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Introduction

There are many different ways to conduct research. Most research questions could be answered with several different study designs. However, each design has advantages and disadvantages. Your choice ultimately becomes a trade off between good science and feasibility. It is possible to classify these different approaches into classes of design. While there are different names for the designs depending on which text you read, there are three basic premises:

· How the control group (if any) is formed

· Whether or not the investigators have control over the allocation of subjects 

· Whether the data will be collected prospectively or retrieved from the past.

This module 3  will show you how to answer questions which are exploratory or hypothesis testing using three common study designs: randomized clinical trial, cohort study and case control study.  Descriptive studies, whether qualitative or quantitative, will be covered in module 4.  
Objectives 

To understand the different architectures of study design and to decide which is the most appropriate for each type of question.

At the end of module 3, you will be able to :

· Recognise the differences between the study designs, cohort, case-control and randomized clinical trial.

· Identify potential biases (systematic errors) inherent in each design

· Understand the effect of different biases on the outcome and interpretation of the study

· Decide which design is the most efficient and feasible for your question(s) 
Featured Tools

· Flow-charting Software:   Inspiration ™

· CASP Statements

· CONSORT Statement

Activities:

· With your question in hand look at the three designs to see which (if any) would answer your question.

· Assess the strengths and weakness of each design

· Assess and write down potential biases

· Assess the feasibility of the study design you have chosen 

· Assess the sample size and the availability of subjects

· Assess the potential cost and time taken to conduct the study 

Resources:

Hulley SB, Cummings SR. “Designing Clinical Research: An epidemiological approach.

Centre for Health Evidence:  “Users’ Guides to Evidence Based Practice”  www.cche.net/usersguides/main.asp
Guide to Research Designs:  http://library.downstate.edu/ebm/2toc.htm 
Flow-charting Software:   http://www.inspiration.com/freetrial/index.cfm
CASP Statements:  http://www.phru.nhs.uk/casp/critical_appraisal_tools.htm 
CONSORT Statement:  http://www.consort-statement.org/Downloads/download.htm 
Key Concepts 

· Cohort Study


· Case control study

· Randomised clinical trial

· Potential biases for each design

· Feasibility – size of study, availability, time and cost
· Flow charting software










