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Minimum Standard Explanation Notes/comments 

1. Conceptual and 
measurement model 

A PRO measure should have documentation defining and describing the concept(s) 
included and the intended population(s) for use. In addition, there should be 
documentation of how the concept(s) are organized into a measurement model, including 
evidence for the dimensionality of the measure, how items relate to each measured 
concept, and the relationship among concepts included in the PRO measure. 

 

2. Reliability The reliability of a PRO measure should preferably be at or above 0.70 for group-level 
comparisons, but may be lower if appropriately justified. Reliability can be estimated 
using a variety of methods including internal consistency reliability, test–retest reliability, 
or item response theory. Each method should be justified. 

 

3. Validity  

3a Content validity 

 

 

 

 

 

 

 

3b Construct validity 

 

A PRO measure should have evidence supporting its content validity, including evidence 
that patients and experts consider the content of the PRO measure relevant and 
comprehensive for the concept, population, and aim of the measurement application. 
This includes documentation of:  

(1) qualitative and/or quantitative methods used to solicit and confirm attributes (i.e., 
concepts measured by the items) of the PRO relevant to the measurement 
application 

(2) the characteristics of participants included in the evaluation (e.g., race/ethnicity, 
culture, age, gender, socio-economic status, literacy level) with an emphasis on 
similarities or differences with respect to the target population 

(3) justification for the recall period for the measurement application 

A PRO measure should have evidence supporting its construct validity, including 
documentation of empirical findings that support predefined hypotheses on the expected 
associations among measures similar or dissimilar to the measured PRO. 

 

3c Responsiveness A PRO measure for use in longitudinal research study should have evidence of 
responsiveness, including empirical evidence of changes in scores consistent with 
predefined hypotheses regarding changes in the measured PRO in the target population 
for the research application. 
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4. Interpretability of 
scores 

A PRO measure should have documentation to support interpretation of scores, including 
what low and high scores represent for the measured concept. 

 

5. Translation of the PRO 
measure 

A PRO measure translated to one or more languages should have documentation of the 
methods used to translate and evaluate the PRO measure in each language. Studies 
should at least include evidence from qualitative methods (e.g., cognitive testing) to 
evaluate the translations. 

 

6. Patient and 
investigator burden 

PRO measure must not be overly burdensome for patients or investigators. The length of 
the PRO measure should be considered in the context of other PRO measures included 
in the assessment, the frequency of PRO data collection, and the characteristics of the 
study population. The literacy demand of the items in the PRO measure should usually 
be at a 6th grade education level or lower (i.e., 12-year-old or lower); however, it should 
be appropriately justified for the context of the proposed application. 

 

 


