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Abstract: The Analgesic, Anesthetic, and Addiction Clinical Trial Translations, Innovations, Opportu-

nities, and Networks-American Pain Society Pain Taxonomy (AAPT) is designed to be an evidence-

based multidimensional chronic pain classification system that will facilitate more comprehensive

and consistent chronic pain diagnoses, and thereby enhance research, clinical communication, and

ultimately patient care. Core diagnostic criteria (dimension 1) for individual chronic pain conditions

included in the initial version of AAPTwill be the focus of subsequent empirical research to evaluate

and provide evidence for their reliability and validity. Challenges to validating diagnostic criteria in

the absence of clear and identifiable pathophysiological mechanisms are described. Based in part

on previous experience regarding the development of evidence-based diagnostic criteria for psychi-

atric disorders, headache, and specific chronic pain conditions (fibromyalgia, complex regional pain

syndrome, temporomandibular disorders, pain associated with spinal cord injuries), several

potential approaches for documentation of the reliability and validity of the AAPT diagnostic criteria

are summarized.

Perspective: The AAPT is designed to be an evidence-based multidimensional chronic pain classifi-

cation system. Conceptual and methodological issues related to demonstrating the reliability and val-

idity of the proposed AAPT chronic pain diagnostic criteria are discussed.
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T
he public-private partnership, Analgesic, Anes-
thetic, and Addiction Clinical Trial Translations,
Innovations, Opportunities, and Networks and the

American Pain Society have jointly been working toward
development of a comprehensive chronic pain taxon-
omy, the AAPT. The AAPTwill provide diagnostic criteria
for an array of chronic pain conditions using a consistent,
multidimensional format. The 5 proposed diagnostic
dimensions include: core diagnostic criteria (dimension
1); common features (dimension 2); common medical
comorbidities (dimension 3); neurobiological, psychoso-
cial, and functional consequences (dimension 4); and
putative neurobiological and psychosocial mechanisms,
risk factors, and protective factors (dimension 5).24 An
important aspect of the AAPT is its emphasis on having
an adequate evidence base to support the diagnostic
criteria included in the taxonomy.24 Although this sup-
porting evidence initially will be based primarily on clin-
ical consensus as well as literature review and synthesis,
the AAPT diagnostic categories and their associated
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criteria subsequently will be subjected to systematic
empirical evaluation of their reliability and validity, and
will be revised as appropriate.
The planned empirically-based, iterative process is

designed to parallel similar successful efforts to develop
valid and reliable diagnostic criteria for psychiatric disor-
ders (the Diagnostic and Statistical Manual of Mental
Disorders, first through fifth editions1-5) and headache
disorders (the International Classification of Headache
Disorders, first through third editions32-34). In both of
these endeavors, initial criteria represented the
consensus opinions of experts, followed by revisions
increasingly driven by empirical studies of reliability
and validity.43,50,67,68

The current article is intended to provide an overview
of the conceptual and methodological issues involved in
demonstrating the reliability and validity specifically of
the AAPT Core Diagnostic Criteria (dimension 1). These
core criteria include the subjective symptoms and objec-
tive signs (potentially including test results) that are
considered the central, defining features of each specific
chronic pain condition, and the decision rules (ie, diag-
nostic algorithm) for determining the threshold for
when a patient meets criteria for being assigned a diag-
nosis.24 Examples of chronic pain conditions for which
systematic diagnostic research has already been con-
ducted are described herein to demonstrate different
approaches for development of evidence-based diag-
nostic criteria. Validation methods and limitations
described in these examples are highly relevant to
improvement of the diagnostic criteria for all common
chronic pain disorders.

Definitions
Pain is inherently a subjective phenomenon, depen-

dent on each individual’s conscious experience of pain.
Thus, there is no objective external reference standard
against which the validity of a set of chronic pain diag-
nostic criteria can be conclusively determined, because
of the centrality of pain as a core criterion in any chronic
pain disorder. If a sufficient objective external reference
standard for the symptom of pain were to emerge, this
might permit demonstration of criterion validity for
chronic pain diagnostic criteria with definitive validation
methods. Although criteria might also be validated
against underlying pathophysiology for each specific
chronic pain condition, the existence of a definitive
and complete pathophysiology for any chronic pain con-
dition remains at best debatable. As a result, demon-
strating criterion validity in a manner similar to many
other medical diagnoses, for example, validating diag-
nostic criteria for dementia using autopsy results as the
criterion (eg, Gold et al27), is impossible. Rather, each
chronic pain condition described in the AAPT represents
a presumably unique syndrome, that is, a set of clinical
signs and symptoms that co-occur and define the condi-
tion.53 Each chronic pain syndrome is therefore a
construct and, as such, the type of validity most relevant
to chronic pain diagnosis is construct validity. The

construct validity of diagnostic criteria for a given pain
condition reflects the extent to which the signs, symp-
toms, and diagnostic decision rules incorporated in the
criteria correspondwith the underlying chronic pain syn-
drome construct as it exists in the ‘‘real world.’’ There are
several subtypes of construct validity and multiple
methods available for assessment of the construct valid-
ity of diagnostic criteria.
One relevant subtype of construct validity is content

validity. In the diagnostic context, this refers to
whether the domain of signs and symptoms that
comprise the specific pain syndrome is adequately
captured by the criteria. This is an area in which input
not only from clinicians and researchers, but also from
patients who experience the targeted syndrome (via
focus groups or qualitative research methods) is partic-
ularly valuable.
Another subtype of construct validity is internal valid-

ity. We use this term not in the sense it is used in the
experimental design literature, but, rather, to refer to
the validity of the internal structure of the diagnostic
criteria. Specifically, to what extent do the criteria as
written correspond with the inter-relationships among
the clinical features as they exist in patients with the con-
dition? Using complex regional pain syndrome (CRPS) as
an example, best evidence indicates that multiple mech-
anisms (eg, central sensitization, neurogenic inflamma-
tion, altered autonomic function, altered motor
function) likely contribute to the condition. Although
these different mechanisms might overlap and interact
and thus are not entirely separable, each might be ex-
pected to be associated with somewhat different symp-
toms and signs (eg, central sensitization with allodynia,
inflammation with edema). Hence, diagnostic criteria
might display greater internal validity if they include as
separate criteria the distinct groupings of inter-related
signs and symptoms associated with each of the hypoth-
esized underlying mechanisms. Clinical implications of
internal validity issues are further highlighted in the
more detailed CRPS example in the Validity Case studies
section.
A third relevant subtype of construct validity is concur-

rent validity. For purposes of development of diagnostic
criteria, this would typically refer to demonstration of as-
sociations between diagnoses made using new proposed
criteria and diagnoses made using an existing diagnostic
standard. This standard might reflect a previously pub-
lished set of diagnostic criteria,10 ‘‘expert clinician diag-
noses,’’58,68 or even ‘‘usual method of diagnosis.’’70

Construct validity of diagnostic criteria can also be
supported by demonstrating expected associations be-
tween meeting the diagnostic criteria and presence of
clinical markers associated with the condition but not
contained within the criteria themselves. This subtype
of construct validity is typically referred to as convergent
validity. For example, given the evidence for a role for
central sensitization in fibromyalgia (FM), patients who
meet diagnostic criteria for FM might be expected to
exhibit enhanced temporal summation (an index reflect-
ing central sensitization) on quantitative sensory testing
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