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Inclusion Criteria

Exclusion Criteria
Withdrawal Criteria



Why it matters?

Inclusion criteria are a set of predefined characteristics used to identify
subjects who will be included in a research study. Inclusion criteria, along
with exclusion criteria, make up the selection or eligibility criteria used
to rule in or out the target population for a research study.

Inclusion criteria should respond to the scientific objective of the
study and are critical to accomplish it. Proper selection of inclusion
criteria will optimize the external and internal validity of the study, improve
its feasibility, lower its costs, and minimize ethical concerns; specifically,
good selection criteria will ensure the homogeneity of the sample
population, reduce confounding, and increase the likelihood of finding a
true association between exposure/intervention and outcomes.

Salkind, N. J. (2010). Encyclopedia of research design Thousand Oaks, CA: SAGE Publications
Ltd doi: 10.4135/9781412961288



 Inclusion criteria are defined as the key features of the target population
that the investigators will use to answer their research question.

« Typical inclusion criteria include demographic, clinical, and geographic
characteristics. In_contrast, exclusion criteria are defined as features of
the potential study participants who meet the inclusion criteria but
present with additional characteristics that could interfere with the
success of the study or increase their risk for an unfavorable
outcome.

« Common exclusion criteria include characteristics of eligible individuals
that make them highly likely to be lost to follow-up, miss scheduled
appointments to collect data, provide inaccurate data, have comorbidities
that could bias the results of the study, or increase their risk for adverse
events (most relevant in studies testing interventions).

Hulley SB, Cummings SR, Browner WS, Grady DG, Newman TB.
Designing Clinical Research. 3rd ed, Philadelphia, PA: Lippincott Williams & Wilkins; 2007.
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