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Type of the Study:

Data collection:

• The data on the study population will be 
collected (retrospectively, prospectively). 

• Data collection will be conducted in a (cross-
sectional, longitudinal) fashion. 

• This study will be (observational, 
experimental).



Types of studies and data collection:

• Prospective studies – studies that look forward in 
time. The primary feature of prospective designs is 
that the outcome has not occurred at the time the 
study is initiated, and information is collected over 
time to assess relationships with the outcome. 

• Retrospective studies - studies that look backward in 
time, usually using medical records. In a 
retrospective study, the outcome of interest has 
already occurred at the time the study is initiated.



• Cross-section data collection - only baseline data is 
collected

• Longitudinal data collection - baseline and follow-up 
data are collected

• A fundamental decision is whether to take a passive 
role in observing the events taking place in the study 
subject in an observational study or to apply an 
intervention on the study population and examine 
its effects in an experimental study.



Study population: 

• The population considered for inclusion in the 
study

• Inclusion criteria

• Exclusion criteria



Population considered for inclusion in the study:

• General characteristics of the population

• General description of the selection process

Specific criteria for inclusion in the study:

• List of detailed criteria for selection

• List of exclusion criteria.



Selection bias:

A systematic error in creating intervention groups, 
causing them to differ with respect to prognosis.

The groups differ in measured or unmeasured baseline 
characteristics because of the way in which 
participants were selected for the study or assigned 
to their study groups.

The terms is also used to mean that the participants 
are not representative of the population of all 
possible participants. 



Methods:

• Description of the method of data acquisition/ 
equipment

• The predictor variables

• The outcome variables

• The baseline data (covariates)



Variables

Give details on:

• Precise description and definition

• Standard measurement criteria

• Frequency of outcome measurement

• Instrument(s) to be used



Predictor variables

A variable that can be used to predict the value / 
behavior of another variable:

• Independent variable

The type of a predictor variable:

• Continuous  

• Dichotomous

• Categorical 



Outcomes variable:

The dependent variable, variable of your 
interest - what you observe or measure to get 
your results.



Baseline variables

• The baseline data (covariates) collected for 
the study



Sample size 

• The effect size, alpha, and power 

• Calculation of the sample size



Analysis of data

1. Presentation of the data: descriptive statistics

2. The statistical tests used



Ethical issues

• Ethical committee approval

• In clinical studies: informed consent



Data management:

• The data source for the study

• Data acquisition for the study will be handled 
by:

• Data for the study will be managed a stored 
by:

For your consideration, it is not a part of the 
manuscript



How to prepare a case study



Abstract

• Introduction: This consists of one or two sentences to describe the 
context of the case and summarize the entire article.

• Case presentation: Several sentences describe the history and 
results of any examinations performed. The working diagnosis and 
management of the case are described.

• Management and Outcome: Simply describe the course of the 
patient’s complaint. Where possible, make reference to any 
outcome measures which you used to objectively demonstrate how 
the patient’s condition evolved through the course of management.

• Discussion: Synthesize the foregoing subsections and explain both 
correlations and apparent inconsistencies. If appropriate to the 
case, within one or two sentences describe the lessons to be 
learned.



Introduction

• A clear idea of what is particularly interesting 
about the case we want to describe. 

• Why it is useful to write about this case.

• If similar cases have been reported previously, 
we describe them briefly (reference).

• If there is something especially challenging 
about the diagnosis or management of the 
described condition - bring that out.



Case presentation

• Presentation of raw data: the patient’s complaint, that brought the patient 
to us. It is often useful to use the patient’s own words. 

• The history usually leads to a differential diagnosis – a short list of the 
most likely diseases or disorders underlying the patient’s symptoms. We 
may or may not choose to include this list at the end of this section of the 
case presentation.

• The the results of our clinical examination. It is not necessary to include 
every detail in the clinical notes.

• Using a named, it is best to both name and describe the test (since some 
people may know the test by a different name).

• The actual results, not just “positive” or “negative” .
• X-rays or other images are only helpful if they are clear enough to be 

easily reproduced and if they are accompanied by a legend. 
• Remove patient’s identification from any documents.
• A possibility: presentation of working diagnosis or clinical impression of 

the patient.



Management and Outcome

• Description of the plan for care, as well as the care 
which was actually provided, and the outcome.

• Timing
• Treatment
• Reports of improvement or worsening: using a well-

validated method of measuring their improvement (if 
possible). For case studies, it may be possible to use 
data from visual analogue scales (VAS) for pain, or a 
journal of medication usage.

• An indication of how and why treatment finished. Did 
the patient withdraw from care or did we refer them to 
another practitioner?



Discussion

• Identification of any questions that the case raises.
• It is not our duty to provide a complete physiological 

explanation for everything that we observed. This is 
usually impossible. Nor should we feel obligated to list 
or generate all of the possible hypotheses that might 
explain the course of the patient’s condition. 

• If there is a well established item of physiology or 
pathology which illuminates the case, we certainly 
include it, but remember that we are writing what is 
primarily a clinical chronicle, not a basic scientific 
paper. 

• Finally, summarize the lessons learned from this case.


