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Objective: Changes in DSM-IV were guided
by empirical data that mostly focused on
improving diagnostic validity and reliabil-
ity. Although many changes were made
explicitly to improve clinical utility, no for-
mal effort was made to empirically de-
termine actual improvements in clinical
utility. The authors propose that future re-
visions of DSM empirically demonstrate
improvement in clinical utility to clarify
whether the advantages of changing the
diagnostic criteria outweigh potential neg-
ative consequences.

Method: The authors provide a formal
definition of clinical utility and then sug-
gest that the merits of a proposed change
to DSM be evaluated by considering 1) its
impact on the use of the diagnostic sys-
tem, 2) whether it enhances clinical deci-
sion making, and 3) whether it improves
clinical outcome.

Results: Evaluating a change based on its
impact on use considers both user accept-
ability and accuracy in application of the
diagnostic criteria. User acceptability can
be measured by surveying users’ reactions,
assessing user acceptability in a field trial
setting, and measuring the effects on ease
of use. Assessment of the correct applica-
tion of diagnostic criteria entails compar-
ing the clinician’s diagnostic assessment to
expert diagnostic assessment. Assessments
of the impact on clinical decision making
use methods developed for evaluating ad-
herence to practice guidelines. Improve-
ment in outcome entails measuring reduc-
tion in symptom severity or improvement
in functioning or in documenting the pre-
vention of a future negative outcome.

Conclusions: Empirical methods should
be applied to the assessment of changes
that purport to improve clinical utility in
future revisions of DSM.

(Am J Psychiatry 2004; 161:946–954)

The DSM-IV revision process focused on empirically
based evidence as the driving force of change (1). Empirical
evidence that influenced DSM-IV decisions was obtained
through three distinct but interactive stages: comprehen-
sive reviews of the literature, reanalyses of previously col-
lected data sets, and diagnosis-focused field trials (2). In
most cases, data culled from empirical investigations were
used with the express goal of improving the diagnostic va-
lidity of DSM. This effort to empirically validate psychiat-
ric diagnoses was based on the seminal article by Robins
and Guze (3), in which the authors outlined a method for
establishing diagnostic validity. As described by Robins
and Guze, the validity of these identified syndromes could
be incrementally improved through increasingly precise
clinical description, greater delineation of the syndromes
from other disorders, laboratory studies, follow-up studies
of outcome, and family studies. Over the years, investiga-
tors have proposed refining and expanding this list of ex-
ternal validators to include family history, demographic
correlates, biological and psychological tests, environ-
mental risk factors, concurrent symptoms (that are not
part of the diagnostic criteria being assessed), treatment
response, diagnostic stability, and course of illness (4). Al-
though the paradigm of Robins and Guze has been criti-
cized because after 30 years of research, it has not yet led

to a nosology based on valid disease entities (5), the overall
goal of iteratively improving the diagnostic validity of
DSM based on empirical methods will continue to form
the cornerstone of the DSM-V effort (6).

Complementary to ongoing efforts to improve the diag-
nostic validity of DSM, an equally important goal of the
DSM revision process is to improve its clinical utility. The
fundamental importance of clinical utility to DSM classifi-
cation is exemplified by the statement in the introduction
of DSM-IV-TR that its “highest priority has been to provide
a helpful guide to clinical practice.” But what exactly are
the boundaries of the concept of clinical utility? The term
appears frequently in the psychiatric literature; for exam-
ple, a search of the PsycINFO literature database up to No-
vember 2002 found 229 articles with the term “clinical util-
ity” in the title, the majority of which reported on the
clinical utility of a test or treatment. Despite its common
use, with the exception of a recent article by Kendell and
Jablensky (7), we are not aware of any attempts to provide
a formal definition of the concept. Although Kendell and
Jablensky, in discussing the difference between diagnostic
validity and utility, note that a diagnostic rubric has utility
if “it can be shown to provide nontrivial information about
prognosis and likely treatment outcomes, and testable
propositions about biological and social correlates,” we
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feel that this definition is overly narrow because it ignores
some of DSM’s more important clinical uses (e.g., commu-
nication of clinical information). Therefore, we propose
the following definition of clinical utility, as it applies to
the various components of DSM. Clinical utility is the ex-
tent to which DSM assists clinical decision makers in ful-
filling the various clinical functions of a psychiatric classi-
fication system. These functions include assisting
clinicians and other users with the following:

1. Conceptualizing diagnostic entities
2. Communicating clinical information to practitio-

ners, patients and their families, and health care sys-
tems administrators

3. Using diagnostic categories and criteria sets in clini-
cal practice (including for diagnostic interviewing
and differential diagnosis)

4. Choosing effective interventions to improve clinical
outcomes

5. Predicting future clinical management needs

Excluded from the concept of clinical utility are practi-
cal but nonclinical concerns such as the effect of a change
on insurance reimbursements.

In fact, most of the changes in DSM-IV were made with
the explicit goal of improving clinical utility. An example
from the DSM-IV appendix, which provides an annotated
listing of changes, includes “simplification” of the criteria
sets for autistic disorder, conduct disorder, dementia, am-
nestic disorder, substance dependence, schizophrenia,
generalized anxiety disorder, somatization disorder, and
antisocial personality disorder. Another example is in-
cluding new subtypes and disorders because of their “im-
plications for treatment selection” (for example, “with
atypical features,” “with postpartum onset,” “rapid cy-
cling,” and “bipolar II disorder”). In addition, the goal of
improving clinical utility can be inferred from most of the
other annotations, which include phrases such as
“changed to reflect clinical use” and “allow for earlier case
finding.”

Even though a number of these proposed changes in
criteria were studied in the DSM-IV field trials (8–12) or in
data reanalyses (13), no formal effort was made to empiri-
cally examine whether these changes actually improved
clinical utility. Instead, the field trials and data reanalyses
primarily evaluated proposed criteria sets in terms of reli-
ability, validity (using clinical diagnoses as the standard),
and the extent to which the proposed criteria set identified
different individuals as having the disorder. Purported im-
provements in clinical utility were simply assumed to be
the case.

In this article, we propose that the same standards for
empirically based documentation that have been applied
to the determination of whether a change improves diag-
nostic validity also be applied to changes that aim to im-
prove clinical utility. We specifically recommend that fu-
ture field trials incorporate specific assessments that

quantify the extent of the improvement in clinical utility.
One might wonder why improvements in clinical utility
need to be empirically documented. For example, it might
appear intuitively obvious that replacing a criterion that
requires five items from a list of 15 with one that requires
only two items of six is an improvement in clinical utility.
Determining improvement in clinical utility by using em-
pirical methods would serve to clarify whether the advan-
tages of changing the diagnostic criteria outweigh poten-
tial negative consequences. Such negative consequences
include the burden on users to learn about the changes,
the burden on instrument developers to incorporate the
changes, and the difficulties imposed on researchers by
complicating their ability to pool or compare data from
studies using different versions of criteria (14).

The Relationship Between Diagnostic 
Validity and Clinical Utility

Although in this article we discuss diagnostic validity
and clinical utility as if they were distinct concepts, there
is, in fact, considerable debate about the overlap between
these two constructs, largely because of the lack of widely
accepted definitions of these constructs as they apply to
psychiatric diagnoses. At one extreme are those that use
the terms interchangeably. For example, Spitzer (15) de-
fines diagnostic validity as “the extent [to which] the defin-
ing features of a disorder provide useful information not
contained in the definition of the disorder.” At the other
extreme, Kendell and Jablensky (7) see validity and utility
as completely distinct constructs, arguing that a disorder
can be considered valid only if it can be demonstrated to
have natural boundaries with other disorders.

Our position is to take the middle ground. Although we
view validity and utility as separate constructs, there is
considerable overlap between them. Diagnostic validity is
a complex multifaceted construct that has historically
been adapted from the field of psychological testing and
includes a number of different types of validity. These in-
clude the following:

1. Face validity (i.e., whether the description of a cate-
gory and its diagnostic criteria seem to accurately de-
scribe the disorder)

2. Descriptive validity (i.e., whether the features of a
category are unique to that category relative to other
mental disorders)

3. Predictive validity (i.e., the extent to which having a
diagnosis predicts future clinical course, complica-
tions, and treatment response)

4. External or construct validity (i.e., the extent to which
the diagnosis correlates with expected external vali-
dators, such as family history and neurobiological
markers) (16, 17)

Since many of these elements of diagnostic validity are
inherently useful in the care of patients (e.g., in predicting



948 Am J Psychiatry 161:6, June 2004

CLINICAL UTILITY AND DSM

http://ajp.psychiatryonline.org

treatment response or course of illness), it is not surprising
that improving diagnostic validity often improves clinical
utility as well.

There are a number of scenarios in which there is no
overlap between diagnostic validity and clinical utility,
and it is conceivable that a change intended to improve
the clinical utility of DSM might reduce diagnostic validity.
For example, changes in the diagnostic criteria sets that
are designed to make them easier to use (e.g., drastically
shortening the number of diagnostic criteria) could re-
duce diagnostic validity (e.g., weaken their association
with an external validator such as family history). One way
to minimize this potential conflict is to ensure that simpli-
fied criteria sets identify the same patients as having the
disorder, thus guaranteeing that diagnostic validity is
maintained. For this reason, an important aspect of sev-
eral of the DSM-IV field trials (e.g., for somatization dis-
order and antisocial personality disorder) was the deter-
mination of whether the simplified DSM-IV criteria sets
diagnosed the same set of individuals as did the more
complex DSM-III-R criteria sets. Although it is theoreti-
cally possible to make a change in DSM that would im-
prove diagnostic validity without also improving its clini-
cal utility (e.g., adding a genetic subtyping scheme that
has absolutely no management implications), we are not
aware of any such examples in psychiatry.

Developing an Empirical Method 
for Assessing Change in Clinical Utility

When evaluating whether a proposed change improves
or detracts from the clinical utility of DSM, it is important
to first identify the various components of clinical utility
that might be affected by that change. Based on the defini-
tion of clinical utility that we proposed, we suggest that
the merits of a proposed change to DSM can be evaluated
by considering 1) its impact on the use of DSM, 2) whether
it enhances clinical decision making, and 3) whether it im-
proves clinical outcomes. These three components of clin-
ical utility imperfectly resemble the classic “structure/pro-
cess/outcome” framework for evaluating quality of care
set forth by Donabedian (18). Each of these will be dis-
cussed in more detail.

Impact on Use

This aspect of clinical utility focuses on whether the di-
agnostic system is used at all by its intended end popula-
tion (user acceptability) and whether it is used correctly
(accuracy in the application of the diagnostic criteria).
Achieving adequate levels of user acceptability is critically
important since nonutilization of the diagnostic system
eliminates any potential benefits that might result from
DSM changes that target either clinical decision making or
patient outcome. Similarly, the correct application of the
DSM diagnostic criteria in clinical settings is also a prereq-

uisite for assigning the proper psychiatric diagnosis.
Selecting the wrong diagnosis from the get-go may sub-
sequently lead to improper treatment selection and ulti-
mately to poor patient outcomes.

Establishing Current Use

Before one can determine whether a proposed change
to DSM positively affects its use, it is important to estab-
lish baseline information about how the current version of
DSM is being used and to identify potential sources of
poor user acceptability. Surprisingly, relatively little re-
search has focused on the clinical use of DSM. Two meth-
ods have been used: 1) surveys of clinicians’ and research-
ers’ self-reported use of—and attitudes toward—various
editions of the DSM and ICD classifications and 2) direct
measurement of use through examination of recorded
chart diagnoses. Although a number of surveys have been
conducted over the past 20 years (19–26), their focus has
been almost exclusively on general system-wide issues
rather than on discerning attitudes toward specific diag-
nostic categories, Such restrictions have limited conclu-
sions about the user acceptability of specific diagnostic
categories.

One exception to this approach in survey questions
concerns the DSM multiaxial system. A major impetus for
overhauling DSM-III-R axis IV was the concern that it was
“used infrequently in clinical settings and research stud-
ies” (27). As part of the literature review of articles examin-
ing the use, reliability, and validity of axis IV, Skodol exam-
ined the surveys of DSM-III and DSM-III-R users that
included questions regarding their use of axis IV. For ex-
ample, in the 1986 survey of practicing psychiatrists and
1984 graduates of residency programs (21), only 44% of the
psychiatrists and 56% of the residents found axis IV to be
useful. Partly based on the surveyed underuse of axis IV,
the DSM-IV work group ultimately recommended that
axis IV be replaced by a psychosocial and environmental
problem list. It should be noted that although the execu-
tive summary of changes in the DSM-IV Sourcebook (28)
noted that the psychosocial and environmental checklist
was added because of “its simplicity and the fact that it al-
lows clinicians to note the specific problems of concern,”
no field trials were conducted to empirically determine
whether this assertion was, in fact, true.

An alternative to assessing use by surveying clinicians is
to measure it by reviewing clinical records for evidence of
use. This method formed the basis of the recommenda-
tion by the Psychiatric Systems Interface Disorders Work
Group to delete three of the subtypes for adjustment dis-
order (i.e., adjustment disorder with physical complaints,
adjustment disorder with withdrawal, and adjustment
disorder with work/academic inhibition) because they
were “rarely used” (29). As part of the MacArthur data re-
analysis conducted by Strain and colleagues (30), an anal-
ysis of the frequency distribution of DSM-III subtypes of
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adjustment disorder from a National Institute of Mental
Health (NIMH) sample (6,654 patients diagnosed with ad-
justment disorder) and a database of patients seen at the
Adult Psychiatry Crisis Clinic at Western Psychiatric Insti-
tute and Clinic (2,916 diagnosed with adjustment disor-
der) indicated that “with withdrawal” and “with work/
academic inhibition” were almost never used. These find-
ings led the work group to recommend deletion of these
subtypes for simplification.

An important limitation in measuring use by looking at
chart diagnoses is that they may bear little relationship to
actual use of DSM or to the potential clinical utility of a di-
agnosis or subtype. Some clinicians may record a particu-
lar chart diagnosis to receive payment for the treatment
they provide, to minimize stigmatization, or because it fits
the “gestalt” of the patient, rather than because the diag-
nostic criteria were carefully evaluated and determined to
have been met. More extensive evaluations of diagnostic
procedures may be needed to draw accurate conclusions
about DSM use. Such evaluations might entail requiring a
much more extensive documentation of whether the diag-
nostic criteria have been met or conducting post hoc “de-
briefing sessions” in which the clinician’s diagnostic deci-
sion making is carefully examined by using cognitive
analysis techniques (31).

Assessing User Acceptability 
of Proposed Changes

User acceptability of a proposed change can be divided
into two components, each of which can be assessed sep-
arately: 1) confidence in its diagnostic validity and 2) its
ease of use. For example, the user acceptability of the
DSM-IV proposal to introduce the diagnosis of Asperger’s
disorder to the section on pervasive developmental disor-
ders depends both on whether the user believes that the
DSM-IV diagnosis is a valid construct and whether the cri-
teria set is easy enough to use. However, any given clini-
cian’s perception that a proposed diagnostic construct is
valid will depend on a number of personal factors, such as
familiarity with the scientific literature (relevant for decid-
ing whether a proposed change has external validity), clin-
ical experience (relevant for deciding about predictive va-
lidity and face validity), and practice setting (since case
mix can affect a clinician’s perception of what is descrip-
tively valid). In light of these limitations, we are certainly
not arguing that diagnostic changes should be based pri-
marily on their popularity with clinicians. Nonetheless, to
ensure that proposed changes are in line with overall clin-
ical sensibilities, some assessment of clinicians’ attitudes
about the credibility of proposed changes is advisable, as
long as the inherently subjective nature of such assess-
ments is acknowledged. Furthermore, surveys should at-
tempt to explore the reasons behind clinicians’ judgments
regarding the acceptability or unacceptability (use or non-
use) of a particular disorder.

The ease of use or “user friendliness” of a proposed di-
agnostic change is also crucial in determining its ultimate
user acceptability. This parameter covers the practical is-
sues of applying the diagnostic system and includes the
length of time it takes to assess a particular criteria set, the
number and complexity of criteria that affect the likeli-
hood that the user will be able to recall from memory a cri-
teria set (thus obviating the need to have the DSM manual
always on hand), and the ease in locating the appropriate
disorder in the classification.

User acceptability of a proposed change can be measured
in a number of different ways, including the following:

1. Surveying users’ reactions to a presentation of the
proposed changes

2. Assessing user acceptability in the context of actual
use (e.g., in a field trial setting)

3. Measuring the proposed changes’ effects on ease
of use (e.g., by timing the duration of assessment
procedures)

Surveys of users’ reactions to proposed changes can
help in determining the likelihood that such changes will
be accepted by the DSM user community at large. Using
the survey methods, the DSM-IV Child Disorders Work
Group queried 460 child psychiatrists about their reac-
tions to specific proposed revisions for DSM-IV using a
questionnaire composed of 52 items that was adminis-
tered to attendees of the 1989 meeting of the American
Academy of Child Psychiatry (24). Proposed changes were
described, and the respondents were asked whether they
supported the proposals. An example of such an item in-
cluded in the survey was “the work group plans to recom-
mend that reactive attachment disorder be differentiated
into socially withdrawn and socially indiscriminate sub-
types.” In some cases, the respondents were asked specific
questions that might help provide the work group with
particular use information for its deliberations. For exam-
ple, because the questionable empirical basis of identity
disorder resulted in a proposal that the category be de-
leted, the DSM-IV Childhood Disorders Work Group was
interested in how many practitioners actually use that di-
agnosis. Of note, even though the survey indicated that
80% reported that they use it for adolescents and 45% re-
ported using it for children, the lack of any research data
regarding its empirical validity took precedence over the
fact that it was used clinically and identity disorder was ul-
timately removed from the mental disorders section of
DSM-IV.

Field trial methods usually ask users to apply diagnostic
criteria to case vignettes or in actual clinical settings. The
international field trials of the ICD-10 clinical guidelines
(32) and diagnostic criteria for research (33) both mea-
sured user acceptability by applying a draft of the ICD-10
clinical guidelines and diagnostic criteria for research to
written case histories and to actual patients. In addition to
recording the diagnosis on a rating form, clinicians were
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asked to rate on a 5-point scale how well the diagnosis
provided a “good fit” to the patient’s clinical picture, how
confident they were in making the diagnosis using the
clinical guidelines, and how easy they were to use. These
field trials were useful in identifying inconsistencies and
ambiguities in the clinical guidelines and diagnostic cri-
teria for research, leading to a number of changes and
improvements.

One problem with measuring users’ attitudes about the
acceptability of diagnostic changes is the lack of any avail-
able standardized instruments. To date, existing question-
naires have been developed ad hoc for particular surveys or
field trials with no attempts having been made to deter-
mine such basic psychometric properties as internal con-
sistency of the responses or test-retest reliability. We rec-
ommend that efforts be made to develop standardized
assessments so that results can be compared across differ-
ent studies to determine relative levels of user acceptability.

User acceptability can also be assessed indirectly by mea-
suring the effect of a proposed change on the ease of use in
an experimental setting. The DSM-III-R criteria set for gen-
eralized anxiety disorder was revised in DSM-IV, replacing
the 18-item criterion D (which listed anxiety symptoms of-
ten present) with a corresponding six-item criterion C that
is purported to be “simpler, more reliable, and more coher-
ent” based on the results of a data reanalysis (13). The data
reanalysis evaluated whether the shorter criteria set im-
proved reliability (which it did), but no attempt was made
to empirically evaluate whether in fact the modified criteria
for generalized anxiety disorder were easier to use. To mea-
sure increased ease of use in an experimental setting, the
two criteria sets could be compared in terms of time re-
quired for assessment. In addition, ease of use could also be
measured by determining which of the criteria sets was eas-
ier for the clinician to recall from memory.

Assessing the Accuracy of Application 
of Diagnostic Criteria

In addition to potentially improving user acceptability,
proposed changes that make the criteria sets easier to use
can improve users’ ability to correctly apply the diagnostic
criteria in practice. These include proposals to simplify
criteria sets or diagnostic algorithms, clarifications in the
wording of an ambiguously written diagnostic criterion,
changes in criteria to make them easier to assess, and
modifications in exclusion criteria to more clearly delin-
eate the differential diagnosis. For example, the diagnostic
criteria for schizoaffective disorder in DSM-III-R were am-
biguous in that it was unclear whether the user was sup-
posed to focus on the current episode of illness or on the
lifetime pattern when determining the temporal relation-
ship of mood and psychotic symptoms (34). For DSM-IV,
the wording of the diagnostic criteria was changed to
clarify that all of these criteria concern an uninterrupted
period of illness rather than the lifetime pattern of symp-

toms, with the expectation that clinicians using the re-
vised diagnostic criteria will be more likely to apply them
correctly from a procedural standpoint. It should be noted
that the goal of these wording changes was not to improve
the diagnostic validity of the schizoaffective disorder con-
struct per se. That is, these changes were not intended to
indicate that a definition of schizoaffective disorder that
focuses on the relationship of mood and psychotic symp-
toms within a continuous episode is more valid than a def-
inition that concentrates on the lifetime pattern of mood
and psychotic symptoms. Instead, these changes to the
criteria set were made to ensure that the operationaliza-
tion of the schizoaffective disorder construct was consis-
tent across different diagnostic criteria.

Assessment of whether clinicians are “correctly” apply-
ing the diagnostic criteria usually entails comparing the
clinician’s application of the diagnostic criteria with an
expert’s. This method has been used in a number of stud-
ies to confirm diagnostic accuracy (e.g., reference 35, in
which the accuracy of the clinician’s diagnosis is measured
by virtue of its agreement with the best estimate diagnosis
by using a structured interview that promotes rigorous ap-
plication of the diagnostic criteria). Whether the proposed
change in the diagnostic criteria for schizoaffective disor-
der actually improves diagnostic accuracy can be assessed
by comparing clinicians’ ability to agree with a Longitudi-
nal Expert All Data (LEAD) diagnosis (36) using the DSM-
III-R versus DSM-IV diagnostic criteria.

Impact on Clinical Decision Making

Clinicians do not use DSM simply to assign a diagnostic
label (or labels) to a patient’s clinical presentation. Rather,
the DSM diagnosis informs a variety of clinical decisions
by both the clinician and the patient. For the clinician,
these decisions include selection of a particular setting for
treatment (e.g., inpatient versus outpatient), mode of
treatment (e.g., somatic and/or psychosocial), and ex-
pected duration of treatment (e.g., brief versus long-term).
Patients may also alter their behavior once their psychiat-
ric diagnosis and its implications are explained to them
(e.g., avoiding known triggers of acute episodes of illness).
Most changes that entail the addition of a new disorder or
new subtype are intended to highlight a homogeneous
(and previously unidentified) group of patients that re-
quire special clinical attention. For example, the addition
in DSM-IV of the rapid cycling subtype for bipolar disor-
der was intended to alert clinicians, patients, and their
families to this important subgroup of bipolar patients
and to encourage clinicians, patients, and their families to
follow certain management guidelines (e.g., for clinicians,
measurement of thyroid hormone, use of valproate in lieu
of lithium, and exercise of extra caution in the use of anti-
depressants, and for patients, the avoidance of potential
triggers such as substance use or sleep deprivation).
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Assessments of whether clinicians are making the ap-
propriate clinical decisions can be done by using methods
developed for evaluating the degree of adherence to prac-
tice guidelines. Such methods involve, first, the delineation
of “quality indicators,” which consist of specific accessible
data elements that indicate a reasonable likelihood of con-
cordance with a particular guideline (37, 38). These indica-
tors usually consist of a denominator specifying the popu-
lation to which the guideline applies (e.g., all individuals
with an insurance claim for bipolar disorder) and a numer-
ator suggesting conformance with the guidelines (e.g., all
individuals in the denominator who have been given a
prescription for a mood stabilizer). Data can be collected
from clinician or patient surveys, systematic chart abstrac-
tion, or secondary analyses of electronic medical records
or claims data.

There are a number of ways to design studies to exam-
ine the impact of a proposed change on clinical decision
making. The ideal design would document an increased
incidence of the desired clinical decision in a randomized
controlled trial in which patients are randomly assigned to
one of two groups: patients diagnosed according to the ex-
isting diagnostic classification and patients diagnosed ac-
cording to the proposed changes. This design has the ad-
vantage of controlling for other factors that might affect
the clinical decision-making process. Other designs that
are less ideal but still useful could examine claims forms,
encounter data, or patient charts to document increased
use of the proposed diagnostic specifier in association
with the desired clinical decision (e.g., use of valproate as-
sociated with use of the rapid-cycling specifier).

For example, the “atypical features” specifier was added
to DSM-IV because it identified a subgroup of depressed
patients that respond less well to tricyclic antidepressants
(39). In order to determine whether this addition to DSM-
IV is clinically useful (in regard to the effect of the change
on clinical decision making), one could conduct a ran-
domized controlled trial that would examine the rates of
use of tricyclic antidepressants in groups of depressed pa-
tients with a mix of subtypes who were randomly assigned
to groups according to whether they are diagnosed ac-
cording to DSM-III-R or DSM-IV. Improvement in clinical
utility could be demonstrated if the rates of use of tricyclic
antidepressants in patients diagnosed according to DSM-
IV criteria (some of whom would have been identified as
having atypical features and thus not given tricyclic anti-
depressants) were shown to be lower compared to pa-
tients diagnosed according to DSM-III-R criteria (none of
whom would have been labeled as atypical). A study ex-
amining chart data for an association between the atypical
features specifier and less frequent use of tricyclic antide-
pressants would be problematic since it would not be able
to account for other reasons for lower use of tricyclic anti-
depressants (e.g., the potential for lethality in overdose
and increased rates of problematic side effects).

Improvement in Clinical Outcome

The “holy grail” of clinical utility is the positive effect of
a change in the diagnostic system on outcome. Improve-
ment in clinical outcome can be assessed by measuring
reduction in symptom severity, measuring improvement
in functioning, or documenting the prevention of a future
negative outcome (e.g., reduction in relapse rates over a
period of time). Given the number and complexity of the
determinants of outcome, it has traditionally not been
possible to empirically demonstrate that a change in diag-
nostic practices results in an improvement in outcome be-
cause of the very large group sizes that would be required
to demonstrate a difference among groups. However, in
response to severe limitations in the utility and generaliz-
ability of typical clinical trials, the NIMH has initiated sev-
eral large-scale, public-health-oriented clinical trials that
have a more naturalistic design (40). In such trials, diag-
nostic algorithms are typically tested in a wide variety of
clinical settings, comparing a “treatment-as-usual” arm
with various permutations of the diagnostic algorithm.
Trials of this type may potentially provide an opportunity
to relate clinical outcome to diagnostic innovations (e.g.,
treatment-oriented specifiers such as rapid cycling, sea-
sonal pattern, and atypical features). Studies that employ
treatment algorithms that incorporate existing or pro-
posed DSM diagnostic considerations in their decision
points (i.e., if the patient has a particular DSM subtype,
then institute a particular treatment) may allow for an ex-
amination of the effects of a diagnostic change on out-
come by allowing comparison with a treatment-(and diag-
nosis)-as-usual arm.

Examples of Applying Elements 
of Clinical Utility

To illustrate how the impact of a particular change on
clinical utility might be measured, we will use as examples
two changes proposed for, and ultimately included in,
DSM-IV.

1. Simplification of the Diagnostic Criteria 
for Somatization Disorder

One of the explicit goals of the proposed change in the
DSM-IV criteria set for somatization disorder was to im-
prove its clinical utility (11). As a result of a data reanalysis
of 500 patients with somatization disorder, a new criteria
set was proposed, replacing the DSM-III-R requirement for
at least 13 from an exhaustive list of 35 somatoform symp-
toms with a requirement for a pattern of symptoms drawn
from different types (i.e., at least four pain symptoms, two
gastrointestinal, one sexual, and one pseudoneurological).
Although the DSM-IV field trial documented that the re-
vised criteria set defined the same group of patients as did
the DSM-III-R criteria set, no empirical efforts were made
to actually document that the revised criteria set was in fact
easier to use. Presumably, the opinion of the work group
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that the revised criteria sets would be substantially easier
to use was sufficient.

How could the clinical utility aspects of the proposed
criteria set have been measured? One of the justifications
for making this change was the belief that clinicians found
the DSM-III-R criteria set too difficult to use and thus were
unlikely to apply the somatization disorder criteria set in
their practice. (It should be noted that this justification
was not based on any empirical data that showed that the
clinicians harbored negative opinions about the somati-
zation disorder criteria or that they were in fact not using
these criteria in practice.) Thus, the primary component
of clinical utility that was targeted was the clinicians’ ac-
ceptability of the somatization disorder criteria. This
could be measured as part of a field trial by first assessing
(by means of a questionnaire) whether the clinicians in
the trial thought that the proposed criteria were easier to
use and whether the criteria set captured the “clinical es-
sence” of somatization disorder. In addition, ease of use
could be objectively measured by comparing the actual
time it takes to do the evaluation using the DSM-III-R and
DSM-IV criteria sets and/or to compare the ability of users
to remember the diagnostic algorithm. Finally, the ability
of clinicians to accurately apply the proposed diagnostic
criteria could be assessed by comparing the agreement of
clinicians’ diagnoses with an expert standard for each of
the two criteria sets.

2. Addition of the Bipolar II Disorder Category 
to DSM-IV

Bipolar II disorder is defined as a pattern of major de-
pressive episodes and hypomanic episodes. Before its in-
clusion in DSM-IV, these patients would usually have been
diagnosed as having major depressive disorder, although,
potentially, patients with accompanying episodes of se-
vere hypomania could have been diagnosed as having bi-
polar disorder not otherwise specified. Three reasons were
cited (39) for the addition of bipolar II disorder in DSM-IV:

1. The disorder retained its course over a 5-year follow-
up (i.e., only 10% of patients developed manic epi-
sodes).

2. Family studies of probands with bipolar II disorder
demonstrated higher rates of bipolar II disorder (and
bipolar I disorder) compared with community rates.

3. There was a “clinical and research need to identify
optimal treatment strategies for this somewhat dis-
tinct condition” (39, p. 1020).

Although the first two goals are more closely related to
diagnostic validity, the third goal is more directly related to
clinical utility.

The various components of clinical utility just described
can be examined. With regard to user acceptability, users’
perception of its diagnostic validity can be assessed by us-
ing surveys administered to representative samples of cli-
nicians (e.g., “Do you think the addition of bipolar II disor-

der would identify a specific subgroup with important
clinical implications?” “Does this criteria set capture your
clinical impression of the disorder?”). Ease of use and ac-
curacy of use can be measured by conducting a field trial
of clinicians who would be asked to apply the diagnostic
criteria for bipolar II in an appropriate setting (e.g., a
mood disorders clinic). Ease of use can be measured by
surveying clinicians to determine the extent to which they
think that the criteria (especially the diagnostic criteria for
a hypomanic episode) were easier to use. Correct use can
be measured by comparing the clinician’s diagnosis to a
diagnostic assessment conducted by an expert on a sub-
group of the patients.

The effect of bipolar II on clinical decision making (e.g.,
treatment selection) can be measured by determining ad-
herence to treatment guidelines for bipolar II disorder.
Although evidence-based treatment guidelines for bipolar
II disorder have not yet been firmly established, the 1996
expert consensus guidelines for the treatment of bipolar
disorder generally recommend the addition of mood stabi-
lizers to antidepressant regimens (41). Thus, one indica-
tion of whether decision making on the clinician side is im-
proved might be whether the use of mood stabilizers is
associated with being given a diagnosis of bipolar II disor-
der in this population. To determine whether a patient’s
decision making is modified, one could document whether
there is an association between patients receiving this di-
agnosis and evidence that they have modified their behav-
ior in order to reduce the risk of recurrence (e.g., adherence
to maintenance medication regimens). Alternatively,
improvement in clinical decision making could be doc-
umented by means of a randomized, controlled trial in
which patients were randomly assigned to two groups of
clinicians, with one group diagnosed according to DSM-
III-R criteria and the other according to DSM-IV criteria.

The ultimate measure of clinical utility for this popula-
tion would be an improvement in outcome. An outcome
study could be designed to compare clinical outcomes be-
tween groups of patients with both depression and some
hypomanic symptoms diagnosed according to DSM-III-R
versus patients diagnosed according to DSM-IV. Targets
for assessment might include demonstrating a better clin-
ical course (i.e., fewer depressive and hypomanic epi-
sodes, that the depressive episodes are of shorter dura-
tion, and that the patients are less likely to develop full-
blown manic episodes) and better social and occupational
functioning.

Conclusions

In comparison to DSMs of the past, the DSM-IV revision
process moved from an almost sole reliance on expert
consensus to a greater reliance on reviews of published lit-
erature, data set reanalyses, and field trials focused on di-
agnostic issues. Although many of the changes in DSM-IV
aimed to improve its clinical utility, the focus of the DSM-
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IV literature reviews and empirical studies were almost ex-
clusively on diagnostic validity. Given the important role
that DSM serves in facilitating clinical practice, an equally
crucial target for evaluating the advantages and disadvan-
tages of a particular change is its effect on clinical utility.
Improvements in clinical utility can be measured in terms
of 1) their impact on the use of DSM, 2) their enhance-
ment of clinical decision making, and 3) whether they lead
to improvement in clinical outcomes. Given the current
lack of standardized instruments to measure user accept-
ability and ease of use, efforts should be made to develop
psychometrically sound assessment tools that can be used
in future studies. Only by applying empirical methods for
assessing improvement in clinical utility can it be demon-
strated that purported improvements in clinical utility are,
in fact, achievable and that the magnitude of these im-
provements in clinical utility justifies the inevitable dis-
ruption that comes with changing the diagnostic criteria.
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