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Objective

To appraise
— Psychometric
— Clinical sensibility
— Decision specific properties
of selected instruments used

to measure the effectiveness

of patient decision support
iInterventions




Sources of Instruments

O'Connor AM, Stacey D, Entwistle V, Llewellyn-Thomas
HA, Rovner D, Holmes-Rovner M, Tait V, Tetroe J, Fiset
V, Barry M, Jones J. Decision aids for people facing
health treatment or screening decisions . The
Cochrane Database of Systematic Reviews
2003;CD001431.

Légaré F, Ratté S, Stacey D, Kryworuchko J, Gravel K,
Turcot L, Graham ID.(2007). Interventions for

improving the adoption of shared decision making

by healthcare professionals . (Protocol) Cochrane
Database of Systematic Reviews 2003; Issue 3. Art. No.:
CDO006732.




Criteria for Appraisal

e Appropriateness
« Reliability

« Validity
 Responsiveness
e Precision
 Interpretability
Acceptability
Feasiblility
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>~ Psychometric Properties

=~ Clinical Sensibility

Feinstein AR. An additional basic science for clinical medicine: IV. The development of clinimetrics. Ann Intern

Med 1983;99:843-8.

Fitzpatrick R, Davey C, Buxton MJ, Jones DR. Evaluating patient-based outcome measures for use in clinical
trials. Health Technol Assess 1998;2:1-74.



Appropriateness

C—=2

Definition Positive appraisal rating includes
Measures outcomes | 1 or more components of the
that fit the IPDAS evaluation criteria:
research - decision quality
guestions posed |- effectiveness of the decision
In the study process

Elwyn G, O'Connor A, Stacey D, Volk R, Edwards A, Coulter A, Thomson R, Barratt A, Barry M, Bernstein S, Butow P, Clarke A, Entwistle
V, Feldman-Stewart D, Holmes-Rovner M, Llewellyn-Thomas H, Moumjid N, Mulley A, Ruland C, Sepucha K, Sykes A, Whelan T,
International Patient Decision Aids Standards (IPDAS) Collaboration. Developing a quality criteria framework for patient decision aids:
online international Delphi consensus process. Brit Med J 2006;333:417
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Effectiveness — Instruments

IPDAS Ciriteria

Outcomes

Instruments

Decision quality (informed, match
values)

Decision process

Knowledge

Congruence
(Values and
Choice)

Genetic Testing Knowledge Questionnaire

—recognise a decision needs to be
made
—know options and their features
—understand that values affect decision
—be clear about option features that
matter most
—discuss values with their practitioner
—become involved in preferred ways

Uncertainty

Satisfaction

Role

Participation

Decision Conflict Scale

Satisfaction with decision,
Satisfaction with DM process
Decision Satisfaction Inventory

Control Preferences Scale

OPTION
COMRADE

Physicians behaviors facilitating
involvement

Decision Support Analysis tool (DSAT)
Patient Doctor Interaction

Physician encouragement of patient
participation in DM



Reliability

Positive appraisal
rating includes

Definition

Measures change occurring due |1 or more components
to the intervention of reliability:

- Internal consistency: measures |- Cronbach’s alpha

the domain of variables that itis | between 0.70 and 0.90
designed to measure. - Intra class coefficient
- Test-retest reliability: gives the |>0.80

same results at two different time
points and when the participant
was not expected to have
changed in the domain of
variables measured

Nunnally JC, Bernstein IH. Psychometric Theory. 3 ed. New York: McGraw-Hill, Inc., 1994.



Validity

Definition

Positive appraisal rating includes

Measures the domain
of variables that it is
supposed to measure
(e.qg., for a specific
purpose, with a
particular population)

1 or more components of validity:

- consultation with experts and
patients (content/face)

- comparison with other instruments
(criterion/ predictive/convergent/
discriminant)

- factor analysis demonstrates
Instrument structure and author
discusses relationship to theory
(construct)




Responsiveness

Positive appraisal rating

Definition .
Includes
Detects important 1 or more components of
changes in the study responsiveness:

population (e.g.,
between groups at a
point in time, or within
groups over time)

- detects a difference important
to patients and clinicians

- effect size (e.q., used for
sample size calculations)

- transition question with no
ceiling and floor effects

- cognitive testing with
respondents




Precision

Definition

Positive appraisal rating

Includes
Distinguishes important | 1 or more components of
variations within a precision:
range of patient - represents a range of patient
experiences for the experience

target population and
research setting

- even distribution of items
across range

- no significant ceiling or floor
effects related to range

- dimensionality and
hierarchical properties 10




Interpretability

Positive appraisal

Definition .
rating includes
Scores are | Minimal clinically
meaningful |important difference

(defined a priori)
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Acceptability
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Definition

Positive appraisal rating
Includes

Language of instrument
satisfactory to
respondents

1 or more components of
acceptability:

- language used in the items is
clear

- grade reading level required is
specified

- culturally applicable

- acceptable response rates 12




Feasibility

Positive appraisal rating

Definition .
Includes
Ease of administering 1 or more components of
and completing feasibility:

- reasonable time spent to
complete tool

- ease of use (e.g., no need for
supervision or additional training
to administer; scoring system
not complex)

- minimal missing responses to
items
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Source of Instruments

2003 Cochrane Review of Decision
alds for people making health

treatment or screening decisions
 Included 35 unique trials

* Primary outcome measures
— 16 trials calculated sample size a priori
— 35 different primary outcome measures

14



Outcomes Related to DM

Expectations

Sat DM

Decision

Ict
Knowledge

Adherence

Satisfaction

Choice

Trials

20

25

30

35

15



2003 Cochrane Review Decision aids for people
facing health treatment or screening decisions

Instrument
(first author)

Appropriate Responsive Precise Interpretable Acceptable

Feasible

Confidence to decide about
treatment (McBride) n=1

Control Preferences Scale
(Degner) n=2

Decision Conflict Scale
(O’Connor) n=5

Genetic Testing Knowledge
Questionnaire (Lerman) n= 3

Process of Decision Making
(Michie) n=1

Satisfaction with Decision
Making Process
(Barry) n=3

Satisfaction with Decision
(Barry) n=2

Satisfaction with Decision
(McBride) n=1
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Control Preferences Scale

Authors Degner & Sloan, 1992

Purpose To indicate preferred role in making decision

Population Men deciding about screening for Prostate Ca (Davison 1997;
1999)

Number of Items 5

Response Categories | 1

Appropriate Decision process: to ‘become involved in preferred ways’
Reliable NR

Valid Face validity: researchers and patients with Ca in Manitoba
Responsive To variations in health states

Precise Represents the full range of patient experience with role

Interpretable

MCID define

Acceptable

To patients (during instrument development process)

Feasible

Used successfully in many studies
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Decision Conflict Scale

Authors O'Connor, 1995

Purpose Uncertainty, informed, values clarity, support, and effective
decision

Population Hormone replacement therapy, Prostate Cancer, Breast Cancer
Prevention, Osteoporosis, Autologous Blood Donation; End-of-
life decisions

Number of Items 16 items; 5 subscales

Response Categories | 5

Appropriate Feeling informed and clear about personal values
Reliable Cronbach’s alpha 0.78 — 0.92 (0.58 — 0.92 subscales)
Test —retest 0.81
Valid Face, content, construct, predictive validity
Responsive Effect size range from 0.4 — 1.2
Precise NR
Interpretable MCID (37.5 or more delay decision and implementation)
Acceptable To patients and healthcare providers ;7 languages; low literacy

Feasible Used successfully in many studies 18




Satisfaction with Decision

Authors McBride CM, Bastian LA, Halabi S et al., 2002

Purpose Participant agreement with feeling informed, whether the
decision is consistent with values and about their overall
satisfaction with the decision

Population HRT

Number of Items 6

Response Categories

5 point likert scale

Appropriate Decision quality: improves match between choice and values
Reliable Cronbach’s alpha 0.78

Valid Researchers and clinicians: face and content validity
Responsive To changes in trial population

Precise NR

Interpretable NR

Acceptable to patients NR

Feasible

Used in clinical trial
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2009 Cochrane Review Interventions
for improving the adoption of SDM by
healthcare professionals

13 unique instruments

Instrument completed by the patient only
« Control Preferences Scale (n=8)
* COMRADE (n=3)

Third observer instruments n=5 used 5 different instruments
Instrument completed by a third observer only (n=2)

Both 3" observer and patient completed instruments (n=3)
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Decision Support Analysis Tool

Authors Guimond, Bunn, O’'Connor, Jacobsen, Tait, Drake, Graham,
Stacey, Elmslie 2003

Purpose 3'd observer tool to assess health practitioners’ decision
support and communications skills

Population HRT, Telephone call centre, Palliative care

Number of Items

2 subscales - decision support skills (6 categories) and
communication skills (4 categories)

Response Categories

Checklist (present or not)

Appropriate Measures participation in DM process

Reliable Moderate agreement between raters: interrater reliability for
decision support (75%, kappa = 0.58) and communication
skills (75%, kappa = 0.68)

Valid Face (DS expert panel); Construct (Sat D/DM process, DCS)

Responsive Discriminates between DS and usual care

Precise Fits broad theoretical range of DS behaviours

Interpretable

Higher score means better DS communication

Acceptable to patients

NR (impact of observer or audiotaping)

Feasible

3 hr workshop for raters to achieve reliability =




OPTION scale

Authors Elwyn and Edwards, 2003;2005
Purpose 3'd observer; healthcare team involving patient in decision
Population Primary care setting

Number of Items

12

Response Categories

4:strongly agree (rated 4), agree (rated 3), disagree (rated
2), or strongly disagree (rated 1)

Appropriate Participation: perception of involvement in DM process
Reliable Interrater (ICC=0.77, Kappa=0.66)
intrarater(ICC=0.82 raterl and 0.65 rater 2)
0.66 ICC between practice clusters was 0.18
Valid Face: consultations with practitioners and patients; Construct
Responsive Cognitive debriefing and simulation study with patients,
floor/ceiling effects with providers
Precise SDM skill workshop - increases in patient involvement (12.9

point increase, 95% CI 10-15.8, p<0.001)

Interpretable

Higher score indicates greater involvement

Acceptable to patients

Dyadic OPTION: self report, high literacy

Feasible

\Y
N

Yes




COMRADE

Authors Edwards, Elwyn, Hood, Robling, Atwell, Holmes-Rovner,
Kinnersley, Houston, Russell 2003

Purpose Patient reported; to evaluate the effectiveness of risk
communication and treatment decision making in
consultations

Population General practice

Number of Items

2 subscales (10 items for satisfaction with communication
and 10 items for confidence in decision)

Response Categories

NR

Appropriate Decision making process

Reliable Cronbach alpha 0.87, 0.92

Valid Face (experts), content (pilot phase), construct
Responsive Cognitive testing in pilot phase

Precise Wide range of patient experience in primary care setting

Interpretable

Higher score means more effective involvement

Acceptable to patients

Yes (established during pilot testing)

Feasible

78-82% completed all 20 items; High response rate (97.5%5»3




Conclusions

e Limitations
— Insufficient data is provided in most publications
— only published information was consulted
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