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Objective and brief summary

Course participation provides an insight into the world of clinical trials. The course aims to
overview the main features of both observational (DAY 1) and experimental (DAY 2) study designs
and their role in science, focusing on practical questions. Topics will embrace the entire process
from study planning to conclusions from result. Questions will cover key topics, such as the
identification of study designs, the role of randomization, the effects of bias, and the judgement of
cause-effect relationships. At the end of the course, participants will learn how to read and
understand reports from clinical studies and the main points of setting up clinical research.
Date: 26-27 October, 2020
Place: Pécs, TBD

DAY 1

DAY 2

Date: Wednesday, 26 October, 2020
13:00-17:00
Place: Pécs, TBD

Date: Thursday, 27 October, 2020
13:00-18:00
Place: Pécs, TBD

Sessions:
I. Introduction and perspectives
II. Descriptive studies
III. Cohort, case-control and crosssectional studies
IV. Bias in observational studies

Sessions:
I. Experimental and observational
studies: a comparative lecture, Reduction
of bias in experimental studies
II. Interventions and outcomes
III. Statistics in clinical trials
IV. Bias in randomized controlled trials
V. Future perspectives
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DAY 1: 26 OCTOBER, 13:00 -17:00

Session I.
Introduction and perspectives
13:00-13:20
The role of clinical trials in evidence-based medicine and translational medicine
Péter Hegyi
General introduction of the clinical trials and the impact of them on clinical evidence-based
decision making, the role of the Institute of the Translational Medicine in clinical trials.
13:20-13:35
Introduction of the Clinical Trial Coordinator Group
Nóra Vörhendi, Lajos Szakó, Szilárd Váncsa
Introduction of the members, the job and responsibilities of a clinical trial coordinator.
13:35-13:45
An overview of clinical trials: the lay of the land
Lajos Szakó
Quick overview of the definition, questions, types and stages of the clinical trials,
fundamentals of the evidence-based medicine, and choosing of the right endpoints.
Break (30 min)

Session II.
Descriptive studies
14:15-14:30
Lecture: introduction of the study design of descriptive studies
Nóra Vörhendi
The concept, types, classification, common advantages and disadvantages of a descriptive
study and its’ place in the evidence-based medicine.
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14:30-14:40
Lecture: Descriptive statistics
Dávid Németh
The types of the statistical variables, distributions, and possible illustration of the data.
14:40-15:00
Practice and problem solving: Putting the new information into practice by reading,
interpreting relevant descriptive studies.
15:00-15:15
Interactive reports from two groups
Open discussion of the predefined questions through interactive presentation and report.
Break (30 min)

Session III.
15:45 - 16:35
Cohort, case-control and cross-sectional studies
15:45-16:00
Lecture: Introduction of the study designs
Szilárd Váncsa
The concept, types, classification, common advantages and disadvantages of the analytical
studies and their place in the evidence-based medicine.
16:00-16:20
Practice and problem solving: Putting the new information into practice by reading,
interpreting a relevant analytical study.
16:20-16:35
Interactive reports from three groups
Open discussion of the predefined questions through interactive presentation and report.
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Session IV.
Bias in observational studies
16:35-16:50
The truth and beyond I.
Zsolt Szakács
Introduction of the possible biases in observational studies through relevant examples,
discussion on the confounding factors.

DAY 2: 27 OCTOBER, 13:00 -18:00

Session I.
Reduction of bias in experimental studies
13:00-13:10
Lecture: Experimental and observational studies: a comparative lecture
Bálint Erőss
Difference between observational and interventional studies, advantages, and limitations of
the interventional trials.
13:10-13:30
Lecture: Randomization and masking
Bálint Erőss
The importance, aims, and forms of randomization and masking, simple randomization,
blocking, stratification.
13:30-14:10
Practice and problem solving: Putting the new information into practice by relevant exercises.
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14:10-14:30
Interactive reports from two groups
Open discussion of the exercises through interactive presentation and report.
Break (30 min)

Session II.
Intervention and outcomes
15:00-15:20
Lecture: Types of interventions, how to choose trial outcomes, statistical considerations
Lajos Szakó
Forms and principles of interventions and outcomes, reproducibility, concept of the primary
and secondary outcome.
15:20-16:00
Practice and problem solving: Putting the new information into practice by reading and
interpreting relevant articles.
16:00-16:20
Interactive reports from two groups
Open discussion of the exercises and predefined questions through interactive presentation
and report.

Session III.
Statistics in clinical trials
16:20-16:30
Lecture: Conclusions from data
Dávid Németh
Introduction of the statistical methods regarding the types of variables, regression,
correlation, survival analysis.
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16:30-16:40
Lecture: Special considerations in statistics
Dávid Németh
Sample size calculation, intention-to-treat and per-protocol analyses, subgroup analysis.
Break (25 min)

Session IV.
Bias in randomized controlled trials
17:05-17:15
Lecture: The truth and beyond II.
Zsolt Szakács
Introduction of the possible biases in interventional, randomized controlled trials, discussion
on the confounding factors, preventing biases.
17:15-17:30
Practice and problem solving: Statistics and bias in clinical trials
Putting the new information into practice by reading and interpreting relevant articles.
17:30-17:45
Interactive reports from two groups
Open discussion of the predefined questions through interactive presentation and report.

Session V.
Future perspectives
17:45-18:00
Publication strategy
Péter Hegyi
Policy and guide on how to publish the results of a clinical trial.

