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In this paper we report the clinical utility of the diagnostic guidelines for ICD-11 mental, behavioural and neurodevelopmental disorders as as-
sessed by 339 clinicians in 1,806 patients in 28 mental health settings in 13 countries. Clinician raters applied the guidelines for schizophrenia and
other primary psychotic disorders, mood disorders (depressive and bipolar disorders), anxiety and fear-related disorders, and disorders specifical-
ly associated with stress. Clinician ratings of the clinical utility of the proposed ICD-11 diagnostic guidelines were very positive overall. The guide-
lines were perceived as easy to use, corresponding accurately to patients’ presentations (i.e., goodness of fit), clear and understandable, providing
an appropriate level of detail, taking about the same or less time than clinicians’ usual practice, and providing useful guidance about distinguish-
ing disorder from normality and from other disorders. Clinicians evaluated the guidelines as less useful for treatment selection and assessing prog-
nosis than for communicating with other health professionals, though the former ratings were still positive overall. Field studies that assess per-
ceived clinical utility of the proposed ICD-11 diagnostic guidelines among their intended users have very important implications. Classification is
the interface between health encounters and health information; if clinicians do not find that a new diagnostic system provides clinically useful in-
formation, they are unlikely to apply it consistently and faithfully. This would have a major impact on the validity of aggregated health encounter
data used for health policy and decision making. Overall, the results of this study provide considerable reason to be optimistic about the perceived
clinical utility of the ICD-11 among global clinicians.
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The World Health Organization (WHO) has released the
11th revision of the International Classification of Diseases

fication construct, category, or system as depending on: a) its
value in communicating (e.g., among practitioners, patients,

and Related Health Problems to its member states to prepare
for implementation®. The new classification will be presented
for approval by the World Health Assembly, the WHO’s gov-
erning body, in May 2019.

As we have previously described®®, an important focus in
the development of the ICD-11 chapter on Mental, Behaviour-
al and Neurodevelopmental Disorders by the WHO Depart-
ment of Mental Health and Substance Abuse has been to im-
prove its clinical utility.

For the purpose of developing the ICD classification of men-
tal disorders, the WHO has defined the clinical utility of a classi-
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families, administrators); b) its implementation characteristics
in clinical practice, including its goodness of fit (i.e., accuracy
of description), its ease of use, and the time required to use it
(i.e., feasibility); and c) its usefulness in selecting interventions
and in making clinical management decisions”. This definition
is based in part on those proposed by M. First and colleagues®”.

Similar concepts had also been included in the ICD-10 field
trails®?, which asked clinicians to provide ratings of goodness
of fit, confidence in their selected diagnosis, ease or difficulty
of making a diagnosis, and adequacy of the diagnostic guide-
lines for cases evaluated as a part of the study.
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In a recent study'®, we expanded the operationalization of
clinical utility considerably to include an assessment of utility
in relation to specific components of the diagnostic guidelines
as well as to specific uses of the guidelines (e.g., meeting ad-
ministrative requirements, assigning a diagnosis, treatment
selection, communication, teaching).

Moreover, the WHO Department of Mental Health and
Substance Abuse has conducted a major programmatic field
studies effort for ICD-11 focusing on clinical utility®. This pro-
gram of research extends the concept of clinical utility to in-
clude diagnostic accuracy and diagnostic consistency, as diag-
noses that are neither accurate nor reliable are unlikely to be
useful.

Thus, there are both subjective and objective components
to clinical utility, and these overlap to some extent with both
reliability and validity®. Clinical utility is not simply a matter of
clinician preferences. Nonetheless, the subjective components
are important because clinicians who do not feel that a classifi-
cation system provides them with useful and valuable infor-
mation are unlikely to apply it carefully, with major implica-
tions for the quality of health encounter data related to diag-
nosis.

Finally, with the goal of improving clinical utility, the De-
partment of Mental Health and Substance Abuse has made a
series of substantive changes in the Clinical Descriptions and
Diagnostic Guidelines (CDDG) for ICD-11 Mental, Behaviour-
al and Neurodevelopmental Disorders as compared to the
ICD-10 CDDG''. The CDDG is the version that is intended to
be used by mental health professionals in clinical settings.
Many of these changes have involved ensuring that the ICD-11
CDDG provide consistent and relatively uniform diagnostic in-
formation across the various categories®, something that has
been identified as a shortcoming of the ICD-10 CDDG. Diag-
nostic guidelines have been drafted so as to allow for the ap-
propriate exercise of clinical judgment, minimizing the use of
arbitrary or pseudo-precise symptom counts and cutoffs when
these are not strongly supported by evidence. The new struc-
ture of groupings and categories for ICD-11 is also intended to
be more logical and more consistent with how clinicians con-
ceptualize mental disorders'®*3,

The data presented in this paper were collected as a part
of the ICD-11 developmental field study of reliability of dia-
gnoses of high-burden mental disorders, undertaken in 13
countries around the world. The initial reliability data have
been published in this journal'®, indicating that the joint-rater
reliability of the ICD-11 diagnostic guidelines ranged from
moderate to almost perfect (.45 to .88)"'%, and was generally su-
perior to results obtained for ICD-10%. The current paper focuses
on clinicians’ evaluations of the clinical utility of the diagnostic
guidelines, using a scale that is based in part on clinical utility
concepts from the ICD-10 field trial, but that more fully oper-
ationalizes the WHO's definition of clinical utility for ICD-11.
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METHODS
Study design and procedures

Two study protocols were implemented to assess the clini-
cal utility and the reliability of the proposed ICD-11 diagnostic
guidelines. Protocol 1 tested the utility and reliability of the
guidelines for schizophrenia and other primary psychotic dis-
orders and for mood disorders, while Protocol 2 tested the
guidelines for mood disorders, anxiety and fear-related dis-
orders, and disorders specifically associated with stress.

Adult (=18 years of age) patients exhibiting any psychotic
symptoms and presenting for care at a participating study site
were eligible to participate in Protocol 1, while adult patients
exhibiting mood symptoms, anxiety symptoms, or stress-re-
lated symptoms but no psychotic symptoms and presenting
for care at the participating field study center were eligible to
participate in Protocol 2. Prospective participants who met
these criteria were excluded only if they could not reasonably
be expected to participate in the diagnostic assessment (e.g.,
for reasons of language or cognitive impairment).

These relatively loose criteria were in part intended to more
closely approximate the natural circumstances under which
the ICD-11 will be implemented in mental health settings.

Study protocols were implemented at 28 sites in 13 coun-
tries'. The local language was always used for the diagnostic
assessments. The ICD-11 guidelines, training materials, and
all material for the study were developed in English and then
translated into four other languages: Chinese, Japanese, Rus-
sian and Spanish. For Tunisia, the guidelines, but not all of the
other training materials, were translated into French. In other
sites where English was not the local language (e.g., Brazil,
Italy), the English guidelines and training materials were used
even though the interviews were conducted in the local lan-
guage, again replicating the circumstances under which the
ICD-11 will be implemented in many settings. Details on clini-
cian recruitment and training, study implementation pro-
cesses, data collection, and ethical clearance have been pro-
vided previously'*.

Following informed consent, patients were interviewed by
two clinicians with whom they had not had any prior clinical
contact. One clinician rater served as the primary interviewer
and the second as an observer. The observer was allowed to
ask additional follow-up questions at the end of the interview.
Based on the interview, clinician raters independently arrived
at a diagnostic formulation consisting of up to three diagnoses.
Diagnoses were non-hierarchical (i.e., not specified as pri-
mary, secondary or tertiary) and could fall within any mental,
behavioural or neurodevelopmental disorder diagnostic group-
ing in the ICD-11. Participating clinicians could also specify
a non-mental or behavioural disorder diagnosis, or no diag-
nosis.

307



After finalizing their selected diagnostic formulation, clini-
cians were asked twelve detailed questions about the clinical
utility of the diagnostic guidelines as applied to that particular
patient. These included: core clinical utility questions (ease of
use, goodness of fit, clarity and understandability), questions
on implementation characteristics of the guidelines (level of
detail, feasibility of assessment requirements, time required),
questions about the utility of specific sections of the guide-
lines (boundary with normality and differential diagnosis),
and questions about the utility of the guidelines for specific
purposes (selecting a treatment, predicting prognosis, com-
municating with other professionals, educating patients and
family members). Specific wording of the questions and the
Likert-type response options for each question are shown in
Table 1.

Clinicians provided clinical utility ratings for the specific cat-
egories that were part of diagnostic groupings which were the
focus of Protocols 1 and 2, i.e., schizophrenia and other pri-
mary psychotic disorders, mood disorders (including depres-
sive disorders and bipolar disorders), anxiety and fear-related
disorders, and disorders specifically associated with stress. If
more than one diagnosis from these groupings was applied to
a particular patient, clinical utility ratings were made for all
such selected diagnoses taken together rather than for each
diagnosis separately.

Participants

A total of 339 clinicians from the 28 study sites in 13 coun-
tries served as clinician raters for Protocol 1 and/or Protocol 2.
The mean age of clinician raters was 37.2£8.3 years, and their
ages were comparable across countries. There was a slight ma-
jority of male clinician raters in the global sample (56.6%). The
overwhelming majority of clinician raters in the study were
psychiatrists (93.2%), with a small representation of psycholo-
gists (3.8%), nurses (1.5%) and other health care professionals
(1.5%). Clinicians had an average of 7.6+7.5 years of profes-
sional clinical experience following completion of their clinical
training (including post-graduate training).

As shown in Table 2, 1,806 patients participated in the study
for Protocol 1 (N=1,041) or Protocol 2 (N=765). The average
age of participating patients was 39.9£13.7 years, and was
comparable across countries. The global patient sample had
an equal gender distribution. The marital status of the majority
of patients across countries was single (54.9%); 33.1% were
married/cohabitating, 9.8% were separated or divorced, and
2.2% were widowed. More than half of the patients in the glob-
al sample were unemployed (55.9%) and only 22.3% had full
time employment. A slight majority of patients who partici-
pated in the study were inpatients (55.0%) and the remainder
were mostly outpatients (44.4%). The small remaining propor-
tion (0.6%) were enrolled in other types of programs such as
partial day hospitalization.
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Data collection, management and processing

Clinician interviewers entered interview data using the Elec-
tronic Field Study System (EFSS), a secure web-based data col-
lection system developed using Qualtrics™ (Provo, UT, USA)
survey software, made available in all five study languages.
Data from the sites were stored and managed centrally by the
Data Coordinating Center (DCC) at Columbia University.

Data quality was established through continuous monitor-
ing of the data collection procedures by local research staff at
each site and through use of programmed functions within
Qualtrics™, such as forced response and content validation
options. This provided a mechanism for collecting data in a
standardized, uniform format from all sites. Site-based re-
search teams kept records of any errors in data entry that were
discovered during the review process and these were passed
on to the DCC for correction.

Data analysis

A total of 3,608 sets of clinical utility ratings were made by
the 339 clinicians. Because there were two raters for each pa-
tient, the N for each analysis should be double that of the num-
ber of patients (N=1,806; see Table 1), but in four cases only
one set of ratings was available for a particular patient.

Clinician raters’ responses to each of the 12 clinical utility
variables were summarized using frequency counts for each
response. To provide a metric of overall favorable responses,
ratings of “Quite” and “Extremely” were combined for ques-
tions where this was appropriate (see Table 1). Responses to
the clinical utility variables by country were also calculated
(not all reported; available from the authors by request), as
were responses to clinical utility for the five most commonly
used diagnoses.

For reliability analyses, intraclass kappa coefficients were
calculated with bootstrapped 95% confidence intervals, based
on 1,000 resamples, for each country. Reliability coefficients
were calculated for only the most common diagnoses within
the study (i.e., N=130), to maximize the chance of having a
sufficient number of diagnoses within a country to estimate
kappa. Per-diagnosis ratings of clinical utility were also calcu-
lated for these same diagnoses.

RESULTS

Clinical utility ratings across countries are shown in Table 1.
Evaluations were overwhelmingly positive, though with some
differences between items.

For the three core clinical utility questions (ease of use,
goodness of fit, clarity and understandability), the overwhelm-
ing majority of participants (82.5 to 83.9%) provided ratings of
“Quite” or “Extremely”, indicating favourable clinical utility.
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Table 1 Clinical utility questions and responses across countries (N=3,608)

Core clinical utility questions

Please rate the overall ease of use of the diagnostic guidelines with respect to this patient:

Not at all: Somewhat: Quite: Extremely: Quite + extremely:
32(0.9%) 556 (15.4%) 2,471 (68.5%) 549 (15.2%) 3,020 (83.7%)
Please rate the overall goodness of fit or accuracy of the diagnostic guidelines with respect to this patient:

Not at all: Somewhat: Quite: Extremely: Quite + extremely:
28 (0.8%) 604 (16.7%) 2,497 (69.2%) 479 (13.3%) 2,976 (82.5%)
Please rate the extent to which the diagnostic guidelines were clear and understandable overall as applied to this patient:

Notatall: Somewhat: Quite: Extremely: Quite + extremely:
14 (0.4%) 567 (15.7%) 2,473 (68.5%) 554 (15.4%) 3,027 (83.9%)

Implementation characteristics

‘Which of the following statements best describes your evaluation of the level of detail and specificity of the essential features for the diagnosis or diagnoses that
you applied to this patient?

Insufficient: About the right amount: Too much:
148 (4.1%) 3,275 (90.8%) 185(5.1%)

Please rate the extent to which the guidelines imposed assessment requirements that were difficult to apply to this patient (e.g., requirements that rely too much
on the patient’s memory of remote events or the patient’s ability to report temporal relationships between symptoms):

Very difficult: Somewhat difficult: Quite easy: Extremely easy: Quite + extremely easy:
35(1.0%) 518 (14.4%) 2,752 (76.3%) 303 (8.4%) 3,055 (84.7%)

How would you describe the amount of time that it took you to apply all of the Essential Features to this patient for the diagnosis or diagnoses that you selected,
in comparison to your usual clinical practice?

Much longer: Somewhat longer: About the same: Shorter:
30(0.8%) 472 (13.1%) 2,669 (74.0%) 437 (12.1%)
Specific sections

Please rate the extent to which the description of the boundary between disorder and normality contained in the guidelines was useful as applied to this patient:

Notat all: Somewhat: Quite: Extremely: Quite + extremely:
78 (2.2%) 770 (21.3%) 2,304 (63.9%) 456 (12.6%) 2,760 (76.5%)

Please rate the extent to which the description of the boundary between this patient’s disorder and other disorders (section on differential diagnosis) was useful
as applied to this patient:

Not atall: Somewhat: Quite: Extremely: Quite + extremely:
49 (1.4%) 762 (21.1%) 2,322 (64.4%) 475 (13.2%) 2,797 (77.5%)
Specific uses

How useful would the diagnostic guidelines be in helping you to select a treatment for this patient?

Notatall: Somewhat: Quite: Extremely: Quite + extremely:
70 (1.9%) 887 (24.6%) 2,223 (61.6%) 428 (11.9%) 2,651 (73.5%)
How useful would the diagnostic guidelines be in helping you to assess this patient’s prognosis?

Notatall: Somewhat: Quite: Extremely: Quite + extremely:
83(2.3%) 1,055 (29.2%) 2,104 (58.3%) 366 (10.1%) 2,470 (68.5%)
How useful would the diagnostic guidelines be in helping you to communicate about this patient with a colleague or other health care professional?
Not at all: Somewhat: Quite: Extremely: Quite + extremely:
49 (1.4%) 746 (20.7%) 2,216 (61.4%) 597 (16.5%) 2,813 (78.0%)
How useful would the diagnostic guidelines be in helping you to educate this patient and/or family about his or her condition?

Notatall: Somewhat: Quite: Extremely: Quite + extremely:
52 (1.4%) 884 (24.5%) 2,236 (62.0%) 436 (12.1%) 2,672 (74.1%)

For implementation characteristics, a large majority in- same amount of time or less time than their usual practice
dicated that the guidelines did not impose assessment re- (86.1%).
quirements that were difficult to apply (84.7%), provided Regarding specific sections, the manner in which the guide-
about the right level of detail (90.4%), and took about the lines provided guidance about differentiating disorders from
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normality and from other disorders was also rated very posi-
tively, with 76.5% and 77.5% of participants, respectively, indi-
cating that these sections were quite or extremely useful.

Regarding the clinical utility of the guidelines for specific
purposes, 78.0% of participants indicated that they would be
quite or extremely useful for communicating with colleagues
or other professionals. The lowest, though still positive overall,
ratings were provided for potential usefulness in selecting a
treatment (73.5%) and assessing prognosis (68.5%).

We also examined variations in clinical utility ratings across
countries. Table 3 shows ratings by country for the three core
clinical utility questions. Ratings by country for other clinical
utility variables (see Table 1) are not reported here, but are
available upon request. The most apparent variation across
these three questions is that the ratings shown are substantial-
ly lower for Japan (47.9 to 49.7% answering “Quite” or “Ex-
tremely”) and somewhat lower for Tunisia (69.0 to 70.4%) as
compared to the proportion of participants answering “Quite”
or “Extremely” for other countries (81.5 to 97.9%).

If variability in perceived clinical utility were directly related
to the adequacy of the guidelines, it might be expected that
perceived clinical utility and inter-rater reliability would vary
together. Table 4 shows concurrent reliability or joint rater
agreement, represented by interclass kappa with bootstrapped
95% confidence intervals, for the five most common diagnoses
among the sample: schizophrenia, schizoaffective disorder, bi-
polar type I disorder, single episode depressive disorder and
recurrent depressive disorder. While there is clearly variability
in reliability by country, there is not a discernible relationship
between lower ratings of clinical utility by Japanese and Tuni-
sian participants and the reliability of their diagnostic assign-
ments. Conversely, lower reliability coefficients (e.g., for the
Russian Federation) did not correspond with low perceptions
of clinical utility.

Clinical utility ratings by diagnosis are shown for these
same five diagnoses in Table 5. Across the three core overall
clinical utility questions, depressive disorders had slightly
lower ratings than schizophrenia, schizoaffective disorder,
and bipolar disorder. Slightly lower reliability estimates for
single episode depressive disorder and recurrent depressive
disorder appear to correspond to slightly lower clinical utility
ratings for these categories, but schizoaffective disorder had
very high clinical utility ratings in spite of having similarly low-
er reliability.

DISCUSSION

In the current analyses, clinician ratings of clinical utility of
the proposed ICD-11 diagnostic guidelines proved to be very
positive overall. This was likely in part related to the attention
to clinical utility in the construction of the guidelines”, as well
as the fact that they had already been tested in Internet-based
studies in global, multilingual studies via the Global Clinical
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Practice Network (https://gcp.network) and refined on that
basis'®"".

The guidelines were perceived as easy to use, correspond-
ing accurately to patients’ presentations (i.e., goodness of fit),
clear and understandable, providing an appropriate level of
detail, taking about the same or less time than clinicians’ usual
practice, and providing useful guidance about distinguishing
disorder from normality and from other disorders. Clinicians
evaluated the guidelines as relatively less useful for treatment
selection and assessing prognosis than for communicating
with other health professionals, though the former ratings were
still positive overall.

As described, two of the core clinical utility questions used
in this study were based on questions used in the ICD-10 field
study®®. In that study, 82.5% of participating global clinicians
rated the goodness of fit of ICD-10 guidelines as good or very
good, and 85.0% said that they were moderately or very easy to
use'®. These percentages are nearly identical to the ones ob-
tained in this study for the ICD-11 guidelines, but differences
in the scaling (see Table 1) suggest that the current results
could be viewed as more positive.

It should be noted that participating clinicians would likely
have been disposed to view the guidelines positively, given
that they were participating in a WHO field study about the
new global classification system in which their institutions
were specifically involved. There may have been both a posi-
tive cognitive bias and a social desirability element to their re-
sponses. It is possible that clinicians not participating in this
type of study will greet the ICD-11 guidelines with less en-
thusiasm when asked to implement them within their clinical
settings. However, this would be true of any parallel assess-
ment of clinical utility such as those for ICD-10%*"'® and DSM-
5'%, and does not change the overall interpretation of the re-
sults.

The pattern of results related to the usefulness of guidelines
for specific functions (e.g., treatment selection, prognosis,
communicating with other professionals) is entirely consistent
with the pattern of results from a separate survey regarding
clinicians’ current use of the ICD-10, DSM-IV, and DSM-5'°. It
is expected that ratings of the utility of treatment selection and
prognosis might not be as high as other uses of the ICD-11, as
many treatments are not specific to a single diagnostic label*®,
nor is the ICD-11 intended to be a treatment guide.

It is nonetheless reassuring that, although following the
same pattern, clinicians’ ratings of the usefulness of the ICD-
11 diagnostic guidelines they had just used for treatment se-
lection, assessing prognosis, and educating patients and fam-
ilies were substantially higher than the ratings clinicians par-
ticipating in the other study made about the ICD-10 or the
DSM-IV or the DSM-5'°. Even so, this may be an inherent limi-
tation of current categorical classification systems (i.e., ICD-11,
ICD-10, and DSM-5), which are not organized around the most
meaningful typologies for selecting treatment or establishing
prognosis®”?!. Future efforts at creating a closer link between
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Table 3 Clinical utility ratings by country for three core questions

Ease of use

Brazil (N=200)
Canada (N=106)

PR China (N=405)
India (N=418)

Ttaly (N=200)

Japan (N=336)
Lebanon (N=206)
Mexico (N=306)
Nigeria (N=264)
Russian Fed. (N=208)
Spain (N=140)

South Africa (N=413)
Tunisia (N=406)

Goodness of fit

Brazil (N=200)
Canada (N=106)

PR China (N=405)
India (N=418)

Italy (N=200)

Japan (N=336)
Lebanon (N=206)
Mexico (N=306)
Nigeria (N=264)
Russian Fed. (N=208)
Spain (N=140)

South Africa (N=413)
Tunisia (N=406)

Clarity and understandability

Brazil (N=200)
Canada (N=106)

PR China (N=405)
India (N=418)

Italy (N=200)

Japan (N=336)
Lebanon (N=206)
Mexico (N=306)
Nigeria (N=264)
Russian Fed. (N=208)
Spain (N=140)

South Africa (N=413)
Tunisia (N=406)

Not at all
4(2.0%)
0
3(0.7%)
3(0.7%)
0
13 (3.9%)
1(0.5%)
1(0.3%)
0
0
0
3(0.7%)
4(1.0%)

Not at all
6(3.0%)
1(0.9%)
4(1.0%)
3(0.7%)

0
7(2.1%)
1(0.5%)
2(0.7%)

0

0

0
2(0.5%)
2(0.5%)

Not at all
1(0.5%)

0
2(0.5%)
2(0.5%)

0
5(1.5%)

0
1(0.3%)

0

0

0
1(0.2%)
2(0.5%)

Somewhat
30 (15.0%)
19(17.9%)
62 (15.3%)
46 (11.0%)
13(6.5%)

161 (47.9%)
15(7.3%)
25(8.2%)
13 (4.9%)
25(12.0%)

3(2.1%)
25(6.1%)
119(29.3%)

Somewhat
31(15.5%)
28(26.4%)
58 (14.3%)
49 (11.7%)
11(5.5%)

168 (50.0%)
20(9.7%)
37(12.1%)
22(8.3%)
28 (13.5%)

7(5.0%)

27(6.5%)

118 (29.1%)

Somewhat
20(10.0%)
18 (17.0%)
55(13.6%)
51(12.2%)

7(3.5%)

164 (48.8%)
22(10.7%)
25(8.2%)
17 (6.4%)
26 (12.5%)

6 (4.3%)
32(7.7%)
124 (30.5%)

Quite

125 (62.5%)

71 (67.0%)
306 (75.6%)
291 (69.6%)
125 (62.5%)
147 (43.8%)
147 (71.4%)
213 (69.6%)
185 (70.1%)
166 (79.8%)
133 (95.0%)
303 (73.4%)
259 (63.8%)

Quite

120 (60.0%)

63 (59.4%)
293 (72.3%)
293 (70.1%)
123 (61.5%)
149 (44.3%)
139 (67.5%)
209 (68.3%)
195 (73.9%)
162 (77.9%)
127 (90.7%)
360 (87.2%)
264 (65.0%)

Quite

141 (70.5%)

65 (61.3%)
296 (73.1%)
281 (67.2%)
115 (57.5%)
154 (45.8%)
147 (71.4%)
214 (69.9%)
191 (72.3%)
159 (76.4%)
127 (90.7%)
328 (79.4%)
255 (62.8%)

Extremely
41(20.5%)
16 (15.1%)
34 (8.4%)
78 (18.7%)
62 (31.0%)
15 (4.5%)
43 (20.9%)
67 (21.9%)
66 (25.0%)
17 (8.2%)
4(28.6%)
82(19.9%)
24 (5.9%)

Extremely
43 (21.5%)
14 (13.2%)
50(12.3%)
73 (17.5%)
66 (33.0%)
12 (3.6%)
46 (22.3%)
58 (19.0%)
47 (17.8%)
18 (8.7%)
6(4.3%)
24 (5.8%)
22 (5.4%)

Extremely
38(19.0%)
23 (21.7%)
52(12.8%)
84(20.1%)
78 (39.0%)
13(3.9%)
37(18.0%)
66 (21.6%)
56 (21.2%)
23 (11.1%)
7(5.0%)
52(12.6%)
25(6.2%)

Quite + extremely

166 (83.0%)

87(82.1%)
340 (84.0%)
369 (88.3%)
187 (93.5%)
162 (48.2%)
190 (92.2%)
280 (91.5%)
251(95.1%)
183 (88.0%)
137(97.9%)
385(93.2%)
283 (69.7%)

Quite + extremely

163 (81.5%)

77(72.6%)
343 (84.6%)
366 (87.6%)
189 (94.5%)
161 (47.9%)
185 (89.8%)
267 (87.3%)
242 (91.7%)
180 (86.5%)
133 (95.0%)
384 (93.0%)
286 (70.4%)

Quite + extremely

179 (89.5%)

88(83.0%)
348 (85.9%)
365 (87.3%)
193 (96.5%)
167 (49.7%)
184 (89.3%)
280(91.5%)
247 (93.6%)
182 (87.5%)
134(95.7%)
380 (92.1%)
280 (69.0%)
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Table 4 Concurrent reliability (joint rater agreement, represented by interclass kappa) and bootstrapped 95% confidence interval (CI) for five most
common diagnoses by country

Kappa (95% CI)
Schizoaffective Bipolar type I Single episode Recurrent depressive
Country Schizophrenia disorder disorder depressive disorder disorder

Brazil (N=100)
Canada (N=53)

PR China (N=203)
India (N=209)

Italy (N=100)

Japan (N=168)
Lebanon (N=103)
Mexico (N=153)
Nigeria (N=132)
Russian Fed. (N=104)
South Africa (N=208)
Spain (N=70)

Tunisia (N=203)
Overall

61(.39t0.79)
96(.92t0.99)
.90(.82t0.96)
.85 (7410 .96)
.90(.8210.97)

95 (.86 to 1.00)

87(.76 0 .96)
93(.8610.98)
54(.3310.73)
71(.60t0.81)

.84(51 to 1.00)

84(.75t0.92)
.87(.84t0.89)

45(.14t0.73)

59 (—.01t0.91)
79(.59 to.93)
82 (.64 10.95)
38(—.02to.74)
71(451t0.89)
45 (2010 .66)
.68 (.55 t0..80)
59(.30t0..80)
66 (.5810.72)

85 (.56 to 1.00)

87(.7810.95)
88(.780.96)
.95 (.84t0 1.00)
77(.53t0.94)
82(.67t0.93)

83 (.6810.94)
52(—.0210.88)
80(.711t0.88)
86(.7010.97)
69 (.52 t0.84)
84(811t0.87)

43(~.0310.78)
65(.30t0.90)
32(—.02t0.66)
76 (.61 to .87)

77 (.61 t0.90)
46(27t0.62)
193 (.72 to 1.00)

58(24t0.84)
.63 (41 to.80)
64(57t0.77)

85 (.680.96)
71(.55t0.84)
85(.70t0.97)
75(.61t0.87)
64(.29t0.88)
64(.52t0.76)

76 (.40 to 1.00)
83 (.58 to 1.00)
50(.24t0.71)
74(.6910.79)

Cells without values are those with an insufficient number of observations to calculate kappa

Table 5 Clinical utility ratings for three core questions for five most common diagnoses

Ease of use

Not at all Somewhat Quite Extremely Quite + extremely
Schizophrenia 4(0.3%) 127 (10.0%) 896 (70.9%) 237(18.8%) 1133 (89.6%)
Schizoaffective disorder 0 24 (11.1%) 166 (76.5%) 27(12.4%) 193 (88.9%)
Bipolar type I disorder 1(0.2%) 64(10.8%) 412 (69.8%) 113 (19.2%) 525 (89.0%)
Single episode depressive disorder 1(0.4%) 56 (21.5%) 165 (63.5%) 38 (14.6%) 203 (78.1%)
Recurrent depressive disorder 4(0.9%) 78 (18.4%) 290 (68.6%) 51(12.1%) 341 (80.6%)
Goodness of fit

Not at all Somewhat Quite Extremely Quite + extremely
Schizophrenia 3(0.2%) 141 (11.2%) 897 (71.0%) 223(17.6%) 1120 (88.6%)
Schizoaffective disorder 0 33(15.2%) 163 (75.1%) 21(9.7%) 184 (84.8%)
Bipolar type I disorder 1(0.2%) 65 (11.0%) 446 (75.6%) 78 (13.2%) 524 (88.8%)
Single episode depressive disorder 1(0.4%) 58 (22.3%) 173 (66.5%) 29 (11.2%) 202 (77.7%)
Recurrent depressive disorder 3(0.7%) 81(19.1%) 284 (67.1%) 55(13.0%) 339 (80.1%)
Clarity and understandability

Not at all Somewhat Quite Extremely Quite + extremely
Schizophrenia 1(0.1%) 134(10.6%) 890 (70.4%) 239(18.9%) 1129(89.3%)
Schizoaffective disorder 0 26 (12.0%) 161 (74.2%) 30(13.8%) 191 (88.0%)
Bipolar type I disorder 0 61 (10.3%) 434 (73.6%) 95(16.1%) 529 (89.7%)
Single episode depressive disorder 0 48 (18.5%) 174 (66.9%) 39(15.0%) 213 (81.9%)
Recurrent depressive disorder 0 82(19.4%) 283 (66.9%) 58 (13.7%) 341 (80.6%)
This analysis excluded diagnostic formulations in which more than one of the five index diagnoses included in the table had been assigned (N=853)
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mental health diagnosis and treatment planning would be a
worthwhile endeavor from the perspective of enhancing public
health, but would need to take a variety of other factors into ac-
count (e.g., functional status, treatment availability and accept-
ability).

Looking at country-level clinical utility ratings, it is clear that
clinicians’ perceptions of the utility of the diagnostic guide-
lines were similarly positive across a very diverse set of coun-
tries: Brazil, Canada, China, India, Italy, Lebanon, Mexico,
Nigeria, Russia, Spain, and South Africa. This may reflect the
substantial international participation in the development of
the guidelines, with all WHO regions represented and a sub-
stantial number of experts from low- and middle-income coun-
tries included in all ICD-11 Working Groups, as well as prior
international multilingual testing via the Global Clinical Prac-
tice Network.

It is encouraging that conducting the clinical assessment in
a wide range of local languages did not seem to impact the
perceived utility of the diagnostic guidelines. The main devi-
ation from this was the substantially lower ratings of clinical
utility made by Japanese participants and the somewhat lower
(though still positive) ratings made by Tunisian participants.
For Japan, it is possible that these differences are partly related
to a cultural tendency not to make extreme ratings, either posi-
tive or negative®®, and for both countries this may have been
affected by the particular characteristics of the clinician raters
involved. For Tunisia, not having all of the training materials
available in French may have affected the outcome. However,
it is also possible that the proposed ICD-11 diagnostic guide-
lines specifically correspond less well to presentations of men-
tal disorders more characteristic of Japanese and Tunisian pa-
tients as compared to patients from other countries. Further
research will be necessary to understand more about global
variation in the perceived clinical utility of diagnostic guide-
lines.

It is important to note, however, that the observed vari-
ations in perceived clinical utility, either by country or by diag-
nosis, had no discernible relationship to variations in reliabil-
ity. In particular, the lower ratings by Japanese participants of
clinical utility did not seem to impact their ability to apply the
guidelines consistently. Similarly, instances of lower reliability
did not result in correspondingly poorer ratings of clinical
utility. This finding highlights the importance of taking into
account multiple characteristics of the classification system
when evaluating its performance. Neither clinical utility rat-
ings nor reliability estimates provide the whole story.

This paper adds to our previous finding that inter-diagnos-
tician reliability using the proposed ICD-11 diagnostic guide-
lines was moderate to almost perfect (.45 to .88)"° for mental
disorders accounting for the greatest proportion of global dis-
ease burden and the highest levels of service utilization among
adult patients presenting for treatment at 28 participating cen-
ters in 13 countries'. Reliability was superior overall to that
previously reported for equivalent ICD-10 guidelines.
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WHO's model for ICD-11? does not consider clinical utility
as defined solely by preference ratings. Instead, it is a dynamic
construct that is directly integrated with the actual use of the
manual as intended. As such, adequate reliability or consist-
ency of application across the globe is also evidence of the
clinical utility of the new ICD-11 guidelines.

CONCLUSIONS

The 11th revision of the Mental, Behavioural and Neurode-
velopmental Disorders chapter of the ICD has made sub-
stantive changes to the conceptualization of many disorders,
which may impact their clinical utility, in addition to their reli-
ability and validity. This study is part of a program of field
studies focused on clinical utility adopted by WHO in revising
the Mental and Behavioural Disorders chapter of ICD-10°,

In clinical settings, the ICD functions partly as an inter-
face between health encounters and health information®?, and
diagnostic guidelines that are experienced by their intended
users as lacking in clinical utility have little chance of being im-
plemented faithfully and consistently. In this event, the validity
of the diagnostic components of health encounter data would
be seriously compromised, with downstream implications for
the quality of decision-making regarding health policy and
programmes and resource allocation based on those data.

Therefore, field studies that assess perceived clinical utility
of the proposed ICD-11 diagnostic guidelines among its in-
tended users have very important implications. For this rea-
son, the study was conducted in a broad spectrum of second-
ary and tertiary mental health care settings across countries
with varied languages, cultures, and resource levels.

Overall, the results provide considerable reason to be opti-
mistic about the perceived clinical utility of the ICD-11 among
global clinicians.
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