THU NGHIEM LAM SANG
POI CHUNG NGAU NHIEN

(Randomized controlled trials)

TS NGUYEN NGOC RANG



TN LAM SANG DOI CHUNG

- Gia tri cao nhat ve y hoc chirng cr

 Xac dinh moi lién hé nhan-qua

. Kiém soat dwoc yéu to nhiéu khéng
do lwong dwoc



THIET KE LAM SANG bOI CHUNG

4 KHOI

Dan sé Can thiép — . )
N - KHONG KHO

PB ngau nhién

+ KHOI

- KHONG KHOI

Placebo —_—




TN LAM SANG DOI CHUNG

Tai sao phan bo ngau nhién?
- Tranh hiéu rng gia dwoc

- Tranh gay nhiéu

Tai sao mu doi?

- Tranh thién léch



CACH TINH cO MAU

Cong thire tinh ¢& mau cho két cuc la bién so lién tuc

2 (SD)?
n = (SD) .C (a, B)
D

Thé cac tri s6 (D=20: SD=10: C=7.9)

2 (10)7 7,9 =79
In = LY =
20
Bang 1. Hang sé C theoavap
Beta
Alpha (a) (F)

0.1 0.2 0.5
0.1 8.6 6.2 2.7
0.05 10.5 7.9 3.8
0.01 14.9 11.7 6.6




CACH TINH cO MAU

Cong thire tinh ¢& mau cho két cuc la bién nhi phan (hoic ti 1&)

P1(100 — P1) + P2 ('100 — P2)
(P2 — P1)?

Vi du: Mot nghién ciru dung gatifloxacin dé diéu tri thwong han so véi thuée ci
trudce day la ciprofloxacin. Cu thé ta xac dinh cac gia tr1 sau:

- Thuoc cii (Ciprofloxacin) hiéu hrc 80% (P1)

- Thudc méi (Gatifloxacin) hiéu e 90% (P2)

- Sai1 sot loai I (a)=0.05

- Sai s6t loai IT (B)= 0.20 hoic e mau (power)= (1-p)=0.80

-C(a.p)=17.9

.C (a,B)

I1 =

Thé vao cong thirc tinh ¢& mau
80(100 — 20) + 90 (100 — 90)
(90 — 80)2

n= 7,9

n =197.5 ( Can 197 d@oi twrong cho moi nhom)



PHAN BO NGAU NHIEN

Bang A Bang B
séthirty | RANDOM So ngau RANDOM Nhém
- nhién
1 =RAND() 1 0.57546 cT
2 0.732955 13 0.736366 CT
3 0.559934 15 0.755214 cT
4 0.325866 14 0.065018 C
5 0.541122 10 0.001581 C
6 0.566181 18 0.499797 C
7 0.678709 4 0.056378 C
8 0.808609 20 0.32811 C
9 0.555652 17 0451613 CT




PHAN TICH KET QUA

Per protocol vs Intention to treat

10 10

o e Perprotocol Intention-to-treat
dot qui dot qui

1090=0.11 20/100=0.20

RRR=0 45 RRR=0

201100=020 20/100=0.20
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