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Objective: The need to evaluate deci-
sional capacity among patients in treat-
ment settings as well as subjects in clinical
research settings has increasingly gained
attention. Decisional capacity is generally
conceptualized to include not only an un-
derstanding of disclosed information but
also an appreciation of its significance,
the ability to use the information in rea-
soning, and the ability to express a clear
choice. The authors critically reviewed ex-
isting measures of decisional capacity for
research and treatment.

Method: Electronic medical and legal
databases were searched for articles pub-
lished from 1980 to 2004 describing
structured assessments of adults’ capacity
to consent to clinical treatment or re-
search protocols. The authors identified
23 decisional capacity assessment instru-
ments and evaluated each in terms of for-
mat, content, administration features,
and psychometric properties.

Results: Six instruments focused solely
on understanding of disclosed informa-
tion, and 11 tested for understanding, ap-
preciation, reasoning, and expression of a
choice. The instruments varied substan-
tially in format, degree of standardization
of disclosures, flexibility of item content,
and scoring procedures. Reliability and
validity also varied widely. All instruments
have limitations, ranging from lack of
supporting psychometric data to lack of
generalizability across contexts.

Conclusions: Of the instruments re-
viewed, the MacArthur Competence As-
sessment Tools for Clinical Research and
for Treatment have the most empirical
support, although other instruments may
be equally or better suited to certain situ-
ations. Contextual factors are important
but understudied. Capacity assessment
tools should undergo further empirically
based development and refinement as
well as testing with a variety of popula-
tions.

(Am J Psychiatry 2006; 163:1323-1334)

Informed consent is a cornerstone of ethical clinical
practice and clinical research (1). Meaningful consent is
possible only when the person giving it has the capacity
to use disclosed information in deciding whether to ac-
cept a proposed treatment or consent to a research pro-
tocol. Legal and bioethics experts generally agree that
decisional capacity includes at least four components (2,
3): understanding information relevant to the decision;
appreciating the information (applying the information
to one’s own situation); using the information in reason-
ing; and expressing a consistent choice. These capacities
may be reduced by cognitive impairment, certain psychi-
atric symptoms, and situational factors such as the com-
plexity of the information disclosed and the manner of
disclosure (4-6). Thus, it is fundamental to the notion of
capacity that different contexts may demand different
kinds or levels of functional abilities (2, 7-12). A lower
level of decisional capacity is required for low-risk than a
higher-risk treatment or research protocol, although it
has not been clearly established what levels are appro-
priate for what decisions.

In treatment settings, formal capacity assessment has
traditionally come into consideration when a patient re-
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fuses a recommended treatment (3, 10, 11, 13), although it
may increasingly arise in other circumstances as physi-
cians perceive themselves to be vulnerable to lawsuits
from dissatisfied patients. In the research context, the
main focus has been on how to implement informed con-
sent for studies that enroll subjects who are at risk of hav-
ing impaired decisional capacity. Despite the attention
given to the topic over many decades, no consensus has
emerged on how informed consent should be managed;
what we currently have, as Michels observed, is “a hodge-
podge of practices” (14). Some institutional review boards
require documentation of study volunteers’ capacity to
consent. For example, our institutional review board at the
University of California, San Diego, requires explicit as-
sessment of decisional capacity for all protocols that in-
volve more than “minimal risk” in studies that sample
from populations considered at risk for impaired deci-
sional capacity (15). Indeed, over a quarter century ago,
the National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research (better
known as the Belmont Commission) made it clear that in-
vestigators are responsible for ascertaining that partici-
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TABLE 1. Instruments for Assessing Clinical Research-Related Decision-Making Capacity

Domains Assessed

Expression

Instrument Understanding Appreciation Reasoning of a Choice Administration Time Format

MacArthur Competence Yes Yes Yes Yes 15-30 minutes Semistructured interview
Assessment Tool for
Clinical Research (7)

Brief Informed Yes No No No 5-10 minutes 11-item, yes/no questions
Consent Test (38)

Evaluation to Sign Yes No No No 5-10 minutes (“brief”)  5-item questionnaire, after
Consent (40) education about the

study, but before the
formal consent process

Quality of Informed Yes —b No No <10 minutes Objective (multiple choice)
Consent questionnaire and subjective (Likert
(41) scale) understanding

Deaconess Informed Yes —b No No <10 minutes Structured interview
Consent Comprehen-
sion Test (42)

Two-Part Consent Form Yes —b No No —a Self-administered
(43, 44) questions plus semi-

structured interview

California Scale of —a Yes No No 10-20 minutes Structured interview
Appreciation (22)

Competency Yes No Yes No —a Hypothetical vignettes,
Assessment Interview structured interview
(45)

Vignette methods Yes —¢ Yes Yes 30-45 minutes (48) Vignettes, structured
described by Schmand interview
et al. (47) and Sachs et
al. (48)

Informed Consent Yes —¢ —¢ —¢ 15 minutes (49) Structured interview
Survey (5)

pants adequately understand information disclosed in the Method

consent process (16).

Over the past two decades, numerous tools have been
developed to assess decisional capacity. Although some
instruments have been more widely adopted than oth-
ers, there is no gold standard (17-20). In this article, we
critically review existing instruments for assessing ca-
pacity, highlighting information about their content,
administration, and psychometric properties as well as
their strengths and limitations for use in particular con-
texts.

1324 ajp.psychiatryonline.org

We conducted searches on PubMed (MEDLINE), PsycINFO, Ar-
ticleFirst, LexisNexis, and Westlaw for English-language articles
published from January 1980 through December 2004 describing
or using structured instruments designed to assess adults’ capac-
ity to consent to clinical treatment or research. We used search
terms related to competency, decision-making capacity, consent,
and assessment instruments. From the search results, we selected
articles that described instruments in sufficient detail to permit
evaluation of their content, administration, and psychometric
properties. We excluded articles describing instruments that fo-
cus on the consent capacity of children or adolescents, advance
directives, testamentary capacity, or capacity to consent to inpa-
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Domains Assessed

Reliability

Standardization
Sample

Validity

ICC=0.84-0.98 (30); ICC=0.80-0.94 (31);
1CC=0.75-0.99 (32); kappa >0.97 for
each subscale (33); kappas=0.53-0.79
(34); test-retest, Kendall’s tau, range
from —0.15 (reasoning) to 0.36
(appreciation) (35)

Internal consistency: Cronbach’s alpha=
0.63 or 0.70 (with one item removed)

Test-retest: ICC=0.66-0.77 (41)

Interrater r=0.84 (42)

Interrater r=0.94-0.96; test-retest
r=0.70-0.76; kappa=0.44-0.83 (43)

Interrater 1CC=0.85; item agreement
1CC=72-100%; kappa=0.28-1.00; test-
retest (n=6), decisional concordance;
internal consistency, Cronbach’s
alpha=0.83-0.88 (22)

Interrater: 0.87-0.97 (45, 46)

Cronbach’s alpha=0.69 (47)

Subjects with depression (35), schizo-
phrenia (30, 34, 36, 37), Alzheimer’s
disease (31, 32, 36), cancer (33), HIV (37),
and diabetes (36); control subjects (31,
34)

Patients with dementia and older adults
without dementia (38)

Subjects with schizophrenia (37, 40);
subjects with HIV (37)

Subjects with cancer (41)

Anti-infective trials (42)

Psychiatric patients (43)

Schizophrenia patients and control
subjects (22)

Medically ill patients (45); younger and
older adults (45); psychiatric inpatients
(46)

Older adults with and without dementia
(47, 48)

Subjects with schizophrenia (5, 49, 50);
normal control subjects (49, 50)

Content based on four-component model of capac-
ity. Sensitive and specific relative to expert judges
(31); corresponded to performance on Evaluation
to Sign Consent (37) and on a brief three-item con-
sent questionnaire (36); correlated with cognition
(30, 33, 34, 37) and psychiatric symptoms (30, 34,
37); control subjects performed better than pa-
tients with Alzheimer’s disease (31) and patients
with schizophrenia (30, 34)

Content based on Code of Federal Regulations, Title
45, Part 46, Protection of Human Subjects, with re-
view by a multidisciplinary ethics committee.
Higher scores by patients with mild dementia than
by those with moderate dementia; correlated with
Clinical Dementia Rating (39) and Mini-Mental
State Examination (38)

Correlated with MacArthur Competency Assessment
Tool for Clinical Research (37)

Content based on consultation with bioethicists;
blinded expert confirmation

Correlated with WAIS-R (r=0.44), Wide-Range
Achievement Test—Revised, reading (r=0.38) and
education (r=0.33)

Physicians were asked about importance of each
item. Good agreement with expert judges (43); cor-
related with age, education, occupational level,
and mental status (43)

Better performance by control subjects than by
patients with schizophrenia; correlated with
cognition but not with psychopathology (22)

Better comprehension by younger than by older
patients (45)

Poor agreement with physician’s judgment of com-
petency; correlated with severity of dementia (47)

Negative correlation with conceptual disorganiza-
tion (5); positive correlation with overall cognition
(49); correlated with psychopathology (5); control
subjects performed better than patients with
schizophrenia (49)

2 Not reported.

b Although instrument’s authors do not state that the measure assesses this construct, item inspection suggests that this construct is being

tested as well.

¢ Although instrument’s authors state that this construct is being measured by the scale, item inspection raises doubt that this construct is be-

ing adequately assessed.

tient hospitalization, as consent in each of these contexts raises
additional considerations beyond the scope of this review.

The search and selection process yielded 23 instruments. For
each one, we abstracted information about domains assessed,
administration characteristics (including question format and
time required), and the nature of the standardization samples.
Because determinations of decisional capacity should not be ob-
server dependent, we examined interrater reliability. To the de-
gree that a person’s decisional capacity is stable over brief spans
of time, scores should be consistent over brief follow-up intervals,
so we also looked at test-retest reliability.

For each instrument reviewed, we examined the instruments
and searched the literature for evidence related to content valid-
ity and criterion validity (21). Content validity, the degree to
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which the instrument’s content reflects the universe of content
relevant to the constructs being measured, is usually determined
on the basis of expert consensus. There is some controversy over
what the appropriate content should be for decisional capacity
assessment instruments and over the determinative weight the
various components of decisional capacity should carry (10, 13,
22, 23). Moreover, different legal jurisdictions use different stan-
dards, which further complicates decisions on what standards to
include in an instrument (8, 11). We examined whether each in-
strument’s constructs appeared to be consistent with widely ac-
cepted theory on competency and capacity (2, 8, 24). There are di-
vergent views on the four-component model, and we recognize
that not everyone would agree with the validity judgments we
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TABLE 2. Instruments for Assessing Treatment-Related Decision-Making Capacity

Domains Assessed

Expression Administration

Instrument Understanding  Appreciation Reasoning of a Choice Time Format

Competency Interview Yes Yes Yes Yes —a Structured interview
Schedule (51)

Assessment of Consent Yes Yes Yes Yes 45 minutes Three vignettes regarding
Capacity for Treatment recommended treatments
(52)

Ontario Competency Yes Yes No No —a Semistructured interview
Questionnaire (53)

Hopemont Capacity Yes Yes —b Yes 30-60 minutes  Hypothetical vignettes on eye
Assessment Interview infection and CPR;

(55) semistructured interview

Aid to Capacity Yes Yes —¢ No 10-20 minutes  Semistructured interview
Evaluation (58)

Direct Assessment of Yes No Yes No —a Hypothetical vignettes;
Decision-Making structured interview
Capacity (59)

Original MacArthur in- Yes Yes Yes Yes 60-90 minutes  Treatment vignettes;
struments (61) (Under- semistructured interview
standing of Treatment
Disclosures, Percep-
tion of Disorder,

Thinking Rationally
About Treatment,
Expressing a Choice)
(62, 63)

MacArthur Competence Yes Yes Yes Yes 15-20 minutes Semistructured interview
Assessment Tool for (varies)

Treatment (3)

Hopkins Competency —b No No No 10 minutes Structured interview
Assessment Test (73)

Structured Interview for Yes Yes Yes Yes 20 minutes Structured interview
Competency and
Incompetency Assess-
ment Testing and
Ranking Inventory (78)

Competency to Consent Yes Yes Yes Yes 20-25 minutes Hypothetical vignettes;
to Treatment Instru- structured interview
ment (28) (also called
Standardized Consent
Capacity Instrument)

Two-Part Consent Form Yes No No No —a Self-administered questions
(43) plus semistructured interview

Vignette method Yes Yes Yes Yes —a Vignette and structured inter-
described by Schmand view
etal. (47)

CompetencyAssessment Yes No Yes No —a Semistructured interview
Interview (88)

Vignette method Yes Yes Yes Yes —a Vignette or actual decision;

described by Vellinga
etal. (19)

structured interview
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Domains Assessed

Standardization
Reliability Sample
Interrater ICC=0.95; test-retest r= Inpatients with major depression (ECT
0.79; internal consistency: av- considered) (51)
erage interitem correlation co-
efficient=0.64, alpha=0.96 (51)
Interrater 97%-98%; internal
consistency, alpha=0.82-0.88

Validity
Good agreement with expert judge (51)

Adults with mild and moderate mental
retardation and adults without mental

Questions and format based in part on original MacArthur stud-
ies. Criterion: control subjects > subjects with mild mental

(52) retardation (52) retardation > subjects with moderate mental retardation on
understanding, acceptance, and reasoning questions (52)
—a Psychiatric inpatients (54) More involuntary patients (86%) than voluntary patients (44%)

were found incapable (54)

Interrater: 0.93; test-retest 0.29  Nursing home residents (55, 56); adults Correlation with Mini-Mental State Examination (MMSE) (0.66)

(unpublished 1995 paper of N.
Staats and B. Edelstein); inter-
nal consistency (alpha) 0.94

with and without dementia (57)

and with Understanding of Treatment Disclosures Element
Disclosure (0.50) (56); dementia patients performed worse
than control subjects on understanding (appreciation and

(56) reasoning scales did not perform well in this study) (57)
Interrater: kappa 0.79, 93% Medical inpatients (58) Content based on consultation with experts. Sensitivity=81%,

agreement specificity=91% (versus treating clinician judgment)

a

— Medical inpatients and control subjects Physician judgments were discordant with scores on vignettes
(59) (59); MMSE was insensitive predictor (60)

High interrater agreement on
most items (64); test-retest Pear-
son’s r=0.30-0.90 (63); internal
consistency: Understanding of
Treatment Disclosures alpha=
0.55-0.85,Perception of Disor-
der alpha=0.67-0.80, Thinking
Rationally About Treatment:
alpha=0.39-0.74 (63)

1CC=0.87-0.99 (67); 1CC=0.75— Patients with schizophrenia (67, 69, 70), Correlated with original MacArthur instruments (67);

0.87 (68); mean kappa=0.76 major depressive disorder (71, 72), de-  performance in understanding and reasoning (but not in
(69) mentia/cognitive impairment (57, 69, appreciation) was worse among patients with dementia than
71); control subjects (57, 67, 70); med-  those without (57); correlated with MMSE but not with clinical
ical inpatients (69) team’s impression (69)

Neuropsychiatric and medical inpa- Questionable content validity (10); tracked expert judgments

uct=moment) 295% (73, 74); tients (73, 76); outpatients with psy- more closely than did MMSE scores (73); correlated with

Interrater: kappas=0.94-0.98 chotic disorders (70); patients with MMSE (r=0.75) and other cognitive measures (76). Fair predic-

(75) Alzheimer’s disease (77); nursing tive utility compared with clinicians’ judgments (73, 74, 76)
home patients (74); retirees (75);
control subjects (70, 77)

Psychiatric and medical inpatients (79)

Patients with schizophrenia (61, 64),
major depression (61, 64), bipolar
disorder (64), medical illness (61, 64,
65); control subjects (61, 64); residents
of long-term care facilities (56)

Patients with schizophrenia performed more poorly than other
groups (66); understanding correlated with verbal intellectual
functioning in psychiatric patients (64); correlation with
MMSE in older hospitalized and residents in long-term care
facilities (56, 65)

Interobserver (Pearson’s prod-

Interrater kappas >half of items
with kappa >0.60 (78)

Higher competency level in medical versus psychiatric patients;
sensitivity=0.83, specificity=0.67, compared with psychia-
trist’s global competency judgment

Interrater r >0.83 (28); 67%—84% Patients with Alzheimer’s disease (28,
agreement on different stan- 80-85), any dementia (57), Parkinson’s
dards (81) disease (86); control subjects (57, 80)

Content based on five legal standards of competency (28);
patients with dementia performed worse than subjects with-
out dementia on understanding, appreciation, and reasoning
(28, 57, 83, 84); various standards correlate with various neu-
rocognitive measures (83, 84)

Physicians were asked about importance of each item. Good
retest: r=0.70-0.76; kappa= agreement with expert judges (43); correlated with age,
0.44-0.83 (43) education, occupational level, and mental status (43)

Internal consistency: Cronbach’s  Older subjects with or without dementia Poor agreement with physician judgments (47); correlated with

Interrater: r=0.94-0.96; test- Psychiatric patients (43)

alpha=0.74 (47) 47) MMSE (r=0.66) and cognitive section of the Cambridge Exam-
ination for Mental Disorders of the Elderly (87) (r=0.74) (47)
—a Patients with dementia or depression Content based on legal standards. Patients with dementia

and control subjects (88) performed worse than patients with depression and control
subjects
Kappa=0.64 (78% agreement) Older patients with and without mild Poor agreement with physician and family member judgments

(19) dementia (19) (19)

2 Not reported.

b Although instrument’s authors state that this construct is being measured by the scale, item inspection raises doubt that this construct is be-
ing adequately assessed.

¢ Although instrument’s authors do not state that the measure assesses this construct, item inspection suggests that this construct is being
tested as well.
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made. This lack of consensus underscores the need for further de-
velopment and refinement of instruments as well as clarification
of the standards needed for different contexts and choices.

Criterion validity, the degree to which scores on a scale are as-
sociated with an accepted concurrent standard (concurrent va-
lidity) or with a future state or outcome (predictive validity), is
most often assessed in terms of intercorrelations. Other useful
values are the measure’s sensitivity—that is, its valid positive (in
this case, impaired) rate—and specificity—its valid negative (un-
impaired) rate. The accepted standard against which criterion va-
lidity is evaluated may be another established measure. In the ab-
sence of a gold standard for measuring decisional capacity,
however, validation against multiple criteria is desirable (21). The
criteria could include judgments of experts on decisional capac-
ity, although establishing criteria for “expert” status may be diffi-
cult. Limitations of this approach in the context of our study in-
clude the documented inconsistency of clinicians’ application of
relevant legal standards and the frequent discordance of expert
opinions on decisional capacity (25-28).

Results

Of the 23 decisional capacity assessment instruments
we identified, 10 focus on consent in clinical research (Ta-
ble 1) and 15 on consent in treatment (Table 2); two of the
instruments are used in both contexts (43, 47).

Capacity to Consent to Clinical Research

Two of the 10 instruments that focus on capacity to con-
sent to a clinical research protocol—the MacArthur Compe-
tence Assessment Tool for Clinical Research and the In-
formed Consent Survey—are supposed to measure all four
capacity domains, although whether the latter instrument
adequately assesses appreciation and reasoning is debat-
able. Measures of understanding are included in nine in-
struments (5, 7, 38, 40-45, 47), five of which assess only
understanding (39, 40-44). The California Scale of Appreci-
ation focuses solely on assessment of appreciation (al-
though understanding is likely also tapped), and the Com-
petency Assessment Interview focuses only on
understanding and reasoning. The vignette method (47, 48)
appears to cover understanding, reasoning, and choice, al-
though appreciation may be tapped as well.

An important variation among the instruments is
whether the disclosed information and query content are
established by the instrument itself or must be tailored
for the specific protocol. For instance, participants may
receive standard disclosures and questions, and accept-
able responses to the questions may be predetermined.
The California Scale of Appreciation and the Competency
Assessment Interview use hypothetical study protocols
and standard questions (although the California scale
could be tailored). Another approach is for the instru-
ment to specify the text of the probes (e.g., “What is the
purpose of this study?”) while allowing the disclosures
and acceptable responses to be tailored; this approach is
used in the Evaluation to Sign Consent, the Quality of In-
formed Consent questionnaire, the Deaconess Informed
Consent Comprehension Test, the Informed Consent Sur-
vey, the MacArthur Competence Assessment Tool for
1328
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Clinical Research, the Two-Part Consent Form, and the vi-
gnette method.

The instruments vary in the degree of skill and training
required of interviewers for valid administration. The
Quality of Informed Consent questionnaire and the Two-
Part Consent Form are self-administered; a drawback of
this format is that the process does not have a built-in op-
portunity to ask follow-up questions. The Evaluation to
Sign Consent, the Brief Informed Consent Test, the Dea-
coness Informed Consent Comprehension Test, the In-
formed Consent Survey, and the vignette method use in-
terviews, although they all appear to require minimal to
moderate training of interviewers or scorers. Training is
required for administering the MacArthur Competence
Assessment Tool for Clinical Research—the only instru-
ment for which a published manual provides scoring
guidelines (7)—because the items must be scored during
the interview so that appropriate follow-up questions can
be asked or requests for clarification elicited. The Califor-
nia Scale of Appreciation and the Competency Assess-
ment Interview also require moderate training. Most of
the instruments take less than 10 minutes to administer,
although the more comprehensive ones take longer.

Psychometricians generally suggest that instruments to
be used for clinical decision making have reliability values
of at least 0.80 (21). By this standard, most of the instru-
ments we examined had acceptable interrater reliability,
although no interrater reliability information was pro-
vided for the Brief Informed Consent Test, the Evaluation
to Sign Consent, the Informed Consent Survey, and the vi-
gnette method. Test-retest reliability has been reported for
four of the scales (the MacArthur Competence Assessment
Tool for Clinical Research, the Quality of Informed Con-
sent questionnaire, the Two-Part Consent Form, and the
California Scale of Appreciation) ranging from -0.15 to
0.77 (the one negative correlation was for a specific sub-
scale of the MacArthur Competence Assessment Tool for
Clinical Research in one specific application study of
women with depression [35]).

When item content varies with specific use, another po-
tential source of variance may be introduced by the disclo-
sures and acceptable responses that are specified for the
different uses. The manual for the MacArthur Competence
Assessment Tool for Clinical Research gives fairly detailed
instructions on preparation of the items. However, no data
are available on how consistent this and other modifiable
instruments are, even with trained users—that is, on how
“reliable” the item content preparation phase is, or the “in-
ter-item-writer reliability.” In the absence of such data, it is
not clear whether, or under what conditions, results from
these instruments can be generalized across specific uses,
even when referring to similar protocols. The reliability
and validity data of one version may not generalize to other
versions prepared by other users.

Information about the concurrent, criterion, or predic-
tive validity has been published for the MacArthur Compe-
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tence Assessment Tool for Clinical Research (31, 37), the
Brief Informed Consent Test (38), the Evaluation to Sign
Consent (37), the Deaconess Informed Consent Compre-
hension Test (42), the Two-Part Consent Form (43), and the
vignette method as described by Schmand et al. (47). The
external criterion was generally capacity judgments made
by physicians. However, interpreting lack of agreement be-
tween “expert” judgment and subjects’ performance on
the instruments themselves is problematic. Convergence
with opinions from other potential experts or stakeholders
(e.g., patients, family members, and legal or regulatory au-
thorities) was rare, although judgments of some nonphysi-
cian experts have been included in studies of the Quality of
Informed Consent questionnaire (41) and the Two-Part
Consent Form (43). Several reports attempted to establish
concurrent validity by showing the association with gen-
eral functional or cognitive measures (38, 42, 47), but be-
cause decisional capacity is context- and decision-specific,
such correlations are not fully germane. Finally, Cronbach’s
alpha, a measure of internal consistency, was 0.69 (fair) for
the Schmand et al. vignette method (47) and ranged from
0.83 to 0.88 for the California Scale of Appreciation (22).

Capacity to Consent to Treatment

All 15 of the instruments that focus on capacity to con-
sent to treatment (Table 2) measure understanding, but
only nine of them appear to assess all four capacity di-
mensions. Two of the remaining six instruments assess
only understanding, two assess understanding and appre-
ciation, and two assess understanding and reasoning.

Preset vignettes or content are used as stimuli in eight of
the 15 instruments: the Assessment of Consent Capacity
for Treatment, the Hopemont Capacity Assessment Inter-
view, Fitten et al.’s direct assessment of decision-making
capacity (60), the original MacArthur instruments (63), the
Hopkins Competency Assessment Test, the Competency
to Consent to Treatment Instrument, and the vignette
methods (although Vellinga et al. [19] presented the actual
treatment decision to a subset of patients). In contrast, the
patient’s actual treatment decision is used in the Mac-
Arthur Competence Assessment Tool for Treatment, the
Competency Interview Schedule, the Ontario Compe-
tency Questionnaire, the Aid to Capacity Evaluation, the
Two-Part Consent Form, the Structured Interview for
Competency and Incompetency Assessment Testing and
Ranking Inventory, and the Competency Assessment In-
terview; and it can form the basis for the Vellinga et al. vi-
gnette method.

All 15 instruments employ structured or semistructured
interviews, although the Two-Part Consent Form uses a
self-administered questionnaire, which is followed by ad-
ditional questions when the questionnaire is returned
(43). The degree of training needed to administer these in-
struments ranges from minimal, as in the Hopkins Com-
petency Assessment Test, to more substantial, as in the
Competency Interview Schedule, the Assessment of Con-
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sent Capacity for Treatment, the Ontario Competency
Questionnaire, the Hopemont Capacity Assessment Inter-
view, the Aid to Capacity Evaluation, Fitten et al.’s direct
assessment of decision-making capacity (59, 60), the orig-
inal MacArthur instruments (3, 63), the MacArthur Com-
petence Assessment Tool for Treatment, the Structured In-
terview for Competency and Incompetency Assessment
Testing and Ranking Inventory, the Two-Part Consent
Form, the Competency to Consent to Treatment Instru-
ment, the Competency Assessment Interview, and the two
vignette methods. Detailed manuals to guide administra-
tion, scoring, and interpretation are available only for the
Hopemont Capacity Assessment Interview, the original
MacArthur Competence Study instruments (Understand-
ing of Treatment Disclosures, Perception of Disorder,
Thinking Rationally About Treatment), and the MacArthur
Competence Assessment Tool for Treatment; a training
video is also available for the latter. Administration time
was not widely reported for these instruments, but it var-
ies with the comprehensiveness of the evaluation.

Information on reliability was reported for 12 of the in-
struments. Adequate interrater reliability (=0.80) has been
reported for the Competency Interview Schedule (51), the
Assessment of Consent Capacity for Treatment (52), the
Aid to Capacity Evaluation (58), the Hopemont Capacity
Assessment Interview (unpublished 1995 paper of N.
Staats and B. Edelstein), the Understanding of Treatment
Disclosures, Perception of Disorder, Thinking Rationally
About Treatment scales (63), the MacArthur Competence
Assessment Tool for Treatment (67, 69), the Hopkins Com-
petency Assessment Test (73), the Structured Interview for
Competency and Incompetency Assessment Testing and
Ranking Inventory (78), the Competency to Consent to
Treatment Instrument (28), and the Two-Part Consent
Form (43). Data on internal consistency have been re-
ported for the Competency Interview Schedule (51), the
Hopemont Capacity Assessment Interview (56), and the
original MacArthur instruments (59, 63, 88); for the latter,
internal consistency seemed to vary with the study popu-
lation, with higher consistency reported for hospitalized
psychiatric patients than for cardiac patients and healthy
community samples. The authors of the Competency In-
terview Schedule (51) and Schmand et al. (47) used inter-
item correlations to evaluate internal consistency. Test-re-
test reliability has been reported for only four of the
scales—the Competency Interview Schedule (51), the
Hopemont Capacity Assessment Interview (unpublished
1995 paper of N. Staats and B. Edelstein), the original Mac-
Arthur instruments (63), and the Two-Part Consent Form
(43). For the seven instruments with variable item content,
no data have been published on the reliability of item
preparation or on associations between versions prepared
by different users.

Data related to concurrent, criterion, or predictive va-
lidity have been published for all of the treatment-consent
capacity instruments except the Competency Assessment
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TABLE 3. Recommended Instruments for Specific Settings and Purposes

Setting, Purpose, and Recommended Instruments

Comments

Research settings

Initial capacity screening

Evaluation to Sign Consent

Informed Consent Survey

Quality of Informed Consent

Deaconess Informed Consent Comprehension Test
Comprehensive/follow-up capacity screening

MacArthur Competency Assessment Tool for Clinical Research
Appreciation measurement

California Scale of Appreciation

Five items, brief screening
Adaptable to most protocols
Objective and subjective understanding

Requires reliability training; manual available

Needs further validation

Empirical studies of research-related capacity and interventions to enhance

capacity
MacArthur Competency Assessment Tool for Clinical Research

Most widely studied to date; manual available

Brief instruments: Quality of Informed Consent, Evaluation to Sign Consent,
Informed Consent Survey, Deaconess Informed Consent Comprehension Test

Treatment settings
Initial capacity screening
Aid to Capacity Evaluation

Hopemont Capacity Assessment Interview
Comprehensive or follow-up capacity screening
MacArthur Competence Assessment Tool for Treatment
Empirical studies of research-related capacity and interventions
to enhance capacity
Original MacArthur instruments
MacArthur Competence Assessment Tool for Treatment
Competency to Consent to Treatment Instrument
Specific patient populations or types of decisions
Alzheimer’s disease or other cognitively impaired patient population
Competency to Consent to Treatment Instrument

MacArthur Competence Assessment Tool for Treatment
Hopemont Capacity Assessment Interview
Vignette methods
ECT consent
MacArthur Competence Assessment Tool for Treatment
Competency Interview Schedule
Health care power of attorney
Hopkins Competency Assessment Test

CPR decision-making
Hopemont Capacity Assessment Interview

Assesses domain of understanding only; requires further
validation
Manual available

Manual and training video available

All four domains of capacity assessed
All four domains of capacity assessed
All four domains of capacity assessed

All four domains of capacity assessed; training materials
available

All four domains of capacity assessed; training materials
available

Unclear whether sufficiently addresses appreciation;
training materials available

Need further validation; vignettes primarily refer to a
“friend,” but ideally they would focus on the patient’s
own situation

All four domains of capacity assessed; training materials
available

Unclear whether sufficiently addresses appreciation;
training materials available

Interview. In most cases, the external criterion was judg-
ments of decisional capacity made by physicians. Data on
the various instruments’ ability to discriminate between
patients who were judged by experts as competent and
those who were judged incompetent were reported for the
Competency Interview Schedule (51, 89), the Aid to Ca-
pacity Evaluation (58), the Hopkins Competency Assess-
ment Test (73, 76), Fitten et al.’s direct assessment of deci-
sion-making capacity (59), the MacArthur Competence
Assessment Tool for Treatment (69, 70), the Structured In-
terview for Competency and Incompetency Assessment
Testing and Ranking Inventory (78), and the two vignette
methods (19, 47). For Fitten et al.’s assessment instrument,
the MacArthur Competence Assessment Tool for Treat-
ment, and both vignette methods, performance on the in-
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strument did not correspond to physicians’ judgments of
older patients’ global competency; this lack of correspon-
dence was interpreted as indicating that clinicians were
relatively insensitive to the decisional impairment of these
study subjects. Performance on cognitive tests was corre-
lated with decisional capacity scores in some cases (47, 56,
64, 69, 76) but not in others (59, 60, 73, 74, 76). Such find-
ings are consistent with the notion that decisional capac-
ity is a construct distinct from cognitive domains, al-
though cognitive factors are important in the measured
abilities. The degree of convergence between the scale’s
results and opinions from family members was evaluated
in Vellinga et al.’s vignette method (19); family members’
judgments of subjects’ competency did not correspond
well to results on the instrument.
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Discussion

We identified 23 instruments for assessing capacity to
consent to research protocols (N=10) or to treatment (N=
15) (two instruments were used in both contexts). With a
few exceptions, the instruments focused mostly on the
understanding component of decisional capacity. There is
a clear need to refine measurement of the other capacity
domains.

Selection of an instrument would depend on the context
in which it is to be used. Common uses include making de-
finitive capacity determinations, screening to identify indi-
viduals who need further evaluation or remediation (30,
40), and evaluating capacity as a dependent variable in de-
cisional capacity research (5, 30-35, 37, 62, 63).

A fundamental challenge in selecting an instrument is
the lack of consistency across instruments in what is being
measured, despite the use of similar labels for these con-
structs. Definitions of “reasoning” vary from the ability to
provide “rational reasons” for one’s choice (28, 51) to mak-
ing the “reasonable” choice in a given situation (28) to the
underlying cognitive processes used in reaching a deci-
sion (e.g., “consequential” and “comparative” reasoning in
the MacArthur Competence Assessment Tools for Clinical
Research [7] and for Treatment [67]). Definitions and mea-
surements of appreciation are also variable, with the focus
ranging from appreciation of the consequences of a
choice (28) to acknowledgment of the presence of a disor-
der and its treatment potential (63) to the absence of “pa-
tently false beliefs” driving one’s appreciation (22). Even
the assessment of understanding varies from requiring
simple repetition of the interviewer’s words or the wording
on a consent form to more detailed evaluations of deeper
comprehension; it also may incorporate the person’s abil-
ity to retain information. Given these variations, those
who work in the field of capacity assessment need to de-
velop consensus on the appropriate definitions and stan-
dards for measuring each domain. This will be a key task
as the field moves forward, although we do not anticipate
that it will be an easy one.

A primary concern in developing a capacity assessment
measure, as Appelbaum and Grisso wrote with regard to
the original MacArthur Treatment Competence Study, is
that the functional abilities being assessed “should have
close conceptual relationships with appropriate standards
of competence” (62). Thus, for instance, a test of general
cognitive abilities, such as the Mini-Mental State Exami-
nation (90), would not be an appropriate instrument for
gauging the more specific, context-dependent ability to
understand disclosed material about a recommended
treatment (12, 60, 69, 91). Although we have pointed out
where instruments were correlated with more general
measures, we do not believe such correlations constitute a
strong line of evidence in favor of validity. Rather, the ac-
cumulation of data supporting a variety of types of validity
will be the best evidence of validity. Moreover, validity

Am | Psychiatry 163:8, August 2006

DUNN, NOWRANGI, PALMER, ET AL.

should be understood as something arrayed along a con-
tinuum rather than either present or absent. Given ques-
tions about whether any instrument can gauge decisional
capacity adequately without considering contextual and
individual factors, validity will likely remain an imperfect
aspect of these assessment tools.

Another consideration is how the risks or risk-benefit
ratio of a treatment or research protocol affect the defining
of minimally acceptable levels of understanding, appreci-
ation, and reasoning for consent. There appears to be gen-
eral agreement that flexibility is needed in setting thresh-
olds and that these thresholds should depend on the type
of decision being made (7). Thus, for example, it may be
appropriate to require a greater capacity for consent for a
high-risk protocol than for a low-risk one. It may also be
appropriate to weight the various subdomains of capacity
differently in different contexts; for example, full appreci-
ation that one has a disorder that requires treatment may
be more relevant when consent is sought for participation
in a randomized, controlled trial than for a noninterven-
tion or observational study. How to operationalize the
thresholds and weighting of such subdomains in a given
context is less clear, however, and has received little em-
pirical attention.

It must be acknowledged that every instrument has
limitations. As a general recommendation, however, the
best choices for measuring capacity to consent to re-
search and treatment, given their comprehensiveness
and supporting psychometric data, will frequently be the
MacArthur Competence Assessment Tools for Clinical Re-
search and for Treatment, respectively. Of the instru-
ments we examined that focus on research, the Mac-
Arthur Competency Assessment Tool for Clinical
Research has been the most widely adopted, and, as a re-
sult, numerous lines of evidence supporting its reliability
and construct validity have accumulated (30-33, 35, 36).
The MacArthur Competence Assessment Tool for Treat-
ment has been validated with a variety of populations and
is among the few instruments for which extensive train-
ing materials are available. Nevertheless, even the Mac-
Arthur instruments have substantial limitations, such as
the lack of empirical documentation of the psychometric
equivalence of tailored versions, the need for substantial
training and reliability documentation (particularly when
used for research purposes), and the probable need for
further study and refinement of the subscales for appreci-
ation and reasoning. The lack of a predetermined cutoff
separating capacity and incapacity is less a limitation
than an intended feature of the MacArthur instruments;
they were designed not as stand-alone tools for capacity
assessment but rather as aids to capacity assessment. In
any case, factors unique to certain contexts or popula-
tions will make other instruments preferable in some sit-
uations. Table 3 provides recommendations about instru-
ments for use in various situations or settings.
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Conclusions

Interest in research on decisional capacity has grown in
recent years, in part as a result of concerns about the ade-
quacy of consent procedures in research in which subjects
with an elevated risk of having impaired capacity were ex-
posed to more than minimal risk (92). With increasingly
complex research protocols and increasingly sophisti-
cated and sometimes risky treatment options, and with an
aging population at risk of having cognitive impairment
and therefore impaired decisional capacity (13), there is
an undeniable need for reliable and valid capacity assess-
ment methods.
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