Q\EN N/‘/,q;l/

£ | Ngay 25/6/2020

i

Nhirng diém lwu y khi viet
dée cwong nghién ctru
Bénh vién Nhan Dan 115

BS V& Tuan Khoa
Khoa NOi tiét

Nghiéen cweu la gi?

Drawing TRUTHINTHE ~_ Infer TRUTH IN THE Jnfor FINDINGS IN
Conclusions UNIVERSE STUDY THE STUDY
Designing and Research Study Actual
Implementing question Design plan Implement study
EXTERNAL INTERNAL
VALIDITY VALIDITY

FIGURE 1.2.The process of designing and implementing a research project
sets the stage for drawing conclusions from the findings.

« Internal validity (gia tri ndi tai)
* External validity (gia tri ’ng dung): do nguwoi doc rut ra sau khi xem,
khéng nhat thiét tac gia phai ghi trong nghién ctru

Designing clinical research. Stephan B. Hulley. 4" Eds. 2013




Nghién ctru la gi?

Infer Infer

TRUTH IN THE TRUTH IN THE FINDINGS IN
UNIVERSE STUDY THE STUDY
Random and Random and
systematic systematic
Research efror Study plan error Actual
question study
Target Intended Actual
population sample subjects
Design - Implement.—
Phenomena Intended Actual
of interest variables measurements
EXTERNAL INTERNAL
VALIDITY VALIDITY

FIGURE 1.6. Summary of the physiology of research—how it works.

Pé cwong nghién ciu

Designing clinical research. Stephan B. Hulley. 4" Eds. 2013

Pé cwong nghién ctru la gi?

 Clinical research is conducted according to a
plan (a protocol) or an action plan.

 The protocol demonstrates the guidelines for
conducting the trial

— what will be made in the study
— how it is carried out.

Al-Jundi A, Sakka S. Protocol Writing in Clinical Research [published correction appears in J Clin Diagn Res. 2016 Dec;10
(12 ):2203]. J Clin Diagn Res. 2016;10(11):ZE10 - ZE13. doi:10.7860/JCDR/2016/21426.8865




Piém quan trong cua de cwong?

* What is your question?
* How are you going to do it?
* What is it for?

Céac de muc dé cwong BV 115

* Trang bia

- Dat van dé

* Muc tiéu nghién ctru

« Tdng quan tai liéu

- Po6i twong va PP nghién ciru
* Tinh kha thivay dic

« Tai liéu tham khao

« Cac phu luc




Twa de cua dé cwong

Ngan gon nhung chuyén tai y chinh cda nghién ctru
dwoc dé cap trong nghién ctru

Boc tiéu dé — doan két qua nghién ctru dé tir d6 co thé
theo dbi y twdng ngay tlr dau

Han ché dwa ra mét sb twa dé chung chung

— “Nghién ctru ve....”

— “Bwéc dau nhan xét...”

Can nhéc cac twa dé qua dai vi dé cap qua chi tiét vé:
— DP6i twong nghién cliru

— Phwong phap nghién ctru

— Dja diém nghién ctu

— Thoi gian nghién ctru

Mot s6 VD

“Khao sat viem phdi bénh vién tai khoa Héi strc tich cuc
Bénh vién H nam 2019”

“Két qua diéu trj thoat vi dia dém that lung bang phuong
phap phau thuat cat mét phan ban song két hop lay
nhan dém tai khoa C bénh vién H tr nam 2018 dén
20197

“Nghién clru mét s6 yéu to nguy co thuong gap trén
bénh nhan huyét khéi tinh mach sau chi dwdi tai khoa N
bénh vién B nam 2018”

“Danh gia hiéu qua cla viéc theo d6i nong do khang sinh
Vancomycine trong diéu tri sau khi c6 sw can thiép cua
dwoc si lam sang tai bénh vién B nam 2018”

“Str dung té bao goc cho bénh phoi tac nghén man tinh
tai bénh vién B: Nhirng két qua budc dau”




Pat van de

Introduction should briefly answer

« importance of the topic
« gaps/lacunae in the literature,
» purpose of the study

benefits for the society, from the study*

Al-Jundi A, Sakka S. Protocol writing in clinical research. J Clin Diagn Res. 2016;10:ZE10-3.
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The World Health Report in 2004 reported that ischemic heart disease and cerebrovascular
disease, for which diabetes is one of predisposing factors, were the first and second leading
causes of deaths in the world. Diabetes is widely known as an important risk factor for
atherosclerotic disorders leading to not only macroangiopathies (ischemic heart and
cerebrovascular diseases), but also microangiopathies (retinopathy and nephropathy) (Diabetes
Atlas 3th, 2005). Globally, diabetes is increasing at an alarming rate, and the International
Diabetes Federation (IDF) predicts the prevalence of diabetes to increase from 5.1% (194
million people worldwide) in 2003 to 6.3% (333 million) in 2025. In response in December 2006,
the United Nations passed a landmark resolution on diabetes recognizing the disease as
chronic, debilitating and costly social burden. Multidimensional efforts to fight against diabetes
are taking place, and recent research started to focus on patients’ psychological aspects as to
improve self-management (Diabetes Care, 2003; 26:3048-3053).

The region with the greatest number of people with diabetes is expected to change from the
European region to the South-East Asian region by 2025 (Diabetes Atlas 3th, 2005). The
prevalence of diabetes in urban area is significantly greater than in rural area, reflecting the
influences of lifestyle changes on occurrence of the disease. The increase in diabetes along
with the rapid industrialization will result in increasing burden of its complications and premature
mortality, which brings medical, economic and political concerns. Unfortunately, diabetes is not
yet considered as a national problem with high priority in almost all countries in the South-East
Asian region. Further improvements in awareness raising, prevention and early diagnosis of
diabetes, as well as quality of care and patients empowerment are needed.

Socialist Republic of Vietnam is located in the South-East Asian region, and the number of
diabetic patients in the country is rapidly increasing with the recent economic development
especially around urban areas (J Atheroscler Thromb, 2006; 13: 16-20). Although there have
been a number of epidemiologic studies reporting prevalence of DM, not much have been
investigated regarding the quality of the disease management.

International Electronic Journal of Health Education, 2010; 13:1-13

Pat van de

Worldwide impacts and trends of
diabetes as a risk factor of circulatory
diseases

Trends and health
policies of diabetes in
Asia
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W) Nguyén téc viét: hinh phéu (tong quat dén chi tiét)




Pat van de

« Néu khoang tréng tri thirc. VD: Although there have been
a number of epidemiologic studies reporting prevalence of
diabetes, not much have been investigated regarding the
quality of the disease management

« Can nhac viét
— “:I'rén‘thé gi¢i chwa co6 ai lam, nghién ctru chung téi la
|lan dau tién tai VN....”
— "Hién nay, ky thuat trong nghién clru ching toi dwoc ap
dung duy nhat...”

Muc tiéu nghién ctru

« Khdéng c6 muc tiéu tdng quat — chi cé muc tiéu
chuyén biét

« S6 muc tiéu: toi wu la (1); téi da la (3)

» Mb ta chinh xac va thyc té nhirng gi ma nghién
ctru cu thé mudn lam

« Tranh muc tiéu “hoanh trang”, “6m dém” moi thir
cung luc




NGHIEN CUU KHOA HOC: “KHAO SAT TY LE NHIEM HELICOBACTER PYLORI VA HINH ANH NO&I
SOI & BENH NHAN VIEM LOET DA DAY TA TRANG TAI BENH VIEN DA KHOA KHU VU'C HOC MON
NAM 2019”

Muc tiéu:
« Panh gia ty 1é cac dang ton thuo’ng da day —ta
trang theo phan loai Sydney cai tién va Forrest;

Panh gia ty I& nhiém Helicobacter pylori;

Tim ra moi twong quan gilra cac dang ton thuwong
da day — ta trang v¢&i tinh trang nhiém
Helicobacter pylori;

Tim ra mdi twong quan gitra bénh ly viém loét da
day —ta trang Helicobacter ponr| vOi cac dac tinh
nhw tudi, gi¢i tinh, dac diém gia dinh......

http://bvdkhocmon.vn/Nghien-cuu-khoa-hoc/NGHIEN-CUU-KHOA-HOC-KHAO-SAT-TY-LE-NHIEM-HELICOBACTER-
PYLORI-VA-HINH-ANH-NOI-SOI-O-BENH-NHAN-VIEM-LOET-DA-DAY-TA-TRANG-TAI-BENH-VIEN-DA-KHOA-KHU-VUC-
HOC-MON-NAM-2019-ad20490.html

1
KHAO SAT THU C TRANG Sl, QUA TAI CUA KHOA NOI,

NGUYEN NHAN VA GIAI PHAP

Cong trinh nay dwee thuwe hién duwdi sw chi dao truc riép ctia BS.Nguyén Trung Lip, Gidm déc
Sé Y té An Giang.

Nhom nghién ciru: Nguyén Van Sach, Tran Thi Phi La, Nguyén Thi Thu Trang, Dwong Qmi‘
Hién, Ho Péng Cén, Lit Céng Trung, Nguyén Truong Giang, Lam Thi Hué Huwong, Nguyén Thanh
Phong, Pham Ngoc Hoa, Huynh Trinh Tri, Huynh Thi My Thanh, Lé Thi Tuyét Nga, Luong Thi Kim
Loan va cdc bac si, diéu dudng khoa Ngi.

Muc tiéu

« Xac dinh mirc d6 qua tai ctia khoa Noi trong thdi gian tr ndm 2006 dén
thang 7/2007 so v&i chi tiéu dwoc giao vé nhan sy , sb giwdng bénh | ...

« Phan tich cac nguyé&n nhan gay qua tai c6 lién quan chi yéu dén chuyén
mén (nhw tinh hinh vé thu dung, chuyén vién, quan Iy b&nh nhan sau ra
vién, mé hinh bénh tat, chat lwong loc bénh, chat lwgng chan doan, két
qua diéu tri,..).

« Chon céac giai phap gidm tai kha thi nhat nhw tdng cwong chat lwong loc
bénh két hop v&i gidi phap nang cao chat lwong chan doan, diéu trj va
quan ly tét BN sau ra vién .

https://bvag.com.vn/wp-content/uploads/2013/01/k2 attachments KHAO-SAT-THUC-TRANG-SU-QUA-TAI-CUA-KHOA-NOI--
-NGUYEN-NHAN-VA-GIAI-PHAP.pdf




Tiéu chuan “FINER”

TABLE 2.1 FINER CRITERIA FOR A GOOD RESEARCH QUESTION
AND STUDY PLAN

Feasible

Adeguate number of subjects
Adequate technical expertise
Affordable in time and money
Manageable in scope
Fundable

Interesting
Getting the answer intrigues the investigator and her colleagues
Novel

Provides new findings

Confirms, refutes, or extends previous findings

May lead to innovations in concepts of health and disease, medical practice, or methodologies
for research

Ethical
A study that the institutional review board will approve
Relevant

Likely to have significant impacts on scientific knowledge, clinical practice, or health policy
May influence directions of future research

Designing clinical research. Stephan B. Hulley. 4" Eds. 2013

Chon thiét ké nghién ciru

» MGt cau héi nghién clru — co thé co nhiéu thiét ké
nghién ctru dé tra 10

« Khéng c6 thiét ké nghién ciru tbt — chi co thiét ké
nghién ctru phu hop

« VD: mébi lién hé gitra hat thude 1a va ung thw phdi
— Nghién ctru (loat) ca?
— Nghién ctru cét ngang?
— Nghién ctru doan hé?
— Nghién ctru ca — chirng?
— Nghién ctru RCT?




Chon thiét ké nghién ciru

Theo muc dich nghién ctru: quan sat/can thiép
Theo muc dich bao cao: md ta/phan tich

Theo cach lay di liéu: tién ciru/hdi clru

Theo thoi gian: doc/cat ngang

Chon mau cho nghién ctiru

Specification (tiéu chuan tuyén chon)
Sampling (cach chon mau)
Recruitment (cach tuyén mo)
Sample size (c& mau)

Designing clinical research. Stephan B. Hulley. 4" Eds. 2013




CAU HOI NGHIEN clrU < KE HOACH NGHIEN CUU
(Sw that trong dén sé) (Sw that trong nghién curu)

Buwadc 1 Buwdc 3

Dan sé nghién ctru
(Mau du kién)

Dan s6 muc tiéu

Chuyén biét dac tinh

\ ) Chuyén biét dac tinh thoi
lam sang & quan the

gian & dia dw

Xay dung cach thirc
chon mau

CAC TIEU CHUAN CAC TIEU CHUAN

CAC TIEU CHUAN
Phu hop tot dbi véi cau
hdi nghién ctru

Mang tinh dai dién cua
dan sé dich
& dé nghién clru

Mang tinh dai dién cta
dan so tiép can
& dé thwc hién

Specif;cation Sam,zvyling

Vi du minh hoa

BT R

Dan sé muyc tiéu

Pac diém nén Tudi tir 18 tré 1én

Lam sang Dai thao dwdng tip 2 méi chan doan
Dan sb tiép can

Dia dw DPén kham ngoai tru tai BV 115

Thoi gian 6/2020 dén 9/2020

Dan sb 1y mau (dw kién)
DPén kham ngoai tru tai khoa Noi tiét
Tim dé dwa vao nghién ctru

Dan sé 1y mau (thuc té)
Dén kham ngoai tru tai khoa Noi tiét
Tham gia vao nghién ctu




Tiéu chi tuyéen mo
« Tiéu chi chon vao = “thda ddng thoi”
— Khéng biét bao nhiéu la da ??7?
— Nhiéu qua — khat khe qua — khéng chon duwoc
— it qua — dé& dai qua — kho dién giai két qua
- Tiéu chi loai trir = “it nhat”
— Khéng phai 1a phan bu cda tiéu chi chon vao

— Tai sao phai loai trir = nghi &nh hwéng dén tinh chinh
xac cua dir liéu thu thap

W) Nguyén téc: tha it d& liéu nhung ding

Tiéu chi tuyén mod

Tiéu chi nhan vao Tiéu chi loai trir

Chuyén biét quan thé phu Chuyén biét nhém trong

hop v&i cau héi nghién cru  quan the nhér) vég co thé

. Dic diém nén anh hudng dén két cuc

. Pac didm lam sang chinr] CCI’a nghién ctru

. Dac diém v& dia didm * Mat dau theo dol cao
(hanh chanh) « Khoéng cung cap dir liéu

. Dac diém vé thoi gian dung

Designing clinical research. Stephan B. Hulley. 4" Eds. 2013




Tai sao phai chon mau (sampling)

» Néu so lwgng doi twgng thda tiéu chi chon vira
phai hoac khéng nhiéu: lay hét

. Nég sb lvong doi twong thoa tiéu chi chon qué
nhiéu: can dat ra van dé chon mau

- Viéc quyét dinh sampling theo kiéu nao tuy vao
anh hudng |én cau hdi nghién ctru

« CO 2 cach chon mau:
— Chon mau ngau nhién
— Chon mau khdng ngau nhién

Designing clinical research. Stephan B. Hulley. 4" Eds. 2013

Céach lay mau (sampling)

Lay mau ngau nhién:
 Ngau nhién don

« Ngau nhién hé thong
« Ngau nhién phan tang
« Ngau nhién cum




Céach lay mau (sampling)

Lay mau khéng ngau nhién

« Chon mau ké tiép:
— Déi twong dwoc chon thda tiéu chi chon vao trong mét khodng
thoi gian xac dinh hoac mot nhom bénh nhan.
— Pay la cach chon mau khdng xac suét tot nhat va rat gap trén
thy’c t@. ] ]
— Van dé duy nhéat: xu hwéng thoi gian xuat hién.

« Chon mau thuén tién: d6i twong san co6 dé dang.
« Chon mau can nhac: dbi twong thich hop nhét.

« Chon mau phéan bé quota: mau chon dwoc la mét “md
phong” cho tong the.

« Chon mau dinh hwéng khéng gian: chon mau ti hai
chiéu trd 1én

Cach tuyén mé

 Muc dich tuyén mo
— C6 mau mang tinh dai dién (cho dan s6 muc tiéu)
— C6 d0 c& mau dé nghién ctru
« Can mé ta chi tiét cach tiép can dé lay dwoc mau
« Chu y nhém non-respond
— Nguoi rat kho tiép can
— Ngu®i tir chdi tham gia khi dwoc tiép can
« Khac phuc = chon hinh thirc thu hat cho nghién ctru
— Tranh xét nghiém phién phtrc, phirc tap
— Noi riéng tw thao luan ca nhan
— Tao thuan tién wu dai (tra tién xe...)

Designing clinical research. Stephan B. Hulley. 4" Eds. 2013




Tai sao can tinh co mau?
Gia s can wéce lwong chiéu cao trung binh cia
nam thanh nién Viét Nam
Két qua
— Nghién ctru A: 160 £ 50 (cm)
— Nghién cvu B: 160 % 0.5 (cm)
— Nghién ctru C: 160 £ 15 (cm)
Y kién cla ban?

Tai sao can tinh ¢c& mau?

Téng quat: tim khoang wd&c lwong gié tri trung
binh (y) cla dan sb

Lay mau c& n, roi tinh gia tri trung binh x va do
léch chuan s clia mau do
Khi d6, khoang tin cdy 95% cua u: x £ 1.96*SE

Ta dat: E=1.96*SE = 1.96*—
yn

E goi la margin error = maximum error =

practical / acceptable clinical error (khoang sai

s6 chap nhan dwoc)




Tai sao can tinh ¢c& mau?

« Tinh c& mau thwe chat 1a cach lam cho gia tri “E
sao coi cho duwoc”
* Nhu vay:

— Néu khéng du strc thue té nhuw vay: cé bao
nhiéu lay bay nhiéu. Khi dé két qua chung ta
co dwoc co thée KTC sé rong

—Néu du strc va dw strc: can lay s6 c& mau
hop ly va tranh lay dw khdng can thiét

— Tinh c¢& mau gitp dw bao cdng viéc phai thwe
hién

Tinh ¢& mau cho nghién ciru

« Cobng thirc tinh c& mau
— Dwa vao muc tiéu chinh dé tinh
— Dwa vao gia dinh
* o (thwong la 5%)
- 1-B
« Hé sb tin cay (relibility coefficient)
« Sai s chuan (co thé 14y do l1éch chuan)
— Dwa vao nghién ctru trwée
— Dwa vao (max-min)/4
— Dwa vao nghién ctru thir




Tinh ¢& mau cho nghién ciru

Cobng cu tinh:
« Web-based tools:
https://www.openepi.com/Menu/OE _Menu.htm (WHO)
« Phan mém théng ké Stata
« Phan mém thong k& Minitab
 Chuyén gia ho tro tinh gitup

Quan diém veé tinh cé& mau

« Khéng nhét thiét phai tinh c& mau cho moi thiét ké

nghién cuu

— VD: béo, céq ca, bép cao hang loat ca, nghién ctru cét
ngang lay so lieu hoi ctru trong khoang thdi gian nhat
dinh, mot sO nghién clru co ban...

« Két qua tinh c& mau khéng phai la dap an duy nhat ma
phu thudc vao cac gia dinh do ngudi nghién ctru dwa ra.
Lwu y: gia dinh cé thé thay doi tuy y nhung nén co'y
nghia lam sang nhat dinh

» C& mau n=30 khéng ham y la di cho nghién ctru ma chi
thda dieu kién cho tinh toan thong ké




Endocrine Journal 2012, 59 (4), 329-333

ORIGINAL

Suicide attempt by an overdose of sitagliptin, an oral
hypoglycemic agent: A case report and a review of the
literature

Shinya Furukawa', Teru Kumagi!, Teruki Miyake'), Teruhisa Ueda'), Tetsuji Niiya'), Keiichiro Nishino?,
Shigeto Murakami?), Masato Murakami”), Bunzo Matsuura') and Morikazu Onji")

b Department of Gastroenterology and Metabology, Ehime University Graduate School of Medicine, Toon, Japan
5
7 Department of Internal Medicine, Murakami Memorial Hospital, Saijo, Japan

Abstract. Dipeptidyl peptidase-4 (DPP-4) inhibitors are a newer class of oral hypoglycemic agents for the management of
diabetes that elevate the plasma concentration of active glucagon-like peptide-1 vig inhibition of DPP-4. They effectively
lower not only glycosylated hemoglobin levels, but also fasting and postprandial plasma glucose levels. Patients with
diabetes occasionally consume an overdose of oral hypoglycemic agents in suicide attempts: the prevalence of depression
is high in patients with diabetes, and depression is a strong risk factor for suicide. We encountered an 86-year-old woman
with type 2 diabetes and depression, who was transferred to the emergency room 4h after ingestion of 1,700 mg of the
DPP-4 inhibitor sitagliptin (1,700 mg is 17 times greater than the approved maximum dose). Upon arrival, she was fully
conscious, plasma glucose was 124 mg/dL, and serum immunoreactive insulin level was 5.81 pU/mL. Thereafter, the
plasma concentration of sitagliptin rose to 3,793 nM, which is 4.5 times higher than the value found under regular treatment
with the maximum dose. The patient did not suffer from hypoglycemia, suggesting that a single oral overdose of sitagliptin
is unlikely to cause hypoglycemia. A literature review of oral anti-diabetic agents revealed that overdose of biguanides is
occasionally fatal when immediate intensive care is not provided. In summary, sitagliptin is a good treatment option for
diabetic elderly patients or patients with psychiatric disorders who are suicidal and do not require insulin.

Nghién ctru vé&i c& mau n=1 van co gia tri!

y y

Do lwong bién so (chinh)

V'é r
[

« CoOng cu do lvdng bién s6 trong nghién ctru
— Trang thiét bj, may méc (VD: may do HA, HbA1c¢)
— Phéng van truc tiép, gian tiép
— B6 cau haéi (VD: chét lwgng cudc sdng)

» Dac tinh cua cbéng cu do luvdng
— Precision (tinh chuan xac)
— Accuracy (tinh chinh xac)
— Validity (tinh gia tri)




Tinh chuan xac precision la gi?

* Precision = reproducibility = reliability =
consistence

« NOi vé sai s6 ngau nhién khi do lworng (random
error)

« 3 ngudn anh hwéng dén precision
— Nguwoi quan sat (observer variability)
— Thiét bj do lworng (instrument variability)
— Nguwoi tham gia nghién ctru (subject

variability)

Designing clinical research. Stephan B. Hulley. 4" Eds. 2013

Chien lwoc nang cao
tinh chuan xac precision

1. Tiéu chuan hoa céac phuong phap do lvong™* < dung
cac dinh nghla va cam nang hwéng dan thwe hién cua
nghién ctru

2. Tap huan cach thire do lwdng cho nguwdi lay div liéu*
3. Tinh chinh dung cu do lwdng VD: mua may méi

4. Tw dong hoa dung cu do lwong VD: BN dé thay déi HA
khi gap nhan vién — tw do bang may tw dong

5. Do 1ap lai**. Quyét dinh dwa trén:
e Tinh thwce thi & chi phi ctia chién lwoc
e Mrc d6 quan trong cla bién sb

e Tam quan trong clia van dé lién quan dén tinh chuan xac
*lubén lubn

_— . th
*% Iu’a Ch_OI’I Designing clinical research. Stephan B. Hulley. 4" Eds. 2013




Tinh chinh xac accuracy la gi?

. Accuracy cta 1 bién s6 1a mrc do thé hién gia tri
thwc cua no (thuo’ng so vé&i tiéu chuan vang)

- Noi vé sai sb6 hé thdng khi do lwdng (systematic
error hoac bias)

« 3 ngudn anh hwéng dén accuracy

— Nguwoi quan sat (obsen/er bias). VD: xu hwéng
lam tron xudng s6 HA do dwoc

— Thiét bj do lrong (instrument bias). VD: thiét bi
chwa dwoc kiém chuan

— Nguw¢i tham gia nghién ctru (subject variability).
VD: sai léch do nh& lai

Designing clinical research. Stephan B. Hulley. 4" Eds. 2013

Chiéen lwoc nang cao
tinh chinh xac accuracy

(bao gbm tat ca chién lwoc nham nang cao tinh chuan xac, ngoai trir do 13p lai)

1. Tiéu chuan hoa cac phwong phap do lwdng* dbi vOi Nngu o
quan sat va dbi twong < dung cac dinh nghia, va cadm nang
hwdng dan thwe hién cha nghién ctu

. Tap huéan cach thire do lwéng cho nguwdi 1ay div liéu*
. Tinh chinh dung cu do luvdng
. Tw dong hoa dung cu do luvong

. Thwe hién do kin dao (déi twong)

o O A WO DN

. Thiét k& mu (ngwdi quan sat, déi twong)

7. Kiém chuan dung cu do lwéng

* lubn luén
Designing clinical research. Stephan B. Hulley. 4" Eds. 2013




Phan biét precision va accuracy

0PeE

Good precision Poor precision Good precision Poor precision
Poor accuracy Good accuracy Good accuracy Poor accuracy

Tinh chuén xdc (Precision): két qua gan véi nhau

Tinh chinh xdc (Accuracy): két qua gan véi sw that

Designing clinical research. Stephan B. Hulley. 4" Eds. 2013

Bién so6 (chinh) nghién ctru

* Dinh nghia r0 rang

» Cach thire do lvong (qui trinh / phwong phap)
chi tiét

« Céc yéu t6 k¥ thuat (néu co) anh hwéng két qua

» Tiéu chuan ket qua, ngudng cat ket qué (néu
co) cu thé

« N&u chién lwoc lam tang precision va accuracy

Nguyén tac: bién sé (chinh) trinh bay phai cho thay good precision
va good accuracy




Vi du minh hoa

« Bién sb (chinh) la HbA1c
— Chuén bj BN
— L&y mau: tinh mach va quay li tam trong 30 phat
— May sinh héa: hiéu Toshiba dong may da kiém chuan
— Phwong phap do: HPLC theo chudn NGSP
- Bién sb (chinh) la phan suét tbng mau EF
— Chuan bi BN: BN nam nglra
— Cach do: mat cat...(theo qui trinh chuan)
— Phwong phap do: Simpson
— May siéu am: hiéu, dong may
— Do BS c6 kinh nghiém thyc hién...

Vi du minh hoa

» Bién s6 la bién nhj gia (c6 ung thu va khéng ung thw qua
FNA tuyéen giap)
— Chuén bj BN
— Cach choc, vi tri choc FNA
— Phuwong phap nhuém lam
— Tiéu chuan doc, BS doc...
- Bién sb 1a chat lwong cudc séng (bd cau hdi)
— Ban tiéng Viét (xin phép tac gia gbc)
— Néu chwa thi qui trinh chuyén ngir va thAm dinh ra
sao...




Tinh kha thi va y diec
« Tinh kha thi cia nghién ctru
— Nhan luc
— Tai chinh
— Thoi gian
« Can néu ngan gon
— Sai léch cla nghién ctru (bias) néu cé
— Piém manh
— Han ché
* Y dwc: “First, do no harm”
— Cam két bdo mat thdng tin ctia doi twong tham gia
nghién ctru
— Trinh hodi ddng KHKT va Y dirc xem xét va théng qua

Tai liéu tham khao
« Theo dung qui dinh trinh bay cua BV 115 (VD:
quén ly bang Endnote)

« Mang tinh cap nhat cao (trong vong 5 nam tré&
lai)

« Khdéng qua xwa, ci

« Han ché dwa vao cac téiNIiéu dai crlt'mg, it mang
tinh han lam. VD: trich dan bao Tudi tré, Thanh
nién...

« Han ché trich dan tai liéu thi cap

« Tranh tinh trang dao van (chu y va khéng chu y)




pé viét de cwong tot
« Dam mé

« Ky ndng mém (tim va binh duyét y van, quan ly
y van)

- Kién th&rc nén tang (chuyén mén, sinh thdng ké
va phwong phap nghién curu)

Pé de cwong théng qua tai BV 115

1. Lam dung dinh dang va thu tuc dé trinh
2. Pé cwong lam rd 3 cau hdi
— What?
— How?
— What for?
3. Tiép nhan, bd sung va stra chira tr y kién phan

b[én cua Hoi déng KHKT-Dao dirc mot cach
cau thi va 6n hoa




