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This is the first in a series of four articles
The quality of controlled trials is of obvious relevance to systematic reviews. If the “raw material” is flawed then the conclusions of systematic reviews cannot be trusted. Many reviewers formally assess the quality of primary trials by following the recommendations of the Cochrane Collaboration and other experts. 1 2 However, the methodology for both the assessment of quality and its incorporation into systematic reviews and meta-analysis are a matter of ongoing debate.3-5 In this article we discuss the concept of study quality and the methods used to assess quality.


Components of internal and external validity of controlled clinical trials

Internal validity—extent to which systematic error (bias) is minimised in clinical trials

	Selection bias: biased allocation to comparison groups

	Performance bias: unequal provision of care apart from treatment under evaluation

	Detection bias: biased assessment of outcome

	Attrition bias: biased occurrence and handling of deviations from protocol and loss to follow up

	External validity—extent to which results of trials provide a correct basis for generalisation to other circumstances

	Patients: age, sex, severity of disease and risk factors, comorbidity

	Treatment regimens: dosage, timing and route of administration, type of treatment within a class of treatments, concomitant treatments

	Settings: level of care (primary to tertiary) and experience and specialisation of care provider

	Modalities of outcomes: type or definition of outcomes and duration of follow up






Quality is a multidimensional concept, which could relate to the design, conduct, and analysis of a trial, its clinical relevance, or quality of reporting.6 The validity of the findings generated by a study clearly is an important dimension of quality. In the 1950s the social scientist Campbell proposed a useful distinction between internal and external validity (see box below). 7 8 Internal validity implies that the differences observed between groups of patients allocated to different … 
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