Thu nghiem lam sang

VO THANH LIEM
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Muc tieu
> Phan biét thir nghiém cong dong va thir nghiém 1am sang
> Giai thich mot sb that ngit dic tinh ctia thir nghiém 1am sang.

> Phan tich uu — khuyét diém cua thict ké thir nghiém 1am sang véi
nhom chirng ngau nhién cac nhanh song song.
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‘ Nha nghién ciru cé chi dinh yéu to
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Phin bé ngdu nhién Nhém so sanh?
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Nghién clru mé ta

Nghién ciru
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adi chimg khéng aéi chirng

Chiéu theéri gian

Phei nhiém va két qua

Phoi nhigm —»  Két qua Ket qua <«—Phoi nhiem cing mot théri dibm

Hinh 1: Céc thiét ké nghién ctru dich té hoc phé bién’

Khai niém va thuat nglt co ban sir dung trong cac nghién ctru khoa hoc sirc khoe dinh lugng — truong
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Nghién ctru thwe nghiém (Experimental study)
> Thé nghién ctru truc tiép, chi dong
> Panh gi14 hiéu qua - anh hudng

i > So sanh bién c¢b gitta nhom can thiép/ nhém chimg

> C0 2 nhanh

\ o Thir nghiém céng dong (community trial)

o Thir nghiém lam sang (clinical trial)




” T(K)ng quan

Thir nghiém cong dong (community trial)
> Pinh nghia *
° Nghién ciru thye nghi¢m trong do cac nhém nhan dwgc can thi¢p la cac cong
dong chwr khong phai la cac ca the Dang nghlen ctru nay thich hgp dé danh gia

hi€éu qua cuia cac can thi¢p thay d6i hanh vi, cdi thién diéu kién kinh te, van hoa,
xa hoi, moi truong...

‘ > Dac tinh

} o Poi twong can thiép = cong dong

{ o Can thiép qui m6 cong dong = chinh sach, chwong trinh, cong nghé, ...
L > Pon vi khao sat (Idy thong tin): cng dong + ca thé

| o Chi s6 khéo sat trén cong dong (ty 1¢ tiéu chay tai cong dong)

i Khai niém va thuat nglt co ban sir dung trong cac nghién ctru khoa hoc sirc khoe dinh lugng — truong
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T(K)ng quan

Thwr nghiém lam sang (clinical trial)
> Pinh nghia *

o Nghién ciru thuwe nghiém vé hiéu lue, hi€u qua 1am sang caa can thi¢p. Thir
nghiém lam sang thwong dwgce tien hanh tai co s¢ y té hoac phong thi nghiém

> Pac tinh
> Poi twong can thiép = ca thé (bénh nhan, dong vat thi nghiém), té bao
o Can thi¢p khu tra = bénh vién, phong thi nghiém...
- Pon vi khio sat (1ay thong tin): ca thé, té bao
o Chi s6 khéo sat trén ca thé: song- chét, thoi gian bénh, ...

Khai niém va thuat nglt co ban sir dung trong cac nghién ctru khoa hoc sirc khoe dinh lugng — truong
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 Thir nghiém lam sang

Nghién ctru y khoa: phuc vu con nguwoi

> Theo muc dich > Theo phuong phap
o X4c dinh yéu té nguy co (YINC) > Nhanh song song (parallel)
o Dw phong YTNC, bénh > Nhom chéo (Cross over)

Can thiép phoi hop (factorial)

Loai bé ngiu nhién (randomized
withdrawal approach)

Thich ing (adaptive)

TAm soat sém YTNC
Picu tri

o
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Phuc hoi chirc nang — cham sdéc giam
nhe

o

o

Thir nghiém thudc




Thir nghiém l1am sang

Dac tinh
; > Ngau nhién

‘ o = Poi twong nghién ciru dwgc phan bé ngau nhién vao cac nhém can thiép khac
‘ nhau

> Nhom ching

‘ o = nhom khong c6 can thiép (nhém placebo) hodc nhom dwge sir dung phwong
. phap can thi¢p thwong qui (duwgc cong nhan)

> Nhom can thi€p

o =nhém cé can thiép (sir dung thudc, phoi nhiém...) & bat ky cac mirc do




. Thir nghiém lam sang

Dac tinh
> Thuc nghiém mao

° =Nghién ctru thuc nghlem trong do phuwong phap lam mu khong dwgc ap dung.
Moi ngudi déu biét ai dwoc nhan can thiép va ai thudc nhom doi chirng

o Phu’O’ng phap lam mu don

= Nghién ctru thue nghiém trong dé doi tuwgng bi nghién ciu khong biét minh
thudoc nhom nao (nhom can thiép hay nhom doi chu’ng)

> Phuong phap lam mu doi
° = Nghién ciru thye nghi¢m trong do ddi twong nghién ciru va’hoac nguoi tién

‘ hanh can thi€¢p, nguoi danh gia két qua khong biét vé phan nhom can

; thiép/ching

f > Phwong phap lam mu ba

° = Nghién ciru thyc nghiém trong do ddi twong nghién ciru va’hoac nguoi tién
hanh can thiép, ngudi danh gia két qua khong biét vé phan nhém can
thi¢p/ching, ngwoi phan tich so li€u khong biét vé muc dich cua nghién ciru
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 Thir nghiém lam sang

Thir nghiém thuoc
o Glal doan I: Duogc 1y 1am sang va doc tinh (Phase I trial)
o => tinh an toan, xac dinh liéu sir dung thich hop
> =>trong labo, trén miu md, dong vat
o Giai doan II: (Phase 1l trial)
o => hiéu lwc, tinh an toan trén mau nhé
‘ o => trén nguoi tw nguyén, nghién ciru dac thu (sequential design)
} o (G1a1 doan III (Phase III trial)
{ o => hiéu lwc, tinh an toan trén mau lén, da dang
L o => thwong thay- bdo céo
| > Giai doan I'V: Nghién ciru thuoc trén thi truong (Phase IV trial)
o => da dwgc phé duyét cho sir dung
o => ghi nhan ban ing phu, khong mong mudn, bién chirng

o => kéo dai nhiéu nam




Thir nghiém l1am sang

Cac phwong phap
> Nhanh song song (parallel)
, > Nhom chéo (Cross over)
| > Can thiép phdi hop (factorial)
} > Loai bd ngau nhién (randomized withdrawal approach)
' > Thich irng (adaptive)




~ Nhanh song song

Phwong phap
o Thuong dung nhat
> Phan nhém (2 hoac nhicu)
> Phuwong cach can thi¢p khac nhau
‘ o Nhém chirng khong diéu tri
> Nhom chirng gia dwoc
o Nhom can thi€p

Uu diém

> Bénh chua c6 thubc chira
Khuyét diém

> Van dé y durc

> Van dé gay nhiéu, bo diéu tri, ...

> Khong lam mu trong mdot s6 tinh hudng




W Nhdm chéo

Phwong phap

Wash out
A period &
{
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° 2 nhom:
$- > Nhém AB : diéu tri A truée B sau
1hE o Nhoém BA: diéu tri B truéc A sau

o (31a1 doan loai bo hi¢u rng thu6c (Wash out period)
oy > Pt dai dé hét hiéu lwc thudc
i o Vén dé theo déi — diéu tri




~ Nhém chéo

Uu diém
c Bénh man tinh
> Khéng ché yéu t6 nhiéu

- Khuyét diém
> Hieu 'ng chéo AB >< BA
> Giai doan loai bé thudc du dai?
> Khong dung duoc:
> Bénh cap tinh
> Bénh mién dich, vaccine

o Hiéu trng thudc — tac dung phu dai han




 Can thiép phéi hop

Phwong phap

Thudoc A+ B

Chi c6 thudc B

Chi c6 thudc A

Khong cé thudc

> Chia 4 nhom ngau nhién (bién thé 3 nhom)




 Can thiép phéi hop

Uu diém

z > Panh gia cung luc 2 thudc
\ > Phat hién tuong tac thudc
it ] > Tranh van dé y dirc

Khuyét diém:
> Thiét ké phuec tap
> Thong ké phirc tap

> Dién giai két qua doi khi khong thé vi twong tac thudc.
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Loai bo ngau nhién

Phwong phap
On Ph’é.n
— — nhqm
ngau

nhién

o Cung c6 giai doan sir dung thude
o Phan tich ty 1¢ that bai 6 nhdm ching
o C6 thé chuyén nhom néu thay that bai (van dé y duc)




H “ ° ? n oA
i Loai bo ngau nhien

Uu diém

! > Phu hop xac dinh thoi gian dung thudc

\ > Phu hop néu khong c6 phuong phap can thiép thuong qui
i > Thong ké don gian

Khuyét diém:
> Thiét ké phurc tap
> Hiéu luc cha thudce




" Thich tng

Phuong phap:
> Thiét ké toi uru dya vao xac suat
° Panh gia lién tuc gia thuyét HO, H1 tuong ung voi bang ching
cO dugc tur sO lieu ghi nhan => hi€u chinh thiét ké
> Van dam bao gia thuyét ban dau, tinh nghiém tac khoa hoc

\ Cac thé nghién ciru

) > Maximum information design
- N-adjustable design

[ > Sequential design

‘ > Drop-losers design

> Adaptive randomization design




~ Thich ing

U'u diém
> Nguy co cho ngud1 bénh thép
> Chi phi thap
> Uu tién bénh hiém, s6 lugng mau thap

o Thuoc co liéu doc tinh thap (nguy co ngd doc cao), hicu luc cua
thudc can thoi gian dé biéu hién

Khuyét diém:
> Thong ké phurc tap — danh gia lién tuc, tinh lai gia thuyét

> Can nghiém thc trong thong ké tranh vi pham gia thuyét ban dau




~ Thich ing

U'u diém
> Nguy co cho ngud1 bénh thép
> Chi phi thap
> Uu tién bénh hiém, s6 lugng mau thap

o Thuoc co liéu doc tinh thap (nguy co ngd doc cao), hicu luc cua
thudc can thoi gian dé biéu hién

Khuyét diém:
> Thong ké phurc tap — danh gia lién tuc, tinh lai gia thuyét

> Can nghiém thc trong thong ké tranh vi pham gia thuyét ban dau




Any questions?




