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Aim
To compare and evaluate quality assessment tools (QAT) 
that are available to assess the quality of interventional 
studies or studies in the field of health economics with 
respect to formal and content criteria.

Conclusions and results
The report identifies 8 systematic methodological re-
views and 147 QAT (15 for systematic reviews, 80 for 
randomized trials, 30 for observational studies, 17 for 
diagnostic studies, and 22 for health economic studies). 
Existing tools for assessing study quality can be classi-
fied into scales, checklists, and component ratings. The 
tools vary considerably as regards their content, perfor-
mance, and quality of operationalization. Some tools 
include not only items of internal validity, but also items 
of quality concerning reporting and external validity. 
No tool covers all elements or domains. Design-specific 
generic tools are presented, which cover most of the con-
tent criteria. Evaluation of QAT by using content criteria 
is difficult due to the absence of scientific consensus on 
the necessary elements of internal validity, and not all of 
the generally accepted elements are based on empirical 
evidence. Comparing QAT based on content neglects 
the operationalization of the respective parameters, for 
which quality and precision are important for transpar-
ency, reproducibility, correct assessment, and interrater 
reliability. QAT, which mix items on the quality of re-
porting and internal validity, should be avoided. Mixing 
the reporting quality and internal validity can lead to 
misinterpretation of study quality, if elements of the 
reporting quality are used as a surrogate for assessing 
methodological quality.

Recommendations
Quality assessment of studies is a mandatory part of 
systematic reviews and must be documented transpar-
ently. Different design-specific QAT are available that 
can be selected according to their substantive coverage 
of the elements of internal validity. There is consensus 
that scales should not be used for quality assessments, 

or should be used without quantitative assessment. In 
general, the higher the scope for subjective assessments, 
the lower the agreement between the reviewers. To min-
imize subjectivity in an evaluation, tools with a detailed 
and precise operationalization of the items are prefer-
able. Where necessary, the instructions can be adjusted 
to ensure that all reviewers are clear on how to score 
study quality. In health economic studies, tools should 
be developed and complemented with instructions that 
define the appropriateness of the criteria.

Methods
A systematic search of relevant databases from 1988 
onward was supplemented by screening the referenc-
es of HTA reports by the German Agency for Health 
Technology Assessment (DAHTA) and an Internet 
search. Two independent reviewers selected relevant 
literature, extracted data, and assessed quality. The 
substantive elements of the QAT were extracted using 
a modified criteria list consisting of items and domains 
specific to randomized trials, observational studies, 
diagnostic studies, systematic reviews, and health eco-
nomic studies. Based on the number of covered items 
and domains, more and less comprehensive QAT have 
been distinguished.

Further research/reviews required
Further research is needed to identify study charac-
teristics that influence the internal validity of studies, 
especially observational studies.
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