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The course information as follows may be subject to change, either during the session because of unforeseen
circumstances, or following review of the course at the end of the session. Queries about the course should be directed
to the course instructor.

1. EFELZW Course Title TEIEEE W R T 5 KRR Evidence based medicine methodology and clinical trial
R R
2. =Bt School of Medicine

Originating Department

RERS
3. - MED217
Course Code

4. PRFEZE4) Credit Value 2

5. RS bk Major Elective Courses
Course Type

RRZEH
6. 78/ Spring
Semester
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7. FHIEXLiE English & Chinese
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all instructors)
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2 32 32
Credit Hours

SBERE. HEFRIEKR
Pre-requisites or  Other | G/NA
Academic Requirements

SRR, R IR _ _
Courses for which this | #¥%/To be determined
course is a pre-requisite

HEBERBEARENLR
Cross-listing Dept.
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HERPKHZFHP SYLLABUS
# 2% H#H% Course Objectives

ARURFE A H IR T ARERIEER, 88 (RKRATHRY) 5 (RIEESY BEIRAR, O T8 9522 40 AR I R AT 5
FIEEA RN . PR ATE,  RENE RIS 7 ROBIT S U7V 4R 24 Ja AT REAIm R TAF, B &I R PR I8 A AR 7 < Lk
FRENMEAAAR; WARBEITU, R EE P s KOI F BE AE FTE AR5

The elective course is for clinical medical students, which contains comprehensive knowledge of clinical
epidemiology and evidence-based medicine (EBM), focusing on teaching the students the basic principle and rule
of clinical research, and to be capable to use the methodology of evidence-based medicine in their coming clinical
practice and research. The course is helpful to train the medical students to become researcher-doctors and

physician-scientists.

Wiik 2SI B Learning Outcomes

1. T ARUERS ) FEA SR B T7
2. AR R A JE A SR
3. AENSIZ FBIIEES 22 A DT BT R OT R i PR AT 7

(a]a)

1. Understand the basic principle and methodology of Evidence based medicine;
2. Grasp the basic principles of clinical trials;

3. Be capable to design and administrate clinical research based on EBM methodology

REABRREFZAR (MRFRESUIEONE, WREABSN AT AR BFSRERE S, HEH AN
FEHN

Course Contents (in Parts/Chapters/Sections/Weeks. Please notify name of instructor for course section(s), if
this is a team teaching or module course.)

1. 58 PREFACE AND INTRODUCTION
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Introducing the basic information of the course, including the objective, schedule and basic contents. Communicating

with students to know their requirements.

2. BRR® S51EIEE 2K 5 HISTORY OF CLINICAL TRIAL AND EVIDENCE BASED MEDICINE

AN PRGS:FR) J3 SR IE 1 27 P A J 3 o8 o

Introducing the history of human clinical research and the development of Evidence based medicine.

3. KBS KK A4E A CLASSIFICATION AND CHARACTERISTICS OF CLINICAL RESEARCH

TR PRI FC K 70 28 DL SRR PRIFE FURRF o 1 AR I PRI T R AT s AT R PR

To learn the classification of clinical research and the characteristics of each type. To understand the superiority and

limitation of each kind of clinical research.

4. EFEBFRBYEM S5 EVALUATION AND BIAS OF CLINIAL RESEARCH

TR PRBIT T HIVEAN THEATPO R bR, DI A IO R bR 0 SCRIBEAR I ge T i s Rt et e s i s DA o4

] 25 B2 I 7 o

To learn the evaluation method and indexes of clinical research; and to understand the meaning and statistic algorithm

of each index, as well as the bias during investigation. To learn how to control the bias to improve the study quality.

5. BRRE K BEHESFESN PATIENT RECRUITMENT AND QUALITY ASSURENCE OF CLINICAL TRIAL

TR R ) B T S B A SR BRI R, 2 o AR U R R o B s i A R AR SR

To understand the basic principle and process of patient recruitment; to learn the knowledge of quality assurance and quality

control.

6. TEIEEZXES T RIERKRBIEESSS Meta 45T EBM BASED EVIDENCE GRADE OF CLINICAL TRIAL AND
META ANALYSIS

T ARRIE RS S04 22 FRO M A 1B AR IE 9 55 2 A S AR IR R B P IR 222 Meta 70 (1 2R A SR B AN I 7

To understand the EBM based grading system of clinical evidence and its significance in clinical decision; to learn the

basic principle and process of Meta analysis.
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7. ERRE K AL T %M HEALTH ECONOMIC EVALUATION OF CLINICAL TRIAL

TR RS R FE A I AR 25 2 PN DT WA R A

To learn the basic principle method of health economic evaluation for clinical trials.

8. I 5iTie 1 CASE ANALYSIS AND DISCUSSION 1

I B SR PP — A DR R IR, AIEIELE 22 (A BE T Z I AR B iRt 2 S5 SR A AT 54 5 T REAEAE 1 i
faf, VRO IR AIE S IS5 2, 45 AT RE A Sl R

To evaluate a published clinical trial by reading a literature, analyze the reliability and possible bias of the the clinical
trial results from the perspective of evidence-based medicine, evaluating the level of clinical evidence, and giving

possible suggestions for improvement.

9. BUEE¥ES THHFHZEH AR DRUG RESEARCH BASED ON EBM

T ARG A IE B 27 B RN R O e 2 T U PR

To learn how to deliver a new drug study and clinical trial based on EBM principle.

10. THIFEEEEFFH AN R APPLICATION OF NOVEL MEDICAL TECHOLOGY AND EBM

S Q] AR IE R 272 J5 N D94 A B SR B T I R SE B

To learn how to translate the new medical techniques into clinical practice based on EBM principle.

11. ¥ B2 5ERRK BIOINFORMATICS AND CLINICAL TRIAL

TREDE B M EEAHNR, 2 WA LE I PRAT 7T -5 i PR RS H 78 70 R P B 15 I A K i A TR

To learn basic knowledge of bioinformatics, and to learn how to use the bioinformatics knowledge and tools in the

clinical research and clinical trials.

12. RHEET5KERIR% PRECISION MEDICINE AND CLINICAL TRIAL

TR A P S, 7 PR R S L I PR 725 W PR e R R
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To learn the background and history of precision medicine, and to understand its development in clinical study and

clinical trials.

13. s=H 2475318 2 CASE ANALYSIS AND DISCUSSION 2

I B IR PP — S DR R MR, AIEIELE 22 (A BE T Z I AR B iR 2 S5 SR AT 54 5 T REAEAE A i
fib, PRI AIESE (552, IFS5 G Rl LUF N 245 T RE A o R L

To evaluate a published clinical trial by reading a literature, analyze the reliability and possible bias of the the clinical
trial results from the perspective of evidence-based medicine, evaluating the level of clinical evidence, and giving
possible suggestions for improvement according to what they learned from recent classes.

14. PHFE25 R FFE S T E PLATFORM AND TOOLS IN EBM AND CLINICAL RESEARCH

I RAEE R 2 5 G RO 700 BT e ARG, %A 4 5 R Fede A A A

Introducing some websites and platforms of EBM and clinical trials, providing some useful tools for students.

15. IsERARES S K48 322 B EHICS IN CLINICAL TRIAL

TR E I, AR IR AR A A R R B R TR

To learn the importance of ethics, to understand the basic ethic demands of clinical trials.

16. WfaEFEIEE 27 EF R KRR HOW TO DELIVER A CLINICAL TRIAL BASED ON EBM PRINCIPLE

XA TRREHEAT A7 AL S, VAANIEIE B 2 5 i PRI A 2240, A 2l PR B A 22560

Summarizing the course comprehensively, summarizing the essentials of evidence-based medicine and clinical trial,

and introducing the experience of clinical trial.

Section Topic Hours
1 3£ PREFACE AND INTRODUCTION 1
) I SR 56 5 1 IF 2 2% 1 7 SEHISTORY OF CLINICAL TRIAL AND EVIDENCE BASED L
MEDICINE
3 I I 52 1 43 2 AR 15 CLASSIFICATION AND CHARACTERISTICS OF CLINICAL )
RESEARCH
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4 W AR 7 RSP S5 I EVALUATION AND BIAS OF CLINIAL RESEARCH (Bt
c Il AR IR 36 ) 25 3 ¥ 532 5 R =% i) PATIENT RECRUITMENT AND QUALITY ASSURENCE
OF CLINICAL TRIAL
5 TEIEEE S48 5 F B AR IR 36 A IE 4% 45 2% 5 Meta 4> it EBM BASED EVIDENCE GRADE OF
CLINICAL TRIAL AND META ANALYSIS
7 I A IR 36 ) TL2E 22 5 294y HEALTH ECONOMIC EVALUATION OF CLINICAL TRIAL
8 451 43 H 5 5HE 1 CASE ANALYSIS AND DISCUSSION 1
9 TEIEEE %48 5 T FI¥ 261 £ DRUG RESEARCH BASED ON EBM
10 PEUE B 2 597 # AR ¥ B2 F APPLICATION OF NOVEL MEDICAL TECHOLOGY AND
EBM
11 WG B2 5K BIOINFORMATICS AND CLINICAL TRIAL
12 FEHEEEIT 51 PR A% PRECISION MEDICINE AND CLINICAL TRIAL
13 S5 43 #5152 CASE ANALYSIS AND DISCUSSION 2
14 PR BE 24 S5 R AF 72 % A °F- 4 12 PLATFORM AND TOOLS IN EBM AND CLINICAL
RESEARCH
15 Il A 336 HH A4S B 2 7] 7 EHICS IN CLINICAL TRIAL
16 el ia F S IE 5 5 7 1A R IR AR ik 36 HOW TO DELIVER A CLINICAL TRIAL BASED ON
EBM PRINCIPLE
Hit R ESERE Textbook and Supplementary Readings
bt
1. TExtbook of Clinical Trials, David Machin, WILEY, 2004
2. (RIRFEATHRZ) | THRRF9m, REREEHEA R L, 2009.
3. (HUEEESS) 28 3 Mk, EFR R T4, NRTA LML, 2015.
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Mid-Term Test | || || ||

HIRFE R

Final Exam

RS 60
Final
Presentation

HE (TREFRE
85 A PR
)

Others (The
above may be
modified as
necessary)

it 3 GRADING SYSTEM

Oa. +=%%54 Letter Grading
MB. e GEE/AEIL) Pass/Fail Grading

R HE# REVIEW AND APPROVAL
AFERECEIUTHRENZRRSFPGEDT

This Course has been approved by the following person or committee of authority

AVRTE e PR 2 e v Bl e 1K 7K ST 58 0 o it




