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. Xac dinh Van dé nghién ctru
. Thu thap thong tin

. Xac dinh Boi twong - Muc tiéu

. Thiét ké nghién ctru

. Lap Protocol nghién ctru
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1. VAN DE NGHIEN CUU




1. VAN PE NGHIEN CUU

** Van de nghién clru la sw khac biét gitra thuc te va ly
thuyét.

s Xuat phat diém cla van dé nghién ctwu:
® Quan sat thwe té 1am sang.
® Nghién ctru cac tai lieu triedc do.
® Y kién chuyén gia.

® Cac van dé nay sinh khi thong ké so liéu cua 1
nghién ctru tw trwdc.




1. VAN PE NGHIEN CUU

= Nén chon van dé nghién ctru:

® Van dé cap thiét doi véi nhu cau lam sang (Van dé
anh hwdong nhiéu bénh nhan...).

B Co6 kha nang thwc hién.

B Thol sw dang dwoc quan tam.

% Van dé nghién ctru t6t: Ung dung + Kha thi + M&i.

*k Van dé nghién clru ==> Cau héi nghién ctru. Cau
hoi nghién ctru cang don gian, cang cu the thi cang
dé thwce hién.
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s Bao gom c6 2 phan:

® Tham khao tai liéu qua y van: bai bao, tap chi,
luan van, luan an, sach giao khoa, ebooks...

® Tham khao y kién chuyén gia.




THAM KHAO TAI LIEU

% Van dé nay da dwoc nghién cru chwa ? Néu da dwoc
nghién cuu;

B Van dé nghién cu da dwoc gidi quyét dén dau.

B Nghién ctru cua ban cé gi méi hon.

** Phwong tién tim tai liéu tham khao: Medline, Uptodate,
Google ...

s Tim tai liéu tham khao qua nhiéu tl» khoa twong dwong
nhau: hyperglycemie = stress glucose = admission
glucose...




ONLINE

Pubfed [ UpToDate

National g~
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% Chuyén gia s& dwa ra cai nhin tdng quat vé mot van
dé sau nhiéu nam kinh nghiém lam viéc.

*« Chuyén gia co thé ly gidi dwgc mot so van de chua
dwoc dé cap den trong y van.

** Tham khao chuyén gia trong nuoc.

** Tham khao qua cac trang mang.

M@dscape Ca['d iQ | Qq y mn ok Current Problems in
EDUCATION b I I







% Doi twong nghién cu quyét dinh phan I&n sy thanh
bai cua nghién curu.

s Doi twong nghién clru can cu thé, ré rang:

® Tiéu chuan Iwa chon: nhirng bénh nhan cu thé nao
dwoc chon.

® Tiéu chuan loai trt: nhirng bénh nhan cu thé nao
knong dwoc chon.

» Két qua nghién ciru thu dworc ap dung cho tirng
doi twong cu the




POI TUONG NGHIEN CUU

= Doi twong nghién clru phai tra & cac cau hai sau:
® Ai (who), 1am gi (what), tai sao (why), khi nao

(when), & dau (where)...

% Nhiéu nghién ctu I&n tién hanh trén nhiéu loai doi
twong khac nhau ==> phan tich tirng nhém doi twong
& nhirng muc tiéu khac nhau.




MUC TIEU NGHIEN CUU

** Muyc tiéu nghién ctru 1a dich can dat dwoc sau khi
tien hanh nghién cuu.

s Muc tiéu nghién clru can:
B Xem xét dén tinh hiéu qud, hiéu suat khi ap dung.

B Xem xét dén dd an toan va kha nang chap nhan
kKhi ap dung.

® Muc tiéu nghién ctru can thuc té, rd rang.




MUC TIEU NGHIEN CUU

% GOm: Primary outcome va Secondary outcome

® Primary outcome: muc tieu chinh, muc tieéu quan
trong nhat cua nghién curu.

® Secondary outcome: ddi khi day la muc tiéu dé
“ctru vot” nghién clru khoi cac két qua “am tinh”.

% M6t nghién ciu tot: “Mét nghién clru chi tra 1o
mot cau hoéi lam sang cu the”

s M&i muc tiéu nghién clru can tinh c& mau riéng.




MUC TIEU NGHIEN CUU

Co 2 dang muc tiéu nghién ctru ngwoc nhau:

® Primary outcome la tw B Primary outcome Ia

vong do moi nguyén tdbng cac bién co tim
nhan. mach (t¢ vong, tai
nhap vién, dot quy, suy

® Secondary outcome la .
tim...).

tbng cac bién co tim
mach (t&r vong, tai B Secodary outcome Ia
nhap vién, dét quy, suy tlr vong do moi nguyén
tim...). nhan.




DANG THU 1

End Points
The primary end point of the study was death from any cause.

Secondary end pomts mcludcd dcath from cardiac causes, hospl-
talization for cardiac causes, the combined incidence of death
from cardiac causes or hospltaluatlon for cardiac causes, and a
change in the NYHA class. The effect of spironolactone was also
assessed with the use of six prerandomization variables: left ven-
tricular ejection fraction, the cause of heart failure, the serum cre-

atinine concentration, age, the use of ACE inhibitors, and the use
of digitalis.

'he NEW ENGLAND JOURNAL of MEDICINE

Nghieén cru RALES N Engl J Med 1999:341:709-17




DANG THU 2

with a lower rate well below the patient’s lowest in- sidered to be primary end points, nor were hospi-
trinsic heart rate, in order to maintain atrial track- talizations for elective implantation of a device (in
ing under resting conditions. the absence of an electrophysiological indication or

The primary end poin acomposite of death an ongoing hospitalization for heart failure requir-

from any cause or hosp

analyzed from the time of randomization to the _a secondary end point. We also analyzed the out-

time of the first event. Unscheduled intravenous ad- comes of death from or hospitalization for cardio-
ministration of inotropic or vasoactive drugs for vascular causes and death from or hospitalization
more than four hours in the emergency department for heart failure, which were not specified in the pro-
or on an outpatient basis was considered an in- tocol butare commonly reported in heart-failure tri-
stance of the primary end pointwith respectto hos- als. Adverse events were defined as any undesirable
pitalization. Hospitalizations for the initial implan- clinical outcome and included device-related events
tation of the device in the groups assigned to aswellas events related to the patients’ general con-
cardiac-resynchronization therapy were not con- dition.

'he NEW ENGLAND JOURNAL of MEDICINE

Nghién cru COMPANION

N Engl J Med 2004;350:2140-50.

r any cause, Ingintravenous therapy). Death from any cause was
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4. THIET KE NGHIEN CUU
Rat quan trong trong thanh bai, sy tin cay (gia tri)
cua mét nghién curu.
Phai xac dinh ro:

® Nghién clru gi: quan sat mé ta, phan tich, can
thiép ?

® Don trung tam hay da trung tam ?

® C6 lay mau ngau nhién khéng ?

B Colam mu khong ?

8 C& mau bao nhiéu ?
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Level of Evidence A  Data derived from multiple randomized clinical trials or
meta-analyses.

Level of Evidence B Data derived from a single randomized clinical trial or large
non-randomized studies.

Level of Evidence C  Consensus of opinion of the experts and/or small studies,
retrospective studies, registries.
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Open Source Epidemiologic Statistics for Public
Health

Now in English, French, Spanish, and Italian
Updated 2010/19/09

Version 23.1

OpenEpi provides statistics for counts and measurements in descriptive
and analytic studics, stratificd analysis with exact confidence limits,
matched pair and person-time analysis, sample size and power
calculations, random numbers, sensitivity, specificity and other
evaluation statistics, R x C wables, chi-square for dose-response, and links
to other useful sites.

OpenEpi is free and open source software for epidemiologic statistics. It
can be run from a web server or downloaded and run without a web
connection. A server is not required, The programs are writlen in
JavaScript and HTML, and shoukd be compatible with recent Linux,
Mac, and PC browsers, regardless of operating system. (If you are seeing
this, your browser settings are allowing JavaScript.) A new tabbed
interface avoids popup windows except for help files.

Test results are provided for each module so that you can judge
reliability, although it is always a good kiea to check important results
with software from more than one source. Links to hundreds of Intemet
calculators are provided.

I'he programs have an open source license and can be downloaded,
distributed, or translated. Some of the components from other sources
have licensing statements in the source code files. Licenses refemed to are
available in full text at O;wnSour:c.nrgl;ccnscs. OpenEpi development
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5. LAP PROTOCOL NGHIEN CUU |

= Nén lap protocol trwée khi tién hanh lay so liéu.
s Protocol nghién ctru gom:

® Bénh an nghién cuu.

® Licu phap can thiép.

® Chuwong trinh nhap va x ly so liéu.

* Lap protocol nghién clru trwéc ==> gilp lay so liéu
day du, thuan tién.




BENH AN NGHIEN CUU

s Thiét ké san trwdc khi lay so liéu nghién clu.

% Dwoc stra doi trong qua trinh 1ay so liéu ==> giup
viéc lay so lieu tien loi, toi wu.

s Céc bién nghién ctru nén dwoc ma hoa bang so:
® Bién dinh lvong: tudi, nong dd glucose mau, tan

sO tim ... ==> dé dang chuyén thanh bién dinh
tinh.

® Bién dinh tinh: Phan d& NYHA, Rung nhi (co,
khong) ==> nén ma hoéa (1, 2, 3, 4...); (0,1)...




LIEU PHAP CAN THIEP

= Nén |&p protocol can thiép (thuoc, thi thuat ...) trvdc khi |
tién hanh lam nghién ctru ==> Thoéng qua hi dong khoa
hoc kiem nghiem.

s Protocol can thiép dwoc thiét ké dwa vao cac protocol
cua cac nghién ctru trwéc day hoac dwa vao kinh
nghiém.

*k C6 thé tién hanh nghién clru 2 liéu phap dé xem xét wu
nhwoc diém cua tieng liéu phap can thiép.
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CHUONG TRINH NHAP - XU’ LY SL

% Dw kién san chwong trinh nhap soé liéu, thiét ké san |
bénh an nhap so6 lieu. Cac phan mem giup nhap so liéu:

B SPSS data entry
B EPI
B EPI data

= Duw kién xt ly s0 liéu:
B SPSS
B STATA




New release:;







6. THU THAP SO LIEU

SO liéu nghién clru dwoc thu thap qua bénh an
nghién ciru dworc thiét ké san.

Nén Iay cac thong sO can thiét, tranh lay qua nhiéu
thdng s6 khéng can thiét.

Co gang lay day du cac so liéu vé bénh nhan ==>
tranh missing so6 lieu ==> giam do6 tin cay khi xw ly
sO liéu.

Nén chup anh hoac photo bénh an ==> xem lai khi
can thiét.




Nén thu thap so liéu khodng 10 ca ==> phat sinh cac
van dé trong bénh an nghién ctru ==> chinh sra lai
bénh an nghién ctru cho dé dang thu thap so liéu.

Néu co nhiéu ngudi cung thu thap so liéu, can co su
thong nhat trwdc cach danh gia trieu chrng lam
sang, cach ghi so liéu...

Nhap soO liéu nghién clru bang cac chwong trinh co
kha nang kiém tra cac 16i sai khi nhap so liéu.

M3 héa cac bién phu hop (0,1): (1,2): (1,2,3...) ...




7. XU LY SO LIEU - TRINH BAY KET QUA '




XU LY SO LIEU

* Slr dung cac thuat toan thong ké phu hop, chinh xac
vol tieng muc tieu dé mang lai gia tri cho nghién curu.

= Mbi thiét ké nghién cru ddi héi mét thuat toan thong
ké phu horp.

% Can nam rd cac thiét k& nghién clru va cach phan
tich sO lieu dé nang cao gia tri cho nghién ctru.

s Tranh: phan tich thira, phan tich thiéu.




statistic): ky thuat dung dé meé ta
cac dac tinh cila mau.

* Thong ké mod ta (Descriptive 'h
® | ©

% Thong ké suy luan (Inferential
statistic): qua trinh suy luan tw dac
tinh cia mau ra dac tinh cda quan
thé.




THONG KE MO TA

BIEN PINH TINH

@ Tan so
@ Ty 1é phan trim

BIEN PINH LUONG

9 Trung binh (mean)
9 Trung vi (median)
9 Mode
@ P§ léch chuan
( standard deviation)
9 Phwong sai (variance)




SO SANH SU

KHAC BIET

TUONG
QUAN

THOT GIAN
BIEN CO

Khi binh phuong
Fisher test

t test
ANOVA
Wilcoxon
Mann-Whitney
Sign test

Log-rank test

OR/RR
Hoi quy Logistic

Hésor
Hoi quy tuyén
tinh

HR (Hazard
_ Ratio)
Hoi quy COX




TRINH BAY KET QUA

s Cac phan phai co:

® Dac diem ban dau clda 2 nhém nghién ciru co
twong déng khong ?

B Két qua sau thdi gian theo dbi, can thiép khac biét
nhau nhw thé nao ?

B Két qua cla Tiéu chi nghién ctru chinh, tiéu chi
phu ?

® Nhwoc diém cia nghién ciu ?




TRINH BAY KET QUA

* DOi véi moi muyc tiéu nghién ctvu: Trinh bay biéu do /
bang sao cho don gian, dé hiéu, phu hop v&i tng
thuat toan thong ké;:

® Biéu do cot, hinh tron.
® Biéu do Box-plot.

® Biéu do hinh cham.

® Biéu dd Kaplan - Meier.
g
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ne nw m nc cC ch se mr

General quality of life before injury

age (rounded)

200 6 200

region - stratum age (rounded)

Biéu d6 Boxplot: : Biéu do cham: :
Mo ta quan h¢ gitra mot bién Mo ta quan h¢ gitta hao bién
dinh lwvong va mot bién dinh tinh dinh luong




TRINH BAY KET QUA

Strict contro
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Months

No. at Risk
Strict control 303 282 273 262 246 212
Lenient control 311 298 290 285 255 218

Biéu d6 Kaplan - Meier

Death or Hospitalization
for Cardiovascular Reason

Men
Women

Age < 65 years
Age 2 65 years

NorhvSouth America
Othor continonts

LV ejection fraction < 0.20
LV ejecton fraction » 0.20

1Ischaemic
Nonischomic

No recent hospatakizaton
Recent hospitakzaton

All patents

Death or Hospitalization
for Heart Failure

Bi¢u do mé ta thuit toan
hoi quy Logistic hoac
Hoi quy COX
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. Thu thap so liéu

. Xt ly sO liéu va trinh bay két qua
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