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1. Nguén goéc thwc hanh

Tai liéu nay xuat phat tlr mot cau hdi ma Vién Gut phai tw trd |&i sau nhiéu nam van hanh lam sang: tai sao cac
bac st dugc dao tao t6t, cé day du guideline qudc té, nhwng van gap khé khan khi diéu tri bénh nhan da bénh
man tinh phirc tap? Va tai sao két qua diéu tri khdng cai thién du thém nhiéu guideline méi hon?

Cau tra |1oi khéng nam & chét lwong cla guideline. Cau tra 1&i nam & chd guideline — di t6t dén dau — chi la
mot trong ba I&p can thiét dé van hanh cham séc tich hgp. Hai I¢p con lai — HOW va DATA-to-operate —
khéng ton tai trong chudi EBM hién tai nhu mdt thanh phan dwoc thiét ké cé hé théng.

Tai lieu A.1 hé théng hoa khung ba I&p nay — phan tich tai sao chudi EBM hién tai co diém dirt gay cau tric khi
ap dung vao da bénh ly man tinh phtrc tap, va khung WHAT-HOW-DATA-to-operate clia M6 hinh Vién Gut 1ap
khoang tréng dé nhu thé nao. Binh nghia chi ti€t ba I6p WHAT, HOW, DATA-to-operate dugc trinh bay trong
Tai liéu A.2 (B khai niém nén tang).

2. Chuéi EBM hién tai — tir nghién ctru co’ ban dén lam

sang

Y hoc dwa trén bang chirng (EBM) dwoc xay dwng nhi mét chudi logic khoa hoc chat ché, tir nghién ctru co
ban dén (rng dung lam sang [1]. DAy la thanh twu vi dai cla y hoc thé ky 20 va 21 — tao ra nén tang WHAT
vitng chéc nhat may hoc tirng co.

BUOC TRONG PHUONG PHAP VA NOI DUNG CHI
CHUOI EBM TIET KET QUA TAO RA HOW + DATA

1. Nghién ctru khoa
hoc co ban (Basic
Research)

2. Phat trién chan
doan (Translational
Research)

3. Xac dinh muc tiéu
diéu tri (Treatment
Goals)

4. Phat trién
thudc/can thiép
(Drug & Intervention
Development)

5. Thir nghiém lam
sang (Clinical Trials)

6. Thap bang chirng
(Evidence Pyramid
— OCEBM)

7. Xay dwng
guideline (Clinical
Guidelines)

Thi nghiém in vitro/in vivo, mé hinh dong
vat, gene expression, proteomics — xac
dinh co ché bénh sinh (pathogenesis),
muc tiéu phan t& (e.g., cytokine pathways
trong bénh tw mién/viém man tinh)

Tiéu chu@n chan doan (e.g., ACR criteria
cho viém khép), ky thuat hinh &nh,
biomarker — danh gia do nhay/specificity
gua diagnostic accuracy studies

Dua trén co ché bénh va di¢ liéu dich té
(burden of disease) — muc tiéu ngén han
(ki€ém soat triéu chirng) va dai han (ngan
tién trién, cai thién QoL); ca nhan hda theo
patient-centered care

Tl screening dén thiét k€ phan t&r (e.g.,
biologics nhu anti-TNF), preclinical
studies cho an toan/hiéu qua — bao gom
liéu phap gene va can thiép khong thuéc
(physical therapy)

Phase | (an toan/liéu, n=20-100) - Phase
Il (hiéu qua so bd, n=100-300) - Phase
Il RCT double-blind (n=300-3000) -
Phase IV post-marketing; tuan thi GCP,
ClinicalTrials.gov; bao gom pragmatic
trials

Tir thdp dén cao: Y ki€n chuyén gia, case
reports — Nghién ctru cét ngang (cross-
sectional, OCEBM level 4: t6t cho
prevalence, yéu vé causality) - Case-
control, cohort - RCT don & -
Systematic review, meta-analysis
(Cochrane) — déanh gia b&ng GRADE

Tong hop boi EULAR, ACR, KDIGO,
ESC, EASL, NICE, AHA.. qua
Delphi/consensus —  khuyén céo
manh/yéu dva trén GRADE; cap nhat dinh
ky hoac khi bang chirng méi

Gia thuyét cho chan doan
va diéu tri — nén tang cho
buéc ti€p theo

Cong cu nhan dién bénh
chinh xac va co thé tai lap

WHAT hinh thanh rd rang:
dich diéu tri dwoc dinh
nghia khoa hoc

Céng cu diéu tri c6 bang
chirng tién lam sang —
chuén bi cho thir nghiém
nguoi

Bang ching hiéu qua va
an toan trén ngudi — nén
tang cho guideline. LUU Y:
RCT thuwong loai trlr bénh
nhan da bénh nang

Xép hang mic do bang
chirtng theo OCEBM —
nén tang cho khuyén céo
guideline

WHAT hoan chinh & tang
cao nhat: guideline quoc té
chuén, duoc cong dong y
khoa toan cau chap nhan

Khéng yéu
HOW/DATA lam sang —
day la tang khoa hoc co
ban

HOW chan doan duwoc
chudn hoa — DATA chan
doan c6 hé théng

HOW dat dich trong don
bénh bat dau xuéat hién —
DATA danh gia két qua
don truc

HOW dung thu6c an toan
trong don bénh — DATA
tién lam sang

HOW trong RCT duoc
kiEm soat chat — DATA
dong nhat. Nhung
population thwc t€ bi loai
tri

Cross-sectional h{ru ich
phét hién gaps trong cham
s6c phan manh — DATA
population nhung khoéng
DATA ca nhan doc

HOW don bénh rd rang
trong guideline — nhung
HOW da bénh va DATA-to-
operate da truc KHONG
duoc mo ta



8. AP DUNG LAM
SANG - DPIEM PUT
GAY

Thuc té Iam sang: thuwdng la mé hinh phan
manh (fragmented care) — moi chuyén
khoa ap guideline riéng, khéng phdi hop
cau trdc - 1ap lai xét nghiém, bo so6t, chi
phi cao, giam adherence. Bac biét nghiém

Két qua kém hon ky vong
tlr bang chirng guideline —
khodng cach I&6n gilra
efficacy (RCT) va
effectiveness (thuc té€)

HOW tich hop da truc
KHONG TON TAI trong
chudi EBM. DATA-to-
operate ca nhan doc
KHONG c6 céu tric. Pay 1a

khoang tréng ma Mé hinh
Vién Gut 1ap vao

trong trong multimorbidity

2.1. Vong lap phan h6i — va tai sao né chwa dua dé lap khoang trong HOW

Chudi EBM c6 mét vong I&p phan hdi (feedback loop) duoc thiét ké dé tw cai tién: khi phat hién han ché tir thuc
tién lam sang — vi du qua cross-sectional studies vé hiéu qua kém ctia fragmented care [5] — di¥ liéu d6 duoc
dwa tre lai tang nghién ctru dé kh&i dong nghién clru mai, cap nhat guideline, hodc thiét ké can thiép tét hon.

Pay la co ché ty ci tién manh clia EBM — va n6 da hoat dong xuét sac & tang WHAT: guideline ngay cang tét
hon, bang chirng ngay cang vitng hon. Tuy nhién, vong lap phan hdi nay c6 mét gi¢i han céu tric quan trong:

Vong lap cai
tién WHAT
Vong lap
khéng tao ra
HOW

Ly do cau
tric

Phat hién han ché - nghién ctru méi - guideline cap nhat. Hoat dong tot: guideline gut cap
nhat tv EULAR 2006 dén ACR 2020, KDIGO ttr 2012 dén 2024, ESC suy tim cap nhat 2021.

Phat hién fragmented care gay hai - thra nhan khoang tréng - nhwng khéng tao ra quy
trinh van hanh tich hgp. NICE NG56 (2016) thira nhan van dé, JA-CHRODIS (2016) dé xuat
khung, nhwng khong guideline nao cung cdp HOW cu thé cho bac sT.

HOW khéng phai san phadm clia nghién ctru co ban hay RCT — HOW la san phdm cua thurc
hanh lam sang tich hop cé cu tric qua thoi gian dai. Chubéi EBM khéng duoc thiét ké dé tao
ra l&p nay.

M6 hinh Vién Gut 1a minh chitng thuc tién: sau 18 nam van hanh, HOW da dwoc xay dung thanh kién trac co
cau tric — tlr budi kham dau tién kich hoat hé van hanh (B.1), dén ké hoach diéu tri theo 4 giai doan (B.2), dén
co ché nhan dién va gitr clra s co hdi (B.3). Khdng I&p nao trong sé nay dworc tao ra tlr vong lap phan hoi cua
EBM — chlng duoc tao ra tr vong lap thuc hanh—quan sat-hé théng hoéa tai Vién Gut.

3. Piém duit gdy — tai sao chudi EBM gép gi®i han ciu
trac @ bwéc ap dung

M6 hinh cham séc phan manh (fragmented care model) — trong d6 méi chuyén khoa &p dung guideline riéng
ma khong c6 phéi hop cu tric — la hé qua tat yéu cha chudi EBM don bénh khi d6i mat véi bénh nhan da
bénh [2]. Trong m6 hinh nay, bénh nhan gut bi€én chirng ndng kém CKD G4, suy tim, va xo gan sé gap ba
chuyén khoa riéng biét — va ba b guideline riéng biét — ma khong c6 ai diéu phéi toan bod.

Tai sao diém dirt gdy xudt hién — phan tich cau tric:

Guideline
don bénh

Khoéng c6 co
ché tich hop
Khong coé
ngwoi diéu
phoi

Khong c6 div
liéu doc

Mbi guideline dugc xay dung tir RCT loai trir bénh nhan da bénh nang [6]. Bang chitng
duwoc tao ra trén quan thé "sach" — va la bang chirng duy nhat ma bac si cé khi gap bénh
nhén phtrc tap.

Khdng guideline nao mo ta cach phdi hop khi thube t6t cho truc nay gay hai cho truc kia.
Khbéng c6 quy tac wu tién gilra cac guideline xung doét [6].

Chubi EBM két thiic & budc "bac sT ap dung guideline” — nhuwng khdng xac dinh ai chiu trach
nhiém tong thé khi nhiéu guideline cung ap dung trén mot nguwoi bénh.

Guideline don bénh dwa trén lat cit ngang. Nhung da bénh man tinh phtrc tap can div lieu
chubi thoi gian dé nhan dién xu huéng, vong xoén va ctra sé co hoi.

Bang chirng quéc té xac nhan diém dit gay nay da dugc trinh bay chi tiét trong Tai liéu A.3 (Khoang tréng
HOW toan cau) va Tai liéu B.5 (Enabling conditions), bao gom: Barnett va cong sw (Lancet 2012) vé quy md da
bénh ly, NICE NG56 Vvé gi¢i han guideline don bénh, Hughes va cong su (2013) vé ganh nang diéu tri tich Iy,

Muth va céng sw

(2019) vé thiéu ho trg quyét dinh Iam sang, va nghich ly guideline khi bén dén bay bénh nang

cung xung dot trén mét nguwdi bénh.



4. Khung ba I&p WHAT - HOW - DATA-to-operate

M6 hinh Vién Gut khong thay thé EBM — n6 hoan chinh EBM bang cach thém hai I&p con thiéu. Ba lép nay
khong thé tach réi — chiing tao thanh mét khung tich hop duy nhét cho phép cham séc ¢ cau tric, cé truy vét,
va c6 thé kiEm chirng trong da bénh man tinh phtrc tap. Binh nghia chi tiét tirng 1&'p: xem Tai liéu A.2.

4.1. L&p WHAT — Guideline va bang chivng (da cé, can dworc té chive lai)

WHAT la toan bd tri thiec y hoc dwoc xay dung qua chudi EBM: dich diéu tri, thuéc Iwa chon, nguéng can thiép,
tiéu chi danh gia [1]. Pay la I&p ma 'y hoc hién dai da dau tw nhiéu nhét va xay dwng tot nhat.

Théach thirc cia WHAT trong da bénh khéng phai thiéu guideline — ma la to chirc lai WHAT tlr nhiéu guideline
don bénh thanh mot ban dé wu tién lam sang co cau tric cho tirng bénh nhan cu thé. Pay la cong viéc cla
HOW.

4.2. L&p HOW — Van hanh lam sang cé cau tric (Iép con thi€u trong EBM)

HOW la I&p md ta cu thé cach WHAT duoc thuc thi trong thue tién |am sang: ai lam gi, khi nao, dua trén
ngudng nao, v&i SLA phan hoi bao lau, va khi nao kich hoat van an toan. Bay la I&p ma EBM hién tai khong cé
—valalédp ma M6 hinh Vién Gut da xay dwng trong 18 nam thwc hanh.

Trong Phan B, HOW duoc thao tac héa thanh: Clinical Conductor (bac st nhac tredng lam sang) diéu phoi toan
bo (B.1, B.2); phan tang xanh-vang—do (B.1); ké hoach diéu tri 4 giai doan (B.2); diéu kién can va da dé gilr
clra s6 co hdi (B.3); khung nang lwc tham gia ngudi bénh (B.4); gidi xung dot bénh—bénh / thuéc—bénh (B.5).

4.3. Lop DATA-to-operate — Di¥ liéu doc kich hoat quyét dinh

DATA-to-operate khéng phai di liéu nghién ctru — do 1a di¥ liéu 1am sang doc theo thoi gian, dwoc thu thap co
cau trac, va duoc str dung dé kich hoat quyét dinh HOW trong thi gian thuwe. Day la I6p két néi WHAT (biét
can dat gi) véi HOW (biét phai lam gi ngay bay gio) [3].

Trong Phan B va C, DATA-to-operate hién dién qua: 16i can lam sang toi thi€u tao di¥ liéu nén (B.1); di¥ liéu
theo pha kich hoat chuyén giai doan (B.2); chudi thoi gian xac dinh cira s6 dang mé hay dong (B.3); dit liéu
tuan thd va nang lwc nguoi bénh (B.4); ngwdng kich hoat van an toan (B.5); di¥ liéu siéu am caliper mm?2 kiém
chirng crystal-free (C.1); di¥ liéu eGFR chubi thoi gian kiém chirng bao ton than (C.2); dit liéu BNP/EF kiém
chirng giam mat bu tim (C.3); di¥ liéu Child—Pugh/Fibroscan kiém chirng tai bu xo gan (C.4).

5. Tai sao ba I&p phai tich hop — khéng thé van hanh

riéng lé

Ba I6p WHAT-HOW-DATA-to-operate khong phai ba cong cu doc lap. Ching la ba I&p ciia mot hé thdng duy
nhat — va bat ky I&p nao thi€u cling lam toan bd hé théng khéng hoat ddng duoc trong da bénh man tinh phic
tap.

Thiéu I&p nao? Hé qua Minh hoa lam sang

s A N ~_ Bénh nhan gut + CKD G4 + suy tim:
Thidu HOW WHAT nam trén giay, khéng chuyén

Thi€u DATA-to-operate

Thiéu WHAT

hoa thanh hanh ddng tich hop

HOW van hanh mu, quyét dinh dua
trén |4t ct don &

HOW + DATA van hanh khoéng c6
chuan muc, quyét dinh theo cam
tinh

ba guideline xung dét, khong ai diéu
phoi, mat clra sd co hoi
Clinical Conductor khdéng thay

eGFR dang trwot doc, kich hoat van
an toan mudn, bénh nhan mat bu

Khéng xay ra trong M6 hinh VG —
WHAT luén duwoc gilr nguyén ven ttr
guideline quoc té



6. Lién két véi bon dich kiém chirng
Khung WHAT-HOW-DATA-to-operate la nén tang van hanh cho ca bén dich kiém chirng — khong phai mot
dich nao trong so nay cé thé dat dwgc néu chi c6 WHAT:

C.1 Crystal- WHAT: T2T ha urat theo ACR/EULAR. HOW: Clinical Conductor phan pha diéu tri, quan tri

free da thudc an toan than—gan. DATA: siéu am caliper mm2 theo ddi doc tinh thé urat.

C.2 Bao ton WHAT: KDIGO 2024 quan ly CKD. HOW: giai xung dot thudc ha urat v&i chirc nang than,
than diéu chinh liéu theo eGFR. DATA: chudi thoi gian eGFR, creatinine, albumin niéu.

C.3 Giam mat WHAT: ESC 2021 suy tim. HOW: can bang loi ti€u—ha urat-bao vé than, nhip theo dai ting
bu tim cuwong khi BNP tang. DATA: BNP/NT-proBNP, EF, tan suat nhap vién cap ctru.

C.4 Taibu xo  WHAT: EASL 2018 xo gan mat bu. HOW: quén tri da thu6e tranh gan doc, diéu chinh
gan albumin, giam sat dong mau. DATA: Child—Pugh, MELD, Fibroscan, albumin chudi thoi gian.

7. Giéi han pham vi tai liéu

Tai liéu nay bao gdbm: phan tich chubi EBM hién tai va diém dit gay cu trac; trinh bay khung ba I6p WHAT-
HOW-DATA-to-operate nhw giai phap kié€n tric; lién két khung ba I&p véi bén dich ki€ém chirng.

Tai liéu nay khéng bao gdm: dinh nghia chi tiét ba I&p (xem A.2); bang chirng qudc té vé khoang tréng HOW
(xem A.3); thuat nglr van hanh chi tiét (xem A.4, A.5); quy trinh van hanh cu thé (xem B.1-B.5); bang chirng
lam sang trén co quan dich (xem Phan C).

8. Vi tri trong hé thong tai liéu Vién Gut

Tai liéu A.1 1a khung ly thuyét trung tdm ctia Phan A. N6 dat nén tang cho toan bo bé tai liéu bang cach chi ra
diém dit gay céu tric trong chudi EBM va trinh bay khung ba I&¢p nhw giai phap. Vi tri: A.0 (tuyén bd kién tric)
~ A.1 (khung EBM — tai liéu nay) — A.2 (dinh nghia ba I&p) — A.3 (bang chitng khoang tréng) — A.4-A.5
(thuat ngtr). Phan B trién khai HOW + DATA-to-operate thanh quy trinh van hanh. Phan C kiém chirng két qua
trén co quan dich.

9. Két luan

Chubi EBM la thanh twu vi dai ciia y hoc hién dai — nhwng chubi nay duoc thiét ké theo logic don bénh. Khi d6i
trong la bénh nhan da bénh ly man tinh phirc tap — bdn dén bay bénh nang cung lic, da vong xoén bénh ly,
da xung dot guideline — chudi EBM gap diém dit gay cau tric & budc ap dung: biét WHAT nhung khéng co
HOW dé t6 chirc, khong co6 DATA-to-operate dé dan duong.

Khung WHAT-HOW-DATA-to-operate clia Mo hinh Vién Gut khéng phai san pham ly thuyét. Bay la két qua
hé théng héa tir 18 nam thwc hanh Iam sang tich hop — noi ba I&¢p da dwoc xay dwng, van hanh va kiém
chirng trén hang nghin bénh nhan da bénh Iy man tinh phirc tap. Phan B cla bo tai liéu mé ta chi ti€t cach HOW
va DATA-to-operate dwoc thao tac hda thanh quy trinh van hanh. Phan C kiém chirng két qua trén bon co
quan dich.

Tai liéu tham khao
Nén tang EBM va chudi bang chirng
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