat thubéc (Good Manufacturing Practice-
GMP), va v¢i duwoec liéu la Thwe hanh t6t nuodi
tréng, thu hai (Good Agricultural and Collection
Practices-GACP). Khéng nén danh déng GCP
v&i GMP: sdn phdm dat GMP khéng tw déng
bao dam nghién ctru tuan thi GCP, va nguwoc
lai.

V&i thube duoc liéu va thube cb truyén, cac
van dé dac thu can dwoc lam ré tir giai doan
xay dwng dé cwong, khéng bd sung sau: bién
thién ham lwong hoat chét gitra cac 16 do khac
biét ngudn géc dworc liéu, bao ché doi hdi kiém
soat bang tiéu chuan co s&, chirng nhan phan
tich (Certificate of Analysis — COA); tinh kha thi
cla gia dwoc phu thudéc kha nang mé phdéng
cdm quan (mau, mui, vi, dang bao ché) cta san
pham thir & nguy co twong tac véi thube dung
dong thoi, ké ca bai thubc ngwdi tham gia tw
duing ngoai dé cwong nghién ctru ciing can khai
thac chi dong trong tién s dung thudc®; bao
céo canh giac dwoc véi sdn phdm duoc liéu
thwong bi danh gia thdp do quan niém san
ph&m tw nhién an toan tuyét dbi.° V&i bai thube
cb truyén gia giam theo bién chirng luan tri, can
bang ca thé héa diéu tri v&i chuan héa cla thiét
ké dbi chirng ngau nhién la thach thirc can giai
quyét ngay tir thiét k& dé cwong, cé thé tham
khao cac khung nghién ctru dung hoa dé xuét
gan day trong y van.®
7. Quan tri div liéu va tinh toan ven dir liéu

ICH E6(R3) danh rieng mét cdu phan cho
quan tri di¥ liéu, bao gdm toan bod vong doi div
liéu tlr thu thap, gan di liéu mo ta, stra chiva,
truyén tai dén lwu trlr, yéu cau bao dam toan
ven va kha nang truy xuat ngudn gbc hd so.’
Nguyén tac toan ven di liéu thwong tém tat
bang khung ALCOA+ (c6 thé quy trach nhiém,
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dé& doc, ddng thoi, nguyén ban, chinh xac, day
dd, nhat quan, 1au bén, sén cé), khdng nén vién
dan nhw khau hiéu ma can gén véi van hanh cu
thé: ai dwo'c phan quyén nhap di liéu ngudn, ai
c6 thdm quyén slra chira, ly do sira chira ghi
nhan thé nao, thoi diém stra chiva cé dwoc nhat
ky kiém tra tw dong lwu vét, va dir liéu co truy
xuét nguwoc lai tai liéu ngudn dwoc hay khong.
V6&i hé théng thu thap di liéu dién tir, Co quan
Duwoc phdm Chau Au (EMA) da ban hanh
hwéng dan riéng vé hé théng may tinh héa, div
liéu dién t& trong thlr nghiém lam sang, nhan
manh thdm dinh hé théng (computerized
system validation) trwéc khi st¢ dung va kiém
soat truy cap theo vai tro."® Véi trung tdm thi
nghiém lam sang m&i thanh 1ap tai bénh vién y
hoc cb truyén, quan tri di liéu bat dau tir tai liéu
ngudn gidy kiém soat chat ché, nhat ky stra
chira ré rang va sao lwu dinh ky, van dap &ng
yéu cau toan ven co ban truéc khi dau tw hé
thdng dién to.
8. Quan ly chat lwong dwa trén nguy co’
Can phan biét bdn hoat dong thuwong bi
nham I&n: kiém soat chét lwong (QC), kiém tra
tai thoi diém tao div liéu/thwc hién quy trinh;
dadm bao chét lwong (QA), danh gia cé hé
thdng, doc lap, xac nhan tuan tht SOP, GCP va
quy dinh hién hanh; giam sat do bén tai
tro/trung tdm th&r nghiém lam sang thwc hién
xuyén subt nghién ctru; kiém tra (audit, noi
bd/bén tai trg) va thanh tra (inspection, do co
quan quan ly nha nwéc). ICH E6(R3) khuyén
khich quan ly chét lwong dwa trén nguy co
(Risk-based Quality Management — RBQM):
ngudn lwc giam sat phan bd twong xirng cac
yéu t6 trong yéu dbi voi chét lwong (critical-to-

quality factors) xac dinh twr thiét ké, thay vi ap

dung déng déu moi di¥ liéu." Khao sat nganh
cho thdy RBQM, gbém giam sat tap trung két
hop tai ché khi can, gia tang dang ké trong thap
ky qua nhwng mirc dé trwdng thanh khdéng dong
déu gitra cac t6 chirc.?% 2122 Phat hién sai léch,
phan tich nguyén nhan géc ré, CAPA va kiém
tra hiéu qua khac phuc can van hanh nhw vong
Iap lién tuc, khéng phai irng phd khi cé thanh
tra. Phan tich phat hién thanh tra GCP cua co
quan quan ly dwo'c phdm Ién cho thay nhiéu sai
I&ch Iap lai lién quan giam sat nghién clru vién,
quan ly san phadm nghién clru va tai liéu ngudn
déu phong nglra dwoc qua hé théng chét lwong
chd déng thay vi chuén bj dbi pho.™
9. Nhan lwc, dao tao va quan tri nang lwc
S& hiru chirng chi hoan thanh khoéa dao tao
GCP khéng doéng nghia nang lwc thwc hanh
nghién ctru da dwoc chirng minh, luan diém can
nh&n manh vi hoan thanh dao tao va nang lyc
da chirng minh Ia hai khai niém khac nhau. Cac
nghién clru danh gia kién thirc GCP cla diéu
phdi vién cho thay diém sb hoan thanh khoa hoc
khéng ludén twong quan chat v&i kha nang ap
dung dung thyc té.22 M6 hinh quan tri nang luc
phu hop can theo trinh tw: xac dinh yéu ciu
chuyén mén, dao tao (chung vé GCP va riéng
theo d& cwong), thwc hanh c6 giam sat, danh
gia nang lwc trwée khi Gy quyén chinh thire, dao
tao lién tuc va danh gia lai dinh ky. Mét khung
nang lwc theo céu tric twong tw da dwoc dé
xuét, ap dung cho dao tao nghién ctru vién, diéu
phdi vién tai cac trung tdm nghién cu 1am sang
va chuyén dich & Hoa Ky, c6 thé tham khao cho
bdi canh Viét Nam.?* V& van hanh, trung tdm
ther nghiém Iam sang can duy tri md ta cong
viéc, ma trén dao tao va ma tran nang lyc cap

nhat cho tirng ca nhan, tirng dé cwong dang
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trién khai.

10. T tuan tha GCP dén hé théng chat

lwong bén virng

Tuan thd GCP khéng nén dwoc xem la mot
dich dén dat duwoc tai thoi diém thadm dinh, ma
& mét trang thai van hanh can duwoc duy tri lién
tuc. Cac mé hinh trwdng thanh cta hé théng
nghién ctru 1am sang trong y van cho thay nang
lwc clia mot don vi thuwdng phat trién tir cac hoat
dong roi rac, phy thudéc ca nhan sang mét hé
thdng dwoc chuan hoa, tich hop, cé kha nang
do lwerng hiéu suat va cai tién lién tuc.

Trong qua trinh nay, viéc hinh thanh Trung
tam thir nghiém Iam sang va hé théng SOP méi
chi 1a nén tang ban dau. Mirc do trwdng thanh
cao hon doi héi sw tich hgp gilra quan tri nghién
clru, dwge nghién clru, xét nghiém, quan ly di
liéu, an toan va ddm bado chat lwong; dong thoi
duy tri cac co ché kiém soat chat lwong, quan
ly sai léch, CAPA, chi sé theo ddi hiéu suét va
quan ly chat lwong dwa trén rai ro. D liéu tiy
hoat déng thuc té can dwoc st dung dé nhan
dién van dé, danh gia xu hwéng va thic day cai
tién hé thdng

Vi vay, muyc tiéu cua Trung tam thir nghiém
ldm sang khong chi la dap rng GCP tai mét thoi
diém, ma la xay dwng hé théng chét lwong bén
virng, c6 kha nang tw giam sat, quan ly va duy
tri chat lwong &n dinh. Chét lwong can dwoc
tich hop vao hoat dong thwdng quy cta Trung
tam thay vi dwgc tao ra thong qua cac dot

chuén bi trwéc kiém tra.

11. Lo trinh xay dwng cho bénh vién y hoc
c6 truyén

Dwa trén cac cau phan cbt I6i ctia hé théng
thir nghiém Iam sang, 16 trinh phat trién tai bénh
vién Y hoc c¢b truyén nén dwoc trién khai theo
trng giai doan, thay vi 4p dung mét méc thoi
gian cb dinh cho moi co s&. Trinh tw wu tién c6
thé bat diu tir xac lap co ché quan tri va danh
gia khoang tréng, bao gébm xac dinh vi tri, chirc
nang va thdm quyén ctia Trung tdm trong co
cAu bénh vién, ddng thoi dbéi chiéu hién trang
v&i cac yéu cau phap ly va GCP hién hanh.

Tiép theo Ia thiét 1ap hé théng 16i, gdm co
cau td chire, nhan lwc, co s& vat chat, cac SOP
thiét yéu va co ché phéi hop véi hoi dong dao
dirc. Khi nén tdng nay dwoc hinh thanh, co s&
can chuyén sang giai doan xay dwng va duy tri
hé théng chat lwong, théng qua QC, QA, quan
ly sai léch, CAPA, danh gia ndi bd va cac chi s6
theo déi hiéu suét.

Trén nén hé théng chét lwong do, co sé tiép
tuc hoan thién giai doan sén sang van hanh, tap
trung quan ly thuéc nghién clru va mau bénh
pham, quy trinh nguoi tham gia, xét nghiém, div
liéu, an toan va dao tao nhan sw. Khi hé théng
da van hanh 4n dinh, Trung tdm cé thé tién t&i
giai doan phat trién nang lwc nang cao, bao
gdm sb hoa, nghién clru da trung tadm, hop tac
v&i sponsor/CRO va dbi tac hoc thuat, phat trién
nang lwc chuyén sau cho thubc dwoc liéu va
thudc cb truyén, déng thdi tham gia cac mang
lwdi va hé théng dang ky thlr nghiém phu hop
& cp qubc gia va quéc té (Hinh 2).
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BUdCc1 |- Bu6Cc2 || BUOC3 || BUOGC4 | - | BUOCS5
Quan tri & Thiét lap Xay dwng San sang Nang lwc
danh gia hé thong hé thong van hanh néang cao
rameg ||| o] | o || o
- Co cau ; nghién nghiém da
- Xac dinh t0 chirc -QC ctru trung tam
tham quyén | | - Nhan lyc - QA - Xeét - S6 hoa
I[“”gr:ﬁm - Co s& - CAPA nghiém - Dang ky
tlg’r:géfgm vat ché’f 4B s - Ludng qudc té
. - SOP cot ndi bd nguol - Hop tac
- E)fn crlleu 151 - B6 chi s6 tham gia mang lwoi
y‘;“, cau theo dbi - D@ ligu
SR 1 - Pao tao

Hinh 2. L6 trinh chuan héa Trung tdm tht nghiém lam sang tir nang lwc nghién ctru ban dau
dén hé théng tuan thi GCP

V. KET LUAN

Xay dwng Trung tam thlr nghiém Iam sang
trong bénh vién y hoc cé truyén vé& ban chét 1a
thiét lap mot hé théng nghién ctru cip thé ché
(institutional research system), trong dé quan
tri, nhan lwc, co s& vat chat, quy trinh chuan
héa, an toan ngwdi tham gia, quan ly san phadm
nghién ctu, quan tri di¥ liéu va quan ly chat
lwong tich hop thanh mét thé théng nhét, van
hanh nhat quan cho nhiéu nghién ciru va
chuyén khoa. Thyc hanh tét thir thudc trén 1am
sang can dwoc nhin nhan 1a thudc tinh noi tai
ctia hoat ddng van hanh hang ngay, khéng phai
diéu kién chuan bi riéng cho mét thdi diém thadm
dinh. Vé&i thubc dwoc liéu va thube cd truyén,
cac yéu cau dac thu vé chuén hoa nguyén liéu,
quan ly s&n phadm nghién ciru, thiét ké lam mu

va kha nang tai lap két qua can duoc tich hop

vao thiét ké Trung tdm th& nghiém |am sang
ngay twr giai doan xay dwng, khéng b sung sau
van hanh.

M6t bénh vién co thé da trién khai nhiéu
nghién clu don I&@ ma van chwa hinh thanh hé
thdng nghién ctru cap thé ché theo ding nghia;
khoang cach gitra “cé nghién clru” va “cé hé
théng nghién ctru” chinh la khoang tréng can
dwoc |4p day bang chudn héa cé cha dich,
quan ly chat lwong va phat trién nang lwc theo
16 trinh phu hop ngudn lwc tirng co s&. Déi voi
cac bénh vién y hoc cd truyén tai Viét Nam,
chuén héa theo mé hinh nay cé thé tao nén tang
dé tirng bwéc tham gia ther nghiém da trung
tam, nang cao chét lwong bang chirng khoa hoc
cho thuéc dworc liéu, thube cb truyén, déng thoi
hdi nhdp mang lwdi nghién clru 1dm sang trong
nwéc va qudc té phu hop nang lwc thue té tivng

don vi.

Da Nang Journal of Medicine and Pharmacy, Vol.02, Issue.04, 2026 19



Tap chi Khoa hoc Y Dwoc Da Néng, Tap 02, Sé6 04, 2026

DJMP

TAI LIEU THAM KHAO

1. International Council for Harmonisation of
Technical Requirements for Pharmaceuticals
for Human Use (ICH).
Guideline: Guideline for Good Clinical Practice
E6(R3). Final version. Adopted 6 January 2025.
2. World Health Organization. Global
Traditional Medicine Strategy 2025-2034.
Geneva: WHO; 2025.

3. World Medical Association. World Medical

Association Declaration of Helsinki: Ethical

ICH Harmonised

principles for medical research involving human
participants. JAMA. 2025;333(1):71-74. DOI:
10.1001/jama.2024.21972

4 Merson L, Witt K, Hussaini

Infrastructure,

A, et al
capabilities, and capacities
required for clinical trials design and delivery: a
rapid scoping review of recommendations and
regulations. Wellcome Open Res. 2024;9:729.
DOI: 10.12688/wellcomeopenres.23135.2

5. Franzen SR, Chandler C, Lang T. Health

research capacity development in low and

middle income countries: reality or rhetoric? A

systematic meta-narrative review of the
qualitative literature. BMJ Open. 2017;7(1).
DOI: 10.1136/bmjopen-2016-012332
6. World Health Organization.

Guidelines for Methodologies on Research and

General

Evaluation of Traditional Medicine. Geneva:
WHO; 2000. WHO/EDM/TRM/2000.1.

7. Parveen A, Parveen B, Parveen R, Ahmad S.
Challenges and guidelines for clinical trial of
herbal drugs. J Pharm Bioallied Sci.
2015;7(4):329-333. DOI:  10.4103/0975-
7406.168035

8. Hu Y, Wang Z, Ni K, Yang J. Challenges in

traditional Chinese medicine clinical trials: how

to balance personalized treatment and
standardized research? Ther Clin Risk Manag.
2025;21:1085-1094. DOI:
10.2147/TCRM.S523279

9. Choudhury A, Singh PA, Bajwa N, Dash S,
Bisht P. herbal
medicines: concerns and future prospects. J
Ethnopharmacol. 2023;309:116383. DOI:
10.1016/j.jep.2023.116383

10. Sehgal S, Pua EC, Rojevsky S, et al. A
maturity model for Clinical Trials Management
Ecosystem. J Clin Transl Sci. 2025;9(1). DOI:
10.1017/cts.2024.1168

11. Bell LA, Gurnett R, Goss CE, et al. Capacity

building at an Australian regional clinical trials

Pharmacovigilance  of

unit: determinants of growth and correlation with
a capability framework. BMC Med Res
Methodol. 2026;26:170. DOI: 10.1186/s12874-
026-02902-4

12. Quéc hdi nwéc Cong hoa xa hoi chi nghia
Viét Nam. Luat Dwoc sé 105/2016/QH13 ngay
06/4/2016, dwoc sira dbi, bd sung béi Luat sb
28/2018/QH14 va Luat sb 44/2024/QH15 ngay
21/11/2024 (hiéu Iyc thi hanh tir 01/7/2025).
13.B6 Y té. Thong tw s6 50/2025/TT-BYT ngay
31/12/2025 quy dinh vé thir thudc trén 1am
sang.

14. Nair SC, AlGhafli S, AlJaberi A. Developing

a clinical trial

governance framework for
pharmaceutical industry-funded clinical trials.
Account Res. 2018 ;25(7-8):373-386. DOI:
10.1080/08989621.2018.1527222

15. Sellers JW, Mihaescu CM, Ayalew K, et al.

Descriptive analysis of Good Clinical Practice

inspection findings from U.S. Food and Drug

Administration and European Medicines

Da Nang Journal of Medicine and Pharmacy, Vol.02, Issue.04, 2026 20


https://doi.org/10.1001/jama.2024.21972
https://doi.org/10.1001/jama.2024.21972
https://doi.org/10.12688/wellcomeopenres.23135.2
https://doi.org/10.12688/wellcomeopenres.23135.2
https://doi.org/10.1136/bmjopen-2016-012332
https://doi.org/10.4103/0975-7406.168035
https://doi.org/10.4103/0975-7406.168035
https://doi.org/10.2147/TCRM.S523279
https://doi.org/10.2147/TCRM.S523279
https://doi.org/10.1016/j.jep.2023.116383
https://doi.org/10.1016/j.jep.2023.116383
https://doi.org/10.1017/cts.2024.1168
https://doi.org/10.1017/cts.2024.1168
https://doi.org/10.1186/s12874-026-02902-4
https://doi.org/10.1186/s12874-026-02902-4
https://doi.org/10.1080/08989621.2018.1527222
https://doi.org/10.1080/08989621.2018.1527222

Tap chi Khoa hoc Y Dwoc Da Néng, Tap 02, Sé6 04, 2026

DJMP

Agency. Ther Innov Regul Sci. 2022;56(5):753-
764. DOI: 10.1007/s43441-022-00417-w

16. Council for International Organizations of

Medical Sciences (CIOMS) in collaboration with
(WHO).

International Ethical Guidelines for Health-

the World Health Organization

related Research Involving Humans. Geneva:
CIOMS; 2016. DOI: 10.56759/rgx|7405

17.Bo Y té. Thong tw sb 43/2024/TT-BYT ngay
12/12/2024 quy dinh viéc thanh lap, t6 chirc va

hoat dong ctia Hoi déng dao dlrc trong nghién

ctru y sinh hoc.

18. Mandava A, Pace C, Campbell B, Emanuel
E, Grady C. The quality of informed consent:
mapping the landscape. A review of empirical
data from developing and developed countries.
J Med Ethics. 2012;38(6):356-365. DOI:
10.1136/medethics-2011-100178

19. European Medicines Agency. Guideline on

Computerised Systems and Electronic Data in
Clinical Trials. Amsterdam: EMA; 2023.

20. Florez M, Dirks A, Sullivan L, Young S, Getz
K. Adoption maturity model for risk-based
quality management (RBQM) in clinical trials.
Ther Innov Regul Sci. 2025;59(3):549-557.
DOI: 10.1007/s43441-025-00746-6

21. Dirks A, Florez M, Torche F, Young S, Slizgi

B, Getz K. Comprehensive assessment of risk-
based quality management adoption in clinical
trials. Ther Innov Regul Sci. 2024;58(3):520-
527. DOI: 10.1007/s43441-024-00618-5

22. Barnes B, Stansbury N, Brown D, et al.

Risk-based monitoring in clinical trials: past,
present, and future. Ther Innov Regul Sci.
2021;55(4):899-906. DOI: 10.1007/s43441-
021-00295-8

23. DuBois JM, Mozersky JT, Antes AL,

Baldwin K, Jenkerson M. Assessing clinical

research coordinator knowledge of good clinical
practice: an evaluation of the state of the art and
a test validation study. J Clin Transl Sci.
2020;4(2):141-145. DOI: 10.1017/cts.2019.440
24. Calvin-Naylor NA, Jones CT, Wartak MM, et

al. Education and training of clinical and

translational study investigators and research
coordinators: a competency-based approach. J
Clin Transl Sci. 2017;1(1):16-25. DOI:
10.1017/cts.2016.2

25.Liang N, Zhang Y, Zhang X, et al.

International Traditional Medicine Clinical Trial

Registry: a meaningful initiative and its future
development. J Evid Based Med.
2024;17(3):486-489. DOI: 10.1111/jebm.12651

Da Nang Journal of Medicine and Pharmacy, Vol.02, Issue.04, 2026 21


https://doi.org/10.1007/s43441-022-00417-w
https://doi.org/10.56759/rgxl7405
https://doi.org/10.1136/medethics-2011-100178
https://doi.org/10.1136/medethics-2011-100178
https://doi.org/10.1007/s43441-025-00746-6
https://doi.org/10.1007/s43441-025-00746-6
https://doi.org/10.1007/s43441-024-00618-5
https://doi.org/10.1007/s43441-021-00295-8
https://doi.org/10.1007/s43441-021-00295-8
https://doi.org/10.1017/cts.2019.440
https://doi.org/10.1017/cts.2016.2
https://doi.org/10.1017/cts.2016.2
https://doi.org/10.1111/jebm.12651

