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Tom tat

Y hoc chung cir ra doi tir giita thé ky 20 va dang phat trién manh mé trong thé ky 21. Y hoc
chung cir 1a mot céch tiép can dé thuc hanh y té, nham muc dich t6i wu héa viéc ra quyét dinh,
bang cach nhan manh viéc sir dung cac bang ching tir cc nghién ctru dwoc tién hanh tot voi thiét
ké t6t. Mic du tat ca cac loai thudc dya trén khoa hoc déu c6 mot mire do hd trg thuc nghiém, Y
hoc chung cir con c6 thé dua ra cac khuyén c&o manh mé hon, phén loai chimng ¢ bang siic manh
nhan thirc luan caa né va yéu cau chi nhitng loai manh nhét (tir cac phan tich meta, tong quan hé
thdng, va cac thir nghiém ddi chirng ngau nhién) cac loai yéu hon (chang han nhu tir cac nghién
ctru ddi chung) cé thé chi mang lai cac khuyén cdo yéu. Chuyén dé nay sé diém qua: Cac loai
hinh nghién ciu khoa hoc, nghién cuu y hoc va y dugc hoc ching cir cing cac budc thir nghiém
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Su nghéo khé dén tir nan doéi-thiéu nha &, ca hai déu 1a ké c6
kha ning giét nguoi (potent killers) - nghéo hiéu biét trong
d6 ¢6 nghéo vé kién thuc y hoc ciing gop phan mét cach co
¥ nghia. Y hoc dua vao bing ching (Evidence Based
Medicine - EBM) ¢6 muc dich 4p dung bang chirng tt nhat
¢6 duge tir phuong phap khoa hoc dua ra quyét dinh 1am
sang. Panh gia d6 manh vé ching ct ctia cac yéu td nguy co
hodc lgi ich cta diéu tri va chin doan dem lai hiéu qua cho
nguoi bénh. Sau day cac loai hinh nghién ctu khoa hoc.
nghién ctru y hoc va y dugc hoc ching cur cuing cac budc thur
nghiém lam sang sé& lan luot dwoc diém qua.

1. Céc loai hinh nghién ctu khoa hoc va nghién
cuu y hoc
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1.1 Khai quat vé& nghién ctru khoa hoc va nghién ciru y dugc
hoc

1.1.1 Mot s khai niém chung: Khoa hoc 1a mdt tri thirc vé
moi qui ludt cta vat chét va su van dong cua vat chét, qui
luat cla ty nhién va xa hdi. Khoa hoc 1a mét hoat dong xa
ho6i nham tim toi, phat hién qui luat dé sang tao ra nguyén Iy,
cac giai phap tac dong vao cac sy vat hodac hién tugng nham
bién dbi trang thai cua chung. Khoa hoc 1a mot hinh thai y
thire x4 hoi, khoa hoc ton tai, mang tinh ddc lap, thay ddi voi
cac y thire hinh thai xa hoi khac (triét hoc Mark).
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Hinh 1. So d loai hinh khoa hoc va y hoc

1.1.2 K§ thuat va cong nghé: Cong nghé 1 hoat dong dé giai
quyét van dé k¥ thuat (giai phap, phuong tién, kién thirc). K§
thuat 1a kién thic kinh
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nghiém, k¥ nang c6 h¢ théng st dung, ché tao san phém hoac
san xuAt.
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1.1.3 Nghién ctru khoa hoc: 1a tim thugc tinh ban chét nham
nhén thirc va céi tao thé giéi khach quan.cua tri thic thuong
nghiém va tri thuc khoa hoc nhu khai ni€ém, pham tru, qui
lut, dinh luat, tién d&, hoc thuyét,

1.1.4 Pao duc trong nghién ctru khoa hoc: Viéc lam dung cac
dbi twgng con nguoi trong nghién ciru khong phai 1a méi.
Tuy nhién, sau nhfmg cudc tan bao y khoa ghé tom ctia Buc
qudc xa trong Thé chién II cudi cing da duoc phoi bay va
danh gia ta1 Nuremberg, ¢6 vé nhu cac qudc gia va cac t6
chirc toan cau d ghi nhan va dua ra nhimg hudng dan vé dao
dtre 6 dién cho viée str dung cac dbi tugng con nguoi trong
nghién ctru. Tuyén bb Helsinki. ban dau dugc thong qua vao
thang 6 nam 1964 tai Helsinki, Phan Lan va tir d6 d4 trai qua
7 lan sira d6i (1an gan nhat tai Dai hoi dong vao thang 10 nim
2013) va hai 1an 1am 13, ting dang ké tir 11 doan nam 1964
dén 37 trong phién ban 2013. Tuyén bd 1a mot tai liéu quan
trong trong lich sir ctia dao dirc nghién ciru vi né 1a nd luc
dang ké dau tién ctia cong dong y té ty didu chinh nghién ciru
va tao co s¢ cho hau hét cac tai lidu tiép theo [1]

1.2 Cac loai hinh khoa hoc:

Bang 1. Khac nhau gira khoa hoc va cong nghé

Khoa hoc Cong nghé

Diéu hanh céng nghé
mang tinh xac dinh

Nghién ciru khoa hoc
mang tinh xac suat

Hoat dong khoa hoc luén | Hoat dong cong nghé 1ap
d6i mai khong 1ap lai lai theo chu ky

San pham dinh trude theo

an pham khoé dinh trug ny
San pham kho dinh truée thidt ké

San pham tuy thudc vao
dau vao

San pham dic trung mang
théng tin

Lao dgng linh hoat va

i , Lao dong theo qui dinh
mang tinh sang tao cao

C6 thé mang muc dich tu | C6 thé khong mang muc
than dich tu than

Phat minh khoa hoc ton tai|Sang ché bi tiéu vong theo
mai véi thoi gian lich sir tién bd khoa hoc

1.2.1 Khai niém chung: Dya vao chung loai san pham tir
nghién curu khoa hoc.

1.2.2 Ba loai hinh nghién ctru khoa hoc:

-Nghién ciru co ban: Ban chét, qui luat 1a nghién ciru thuan
tuy: Tim ban chat, qui luat

Nghién ctru co ban dinh hudng cé 2 loai: Nghién cttu co ban
dinh hudng nén tang: quan sat, do dac, mo ta strc khoé cong
dong va nghién ciru co ban dinh huéng chuyén dé: Gene di
truyén.

-Nghién ctru tmg dung: giai phéap, td chire, quan 1y.

-Nghién ciru trién khai: 1dy vat mau trong Phong Thi nghiém-
Dai tra - Phat minh sang ché

2.Y duogc hoc chung cu: [2]

Y hoc dwa vao bang chimg (EBM) ¢6 muc dich ap dung bang
chimg t6t nhit c6 dugc tir phuong phép khoa hoc dua ra
quyét dinh 1am sang. Panh gia d6 manh vé ching clr cua cac
yéu td nguy co hoic loi ich ciia didu trj va chan doan. Vi day
1a loai hinh khoa hoc tng dung c6 thé 4p dung cho cac linh
vuc khac nhu nganh ring, diéu dudng, tam 1y. Trong thyc
hanh dya trén bang chimg tim cach dé lam sang t6 muyc dich
chinh cua phuong phép nghién ctru khoa hoc va ap dung
nhiing phuong phap nay dé dam bao c6 su tién luong chinh
xac nhit cua két qua phep diéu tri ngay ca tranh luan tiép tuc
vé két qua mong mudn. “Y hoc ching ctr 1a sy 16ng ghép
bang chimg nghién ctru tot nhat véi trai nghiém 1am sang va
thuc trang bénh nhan ” — theo Dave Sackett. Ba nhém sau
day co lién quan mat thiét voi nhau: Y hoc dwa vao ching cir
(EMB); Thyc hanh 1am sang dwa vao bang chimg (Evidence
Based Clinical Practice -EBCP) va Diéu tri dya trén bing
ching (Evidence Based Treatment-EBT). Diéu tri dua trén
bang ching (EBT) 1a mot cach tiép can ma cd gang dé xac
dinh cach thirc ma cac chuyén gia hodc ngudi ra quyét dinh
khac béng cach xac dinh chiing ctr nhu vay cho mét thuc té
va danh gia theo cach khoa hoc co thé c6 duoc. Muc tiéu la
dé loai bo tap quan khong lanh manh hodc qua rii ro dé co
nhiing két qua t6t hon. Truong hop EBT duoc 4p dung, nd
khuyén khich cac chuyén gia str dung ching ctr tot nhat co
thé, vi du, cac thong tin thich hop nhit hién c6. Ung dung y
hoc chirng ctr 1a qué trinh lién tyc vi nhitng thong tin y hoc
lién tuc dugc cép nhat theo sb luong va nhitng két qua cua
nhiing cong trinh nghién ctru méi, dic biét 1a nhitng két qua
tir cac cong trinh danh gia lai c6 hé thong (systematic review)
ma trudc day chua thyc hién dugc do chua du thong tin.
Ngoai ra, phuong phap hoc theo van dé cua y hoc chimg cir
rat phit hop trong bénh vién, vi rat nhidu van dé nay sinh khi
tiép xuc v6i bénh nhan Pay 1a cach hoc rét thiét thyc va hidu
qua trong chuong trinh hoc héi lién tuc trong bé&nh vién.

2.1 Do manh cta y hoc dya vao chirng cur:[2]

Nam 1989, T6 cong tic Co quan Dy phong Hoa Ky
(Preventive Services Task Force-USPSTF) dua ra mirc sau
day:

Mikc I: Bang ching thu duge tir it nht mot thir nghiém d6i
chimg ngau nhién dwoc thiét ké hop ly.

Mike d¢ 11-1: Bang chung thu dwoc tir thir nghiém dbi ching
dugc thiét ké tét ma khong can ngau nhién.

Mike dp II-2: Bang chimg thu duoc tir cac nghién ctru thuin
tap duoc thiét ké tot hodc cac nghién ctru ddi chung, tot hon
1a tir nhiéu trung tim hodc nhom nghién ciru.

Mikc d¢ 1I-3: Bang ching thu duoc tir thiét ké hang loat ca
qua thoi gian c6 hodc khong c¢6 sy can thiép. Két qua dang
ké trong cac thir nghiém khong ddi chimg duoc ciing c6 thé
dugc coi 1a loai bang chiing nay.
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Nghien cuu da trung tam
Phan tich meta

Nghien cuu mu doi
nhom chung

Nghien cuu doi chung
/ﬁgﬁl cun ca hiem-hang loat \

/ Y kien chuyen gia \

/ Nghien cuu phong lab-dong vat

Hinh 2. Thap biéu dién nghién ctru — phan tich d6 manh

Mike dg IT: Y kién clia cac co quan c6 tham quyén, dya trén
kinh nghiém l1am sang, cac nghién clru mo ta, hodc cac bao
cdo cua cac uy ban chuyén gia.
Theo Co quan Strc Khoe qudc gia Anh Qudc ¢6 4 loai:
1. Mirc A: Thir nghiém 1am sang thuan tap, ngau nhién, ddi
chung,

quyét dinh 1am sang dua trén quan thé khac nhau.
2. Mirc B: Hdi ctru thudn tap, bénh ching.
3. Mtic C: Nghién ctru bénh ching.
4. Mtrc D: Y kién chuyén gia.
Nhu vay chiing ta c6 thé xép y hoc chimg ctr thanh 4 mic:
1. Manh nhat: Thir nghiém 1am sang ngau nhién, ddi chimg,
thuan tap.
2. Manh: Thir nghiém 1am sang d6i chimg
3. Trung binh: Thir nghiém 1am sang qua hang loat ca
4. Yéu: Y kién chuyén gia qua mot vai ca dya vao y hoc co
s0.
Chd thich thap phan hang d6 manh chimg cir tir day dén dinh:
- Tang day: Nghién cuu dong vét va nghién ciru trong labo.
- Tang 1: Chimg cir yéu. Quan diém, kinh nghiém c nhan.
- Tang 2: Chumg ctr trung binh, tir cac cong trinh nghién ctru
khong thuc nghiém c6 thiét ké nghién ciru t6t. Nghién ciru
hang loat ca bénh. Nghién ctru ca bénh dién hinh.
- Tang 3: Chimg ctr manh, tir cdc cong trinh nghién ciru thyc
nghiém c6 thiét ké nghién ctru tot, c6 dbi ching.
- Tang 4: Chig ctr manh nhit tir cac cong trinh nghién ctiru
thuan tap
- Tang 4a: Chirng cir manh nhat, tir it nhit 1 cong trinh nghién
ctru ¢6 ddi chimg, ngau nhién (Randomised controlled trial)
trong nghién ciru thuan tap.
- Tang 4b: Chirng ctr manh nhét, tir it nhét 1 cong trinh danh
gia c6 hé thong ( systematic review) trong nghién ctru thun
tap
2.2 Dugc bang chung tai cic nudc dang phat trién
(Evidence-based pharmacy in developing countries) [3]

Su nghéo kho dén tir nan déi-thiéu nha &, ca hai déu 1a ké co
kha ning giét nguoi (potent killers) -nghéo hiéu biét trong d6
¢6 nghéo vé kién thuc y hoc ciing gop phan mét cach co y
nghia. Thuc hanh dugc dya vao bang chimg 1 cach lam giam
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thiéu nhitng van dé nay-internet 1a tién loi nhat giup giai
quyét vé nghéo kién thirc. Chuong trinh thude thiét yéu 1a
mdt budc tién bo 16n gitip tién dén hi¢u qua trong diéu tri
nguoi bénh..

Nhiéu nuéc dang phat trién c6 chinh séch vé thudc theo
khuyén cao To chirc y té thé giéi (TCYTTG) nhu chinh sach
vé thudc cua Indonesia 1983 theo cac muc tiéu sau: Bao dam
tinh kha thi vé nhu ciu thudc coa dan chung; Cai thién sy
phan phdi thudc trén toan thé dan chung; Dam bao tinh hi¢u
qué, an toan, gia tri cua thudc dé sir dung hiéu qua tir trung
wong dén dia phuong; Bao vé cho dan ching khong sir dung
sai hay lam dung; Phat trién kha ning dugc ty chu trong
nudc theo sy phét trién kinh té cta qudc gia. Dé dat duoc
nhiing diéu nay Indonesia da trii qua nhitng thay d6i : Danh
muc thudc thiét yéu-bd sung theo thoi gian; Danh muc thude
generic cta khu vuc cong thong qua Hoi dong thude va didu
tri cua bénh vién theo Nghi dinh 1989. Bénh vién huyén-
trung tam cham soc stic khoe dya vao danh muyc thudc thiét
yéu. Phan 16n thubc dwoc cung cip bodi 3 cong ty cua nha
nude. Co khoa hudn luyén vé quan 1y va st dung thude theo
danh myc ciia cac tuyén dén nhan vién. Quan ly chét lugng
thude tr trung wong dén tinh phai ting cuong. Bénh vién
hudng déan str dung thude theo tuyén —sach huéng dan chan
doan va diéu trj sir dung khang sinh theo tuyén Thudc gdc
phai dwoc cung cung cip va kha thi vé gia cho cac dbi tuoc
¢6 thu nhap thap.

Ngi dung vé duwoce bang chimg tai cdc nueée dang phdt trién:
e Khuyén khich ké don diéu trj can nguyén-theo ddi diéu tri-
can dit liéu vé thir nghiém 1am sang- cap nhat ching cir-phdi
hop nhiéu thudc phai than trong.Nén chii y dén gia thanh
trong diéu tri. Indonesia nghién ctru 50% tré em va 75% trén
5 tudi dén diéu tri tai tram y té nhan it nhat mii tiém. Tiém
c6 thé 1a khong can thiét. Tiém anh hudong dén da-co (teo co
delta) va suy dinh dudng. Trinh dugc vién cac cong ty duoc
va bac si ké don 1am ting sir dung thudc ¢ thé noi chua cn
thiét. La hau qua cua sy khang khang sinh.

eDiéu tri cin nguyén: Nhiéu bénh nhan nghéo mua thudc
ting ngay khi khong c6 tién khong mua dwoc thude khong
tuan thu diéu tri nhat 14 bénh lao, cui... Can nhic sir dung
vitamine dé gitip ngudi nghéo giam chi phi diéu tri

e Khai niém vé danh muc thudc thiét yéu va danh muc: Theo
alphabet 27 nhém. Vi du P-Paracetamol: dang vién-dat-
sirop. Khao sat sir dung thudc nay cho thiy: Nhu cau thube
diéu tri NNTs (numbers needed to treat) gia ting nhung
chimg minh 14 khong cin thiét nhat 1a ngudi nghéo.

e Thong tin cong khai trong cong dong: khong nén dung
thude tiém khi co thé ding duong udng-khdng ding khéng
sinh bira bii —phai theo don thudc béc si. Thong tin phan hoi
tir nghién ciru tai dia phuong dén cac béc si, nhan vién y té
ciing nhu cong chung nhur viée khong can sir dung khang sinh
trong mot s6 bénh tidu chay, viém ho hép..
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e Thudc ting: TCYTTG khuyén céo (2005): chon loc thude-
chit lugng-bao bi nhan g6i —thdng tin va quan 1y.

e Thyc hanh dugc ching ctr: Duoc 1am sang khuyén céo nén:
- Sép xép theo nhom tac dung hon 1a alphabet.

- Khoang d6ng lanh nén du chd.

- Thudc dong goi dé ngoai canh giac véi chudt.

- Thudc ngoai trii vé bao bi nhan-hudng dan sir dung trong 1
tudn cho bénh nhén chua thyc hién hoan chinh vé tuan thu
diéu kién cua thudc do bénh nhan.

- Phai than trong véi thudce da ra khoi goi.

- Céc to hudng dan vé thude rét it khi tim thiy- phai ¢6 trong
cac goi thudc. Dugc si hudng dan khong c6 mit thuong
xuyén mic dau nha thubc mé ctra 24/24 tai Mumbay-An Dg.

3. Céac budc thtr nghiém 1am sang (The phases of
clinical research)[4][5][6]

Bang 2. Cac giai doan cua thir nghiém lam sang(12-18 nam)

Giai doan I Xac dinh lidu lugng, an toan|20-100
: tac dung phu bénh nhan
Giai doan II X‘éc diph xem cac cﬁ)ﬂg trinh|{100-300
' ve thuoc nhu trén d€ quan ly |bénh nhan
Giai doan IIT Gia:tm séAt Sal‘l‘ kl}i tiép ;thi anh
hudng lau dai ctia thude

Thir nghiém 1am sang trén con ngudi chi c6 thé bat dau sau
mdt giai doan tién 1am sang, lién quan dén nghién ciru trong
phong thi nghiém (in vitro) va thir nghiém trén dong vat,
trong d6 da chi ra rang cac loai thudc thir nghiém dugc coi la
an toan va hiéu qua. Tuy nhién, khong c6 dong vat la du
tuong ty nhu con ngudi (ngay ca nhitng bién ddi gen) dé thyc
hién thir nghiém. Vi 1y do nay, cac loai thudc thir nghiém
cling phai dugc thir nghiém trén nguoi. Trude khi dugc phé
chuén dé dwa vao sir dung mot phuong phap diéu trj méi, hay
nhitng loai thubc va véc-xin phai trai qua qua trinh kiém
nghiém v cting nghiém ngit va c6 hé thong trén nhiing tinh
nguyén vién. Quy trinh nay duoc thiét ké dé danh gia mot
san phdm moi c6 thé dugc phé duyét dé sir dung rong ri hay
khong. Mdi thir nghiém 1am sang dugc thiét ké nham dap
g nhiing van dé dat ra trong nghién ctru. D6 1a sy bam sat
vao dé& cuong nghién ctru da duge xac dinh trude mot cach
chat ché nhim dam bao két qua chinh xac va an toan. Mdi
giai doan thir nghiém c6 muc dich khic nhau dé phat trién
mot loai thude hay mét véc-xin.

Giai dogn I: Nhiing nha nghién ctru kiém nghiém méot loai
thudc hay giai phap diéu tri dang trong qua trinh thir nghiém
trén mot nhom nho tir 20-80 nguoi dé lan dau danh gia d6 an
toan, xac dinh liéu lwong phu hop, theo doi nhitng dién bién
ctia hop chét bén trong co thé, va bit dau nhan biét tac dung
phu.

Giai doan II: Thubc hay giai phap diéu tri dang nghién ctru
duogc thtr nghiém trén mot nhdm bénh nhan 16n hon tur 100-
300 ngudi nham thu dwoc nhitng bang ching so bd ciia tac
dung va nham danh gia d6 an toan sau nay. Néu chimg ctt
thu thap vé tic dung va tinh rii ro c6 thé chdp nhan dugc,
loai thubc nay co6 thé duge chuyén qua giai doan nghién ctru
tiép theo.

Giai doan III: O giai doan nay thudc duoc kiém nghiém trén
mot sé lugng bénh nhan 16n hon khoang 1,000 — 3,000
ngudi, dé tiép tuc thir nghiém hiéu qua va theo ddi tac dung
phu ctia thude. Trong mot sb truong hop, két qua nay s& duoc
so sanh véi mot giai phap diéu tri chuan néu c6.

Giai doan IV: Sau khi mot loai thudc hay mot giai phap diéu
tri dugc phé duyét bodi cac co quan quan 1y nha nude va dugc
dua ra thi truong, tiép tuc nghién ctru d6 an toan va hi¢u qua
ctia thudc trong thoi gian dai hon va trén sb lugng bénh nhan
nhiéu hon. Cén tiép tuc nghién ctru nhitng chi dinh méi cho
cac san pham da dwoc cap phép luu hanh. Thong thuong c6
ca nghin nguoi tham gia vao giai doan thur nghiém IV nay.

4. Két luan

Y hoc dua vao bang chimg 1a co s¢ dé phat trién nghién ctru
y hoc mét cach bén vimng. Ap dung y hoc ching ctr dé dem
lai hiéu qua cho ngudi bénh mot cach t6t nhat. Tuy nhién can
biét han ché ciia van dé nay 1a sai s trong qua trinh nghién
clru.

Thuc hanh dugc dua vao béng chung 1a cach lam giam thiéu
nghéo hiéu biét trong dé c¢6 nghéo vé kién thuc y hoc. Vi
internet 13 tién loi nhat s& gitp giai quyét vé nghéo kién thirc.
Chuong trinh thudc thiét yéu 1a mot bude tién bo 16n giap
tién dén hiéu qua trong diéu tri ngudi bénh.

Mdi thir nghiém lam sang dugc thiét ké nhdm dép ung
nhiing van dé dit ra trong nghién ctru, dugc xac dinh trudc
mot cach chat ché nham dam bao két qua chinh xac va an
toan, c6 muc dich khac nhau dé phat trién mot loai thudc hay
mot vic-xin.
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Evidence- based medicine and evidence- based pharmacy in medical practice.
Duong Dieu
Faculty of Medicine-Nguyen Tat Thanh University

Abstract Evidence- based medicine was born in the mid-20th century and has been developed strongly in the 21st century.
Evidence-based medicine is an approach to medical practice aimed at optimizing decision-making by emphasizing the use of
evidence from well-conducted and well-designed studies. Although all science-based drugs have a degree of empirical support,
evidence-based medicine can offer stronger recommendations, classify evidence with its epistemological power, and the need
for only the strongest categories (from meta-analyzes, systematic reviews, and randomized controlled trials) to weaker types
(such as from case-control studies) with weak recommendations. This topic will address: Types of scientific research, medical
research and evidence-based medicine /pharmacy and 4 phrases of clinical research.

Key words Evidence- based medicine, Evidence- based pharmacy, Clinical trials.
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