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Abstract

OBJECTIVES:

The provisional criteria of the American College of Rheumatology (ACR) 2010 and the 2011 self-report
madification for survey and clinical research are widely used for fibromyalgia diagnosis. To determine the
validity, usefulness, potential problems, and modifications required for the criteria, we assessed multiple

research reports published in 2010-2016 in order to provide a 2016 update to the criteria.

METHODS:

We reviewed 14 validation studies that compared 2010/2011 criteria with ACR 1990 classification and
clinical criteria, as well as epidemiology, clinical, and databank studies that addressed important criteria-
level variables. Based on definitional differences between 1990 and 2010/2011 criteria, we interpreted

85% sensitivity and 90% specificity as excellent agreement.

RESULTS:

Against 1990 and clinical criteria, the median sensitivity and specificity of the 2010/2011 criteria were
86% and 90%, respectively. The 2010/2011 criteria led to misclassification when applied to regional pain
syndromes, but when a modified widespread pain criterion (the "generalized pain criterion") was added
misclassification was eliminated. Based on the above data and clinic usage data, we developed a (2016)
revision to the 2010/2011 fibromyalgia criteria. Fibromyalgia may now be diagnosed in adults when all of
the following criteria are met: CONCLUSIONS: The fibromyalgia criteria have good sensitivity and
specificity. This revision combines physician and questionnaire criteria, minimizes misclassification of
regional pain disorders, and eliminates the previously confusing recommendation regarding diagnostic
exclusions. The physician-based criteria are valid for individual patient diagnosis. The self-report version
of the criteria is not valid for clinical diagnosis in individual patients but is valid for research studies.
These changes allow the criteria to function as diagnostic criteria, while still being useful for

classification.
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