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Evaluate Process Outcomes

¢ Describe the intervention
— Nature of the intervention?
— Material investments, time required?
« Report actual exposure to the intervention
— Implemented as planned?
— Target population actually exposed?
« Describe the experience of those exposed to
the intervention
— Target group experiences and changes?
— Problems while implementing interventions?

(Hulscher, Laurant, Grol, Process evaluation of change interventions in Grol,3
Wensing, Eccles Improving Patient Care, 2005)
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. Objective:

» To establish an internationally approved set of
criteria for judging the quality of the o
d%velopment and evaluation of patient decision
aids

« For use by:
— Developers
— Users (patients/consumers & practitioners)
— Providers and policy makers

(Elwyn et al., BMJ 2006)
www.ohri.ca/decisionaid

Stacey, 2007; www.ohri.ca/decisionaid

Outline

Process Outcomes

International Patient Decision Aid
Standards (IPDAS)

Cochrane Review of Patient Decision
Aids (PtDAS)

Cochrane Review of the implementation
of shared decision making (SDM)

Process Outcomes for Measuring
Decision Support

What tools/relevant resources were
identified?

How do these resources address known
decision making needs?

What decision support was planned/
implemented?

Two-stage modified Delphi consensus voting method
« Vote limited to ‘importance’ of the items
* Results stratified by stakeholder groups
1. policy makers / health plan administrators
2. patient / consumer representatives

3. health professionals

4. decision aid researcher, developer, steering
committee members
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12 Broad Quality Criteria

Development process  « Disclosure

Information * Internet delivery
Probabilities » Balance

Values * Plain language
Stories » Up to date evidence
Guidance/coaching » Effectiveness

Voting Site Layout: 2" round

¢ Australia * New Zealand
e Canada * Norway
* France e Spain
* Germany » Switzerland
* |srael  United Kingdom
« [taly » United States
¢ Netherlands « Uruguay
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1. Using a systematic development process
what is this criterion? The logical steps taken to build a patient decision aid.
Steps may include:
e To form groups to develop decision aids (decision experts, patisnt
users, practitioner users);
e Toidentify the needs of potential users;
* Todraft, review, field test, and revise the decision aid;
e To have the decision aid reviewed by outside experts who were not
involved in its development and field testing.
How might this affect the guality of decision making? In theory, decision aids
may lead to poor decisions if they are developed by people who do not have
the knowledge and skills to understand the decision situation and to help
patients make decisions. Even qualified people may not design a good decision
aid, if they do mot take the time to develop it to meet the needs of the
patients who face the specific decision and the practitioners who counsel them
about the options, Outside experts may also help to identify things that were
missed during development.
what s the evidence to support including or excluding this criterion? The
Cochrane Collaboration review team examined the way 19 decision aids were
developed. Of these, 17 reported the credentials of the developers (s.g. MD,
RN, PhD), and 11 reported on the steps taken to develop the decision aid
There were no studies comparing different ways of developing patient decision
aids,
JAARN
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\\ '/ Voter Response Rates by Group
NN
# Invited to be. # Voted 13t # Voted 2" % 15t round
02:3":(3““ Round Round voters in 2 nd
i (% invitees) round
1. Policy makers / 26 14 (54%) 9 64%
health plan
administrators
2. Patient / 43 21 (49%) 19 90%
consumer
representanves
3. Health 18 10 (56%) 9 90%
professionals
4. Decision Aid 125 77 (62%) 66 85%
researcher,
developer, or
steering committee
Total 212 122 (58%) 103 85% 11
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1. The patient decision aid has information about the credentials of the people who
developed it.

How impartant is this criterion in judaing the quality of a decision aid?
18% 129% 39%  Median

1 2 3 4 5 6 -
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2. Patients were asked what they need to prepare them to discuss a specific decision.

How impartant is this criterion in judging the quality of a decision aid?
2% 0% 1% 0% 5% &%  11%  16% 6D

1% Median
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Voting Items by Criteria
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I. Developing decision aids

XIl. Establishing effectiveness

qui-M
1. The pt decision aid has information about the credentials of the 8
people who developed it
2. Patients were asked what they need to prepare them to discuss a 9
specific decision.
3. Practitioners were asked what they need to discuss a specific 8
decision with patients
4. Patients who were facing the decision field tested the decision aid 9
5. Practitioners who counsel patients on the options field tested the 8
decision aid
6. Field testing showed the decision aid was acceptable to patients 9
7. Field testing showed the decision aid was acceptable to 8
practitioners
8a. The decision aid was reviewed by outside experts (health 8
professionals) not involved in development or field testing.
8b. The decision aid was reviewed by outside experts (patients who 9
previously faced the decision)...

There is evidence that the pt decision aid helps pa tients ... Equi-M
DECISION PROCESS 9
1. ...recognize that a decision needs to be made

2. ...know about the available options 9
3. ...know about different features of the options 9
4. ...understand that values affect the decision 9
5. ...be clear about which features of options matter most to them 9
6. ...discuss values with their health practitioners 8
7. ...become involved in decision making in ways they prefer 9
DECISION QUALITY 9
8. ...improves the match between the features that matter most to the
informed patient and the option that is chosen.

i
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A\ // Limitations
* 58% participation rate of internet voting
panel invitees (e.g. not available within 3

week time frame; SPAM)

¢ Overlap of some areas with other major
groups developing standards (e.qg., literacy,
disclosure, Internet)

¢ ? Feasibility of implementing standards
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Objective

To describe the efficacy of decision
aids that have been assessed in
randomized controlled trials



Methods: Data Sources @

* Medline (1966 to July 2006)
« CINAHL (1982 to July 2006)
« Embase (1980 to July 2006)
¢ PsychINFO (1806 to July 2006)

¢ Cochrane Central Register of Controlled Trials
(2nd Quarter 2006)

¢ Personal contact with known developers and
evaluators through a shared decision making
list-serve up to December 2006

Definition: Patient Decision Aids

* Adjuncts to counseling
« For specific, deliberative choices
« Describe options and outcomes relevant to the patient’s
health status
« Implicit methods to clarify values
« Additional elements:
— Information on the condition or disease
— Tailored outcome probabilities
— Explicit values clarification exercise
— Information on others’ opinions
— Guidance in the steps of decision making and communication

O’'Connor et al., Cochrane Library, 2007

Data extraction d

2 reviewers independently extracted data
using structured forms

» RCT quality was assessed using Jadad
scale: randomization, blinding, follow-up

* Inconsistencies were resolved by consensus

Stacey, 2007; www.ohri.ca/decisionaid

Methods: Study Selection

« Two independent reviewers

Structured screening form

« Inconsistencies resolved by consensus
Criteria for inclusion...

Intervention: Decision Aids

Excluded

» Choices: hypothetical, lifestyle, clinical trial
entry, advance directives

» Education programs: no decision, promotes
compliance

» Passive informed consent materials

Search Results

[ 22,778 citations J
i

[ 1,293 abstract screen J
i

[ 130 full-text screen J

—{ 63 excluded ]
—»[ 1 trial in progress ]

55 eligible trials
(66 citations)




Topics of Decision Aids Patient Decision Aid Elements

¢ Medical . i . . .
_ 9HRT S_Cgi‘;[““g 100% options, outcomes, and implicit values

— 2 atrial fib anti-coag ~ 5BRCAL/2 gene clarification
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« Surgical ot - e
_ 4%astectomy \; 4 termination » 49% explicit values clarification
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Participation (n=8) @ @

mﬁ} Remaining Undecided (n=4)
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Other Outcomes

Satisfaction 5 [ 5

General Health
Status

Anxiety 11

Condition Specific
Health Status

Health Utilities 2
Continuance 3

0 2 4 6 8 10 12
Number of Studies

O Positive O No difference

Limitations

Variability
— Populations
— Measures
— Time frames
— Usual care interventions

41
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As raised levels of anxiety are associated with both more
effective decision strategies and stressful health
interventions, anxiety is an inappropriate measure to
employ when evaluating decision aids.

Outcomes Coaching vs Coaching vs Coaching+PtDA  Coaching+PtDA
PtDA alone Usual care vs Coaching vs PtDA alone
Studies Deschamps 2004; Green 2001 Green 2001; Hunter  Lerman 1997; Myers
Rothert 1997 2005 2005; Kennedy 2004;
Choice No diff. No diff. No diff. hysterectomies
; No diff. intent for
testing
Role No diff.
Decisional g i i
Conflict post-coaching in all groups
Satisfaction satisfied with satisfied with satisfied with
HCP & Prep DM coaching DM process
No dift. (satisfied satisfied with satisfied with
decision) HCP HCP
Adherence No diff.
Knowledge No dif. (Both)
Expectations
Values agree No diff. No diff
with choice
Self Efficacy No diff
Impact on Health No diff. No diff.
Other Anxiety-no diff. mean costs
PubMed, Embase, CINHAL
and PsycINFO
(1990-March 2006) Publications not
Publ|cat|op§ potentially eligible
eligible (n = 9410)
(n = 9580)

l Publications no eligible

o . (n=139
Publications fully 1 Not a study 34

(n=170) No healthcare providers 48
No barriers or enablers 54
Not in French or English 1
Publications eligible Double 2
(n=31)
Il

Updated to Dec 2006 with
10 new studies included of
1130 titles

Included: unique studies (n= 28)
but 31 publications

(Legare F, et al. 2008 Patient Education & Counseling) a2



Characteristics of studies (n=38)

Country of origin
UK (n=13)
*USA (n=12) *Physicians (89%)
+Canada (n=6) «Other providers (11%)
*Netherlands (n=2) *

*France (n=1)
*Mexico (n=1)
*Australia (n=1)

Participants (n=3754):

*China (n=1) (Legare F, et al. 2008 Patient Education &
*Norway (n=1) Counseling)

*Germany (n=1)

* Included several countries

43

Cabana framework, JAMA, 1999

Familiarity will be an impact:

*Process
Awareness

(n=16/38)
Patients outcomes
(n=16/38) External

Factors
Motivation
[ (n=23/38)

Clinical Practice
Facilitators

Believing there ! !

Feeling competent

45

i i F Légaré
Systematic review S Ratté
evaluating interventions for D Stacey

improving the adoption of J Kryworuchko

SDM by healthcare K Gravel

f . Is: limi ID Graham
professionals: preliminary S Turcotte
results PO D’Amours
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01. 2 Cabana framework, JAMA, 1999
(Clinical Practice ) (" | )
Lack of Barriers will be an impact External
familiarity on the patient barriers
Characteristics .
of patients Not feeling -Patient
n=18/38 competent
awareness
Applicability Lack of ) .
to clinical motivation -Environment:
situation Lack of time
\_ (n=16/38) (n=22/38)
—
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Gaps in knowledge and challenges

« Most studies originated in UK & USA

« Interventions to foster implementation of SDM in
clinical practice will need to address a broad
range of factors

« Very little known about any health professionals
others than physicians

(Legare F, et al. 2008 Patient Education & Counseling)

46

Determine the effectiveness of
interventions to improve healthcare
professionals’ adoption of SDM



«Study design: Randomised controlled trials,
controlled clinical trials, controlled before and after
studies and interrupted time series analyses

eParticipants: Healthcare professionals, including
those in training programs responsible for patient care

e|ntervention: Intervention designed to increase the
adoption of SDM by healthcare professionals
sQutcome: Objective measure of the adoption of SDM
by healthcare professionals

Adoption: the extent to which healthcare professionals intend
to or actually engage in SDM in clinical practice and use
interventions that are known to facilitate SDM.

Up to May 2008:

¢ Databases : PubMed, Embase, CINAHL,
PsycINFO, Cochrane Library, EPOC
register *

« List of references of included studies

¢ Proceedings of relevant conferences
- # $%&

6203 references

l ‘ Screening 1 (abstract screening)

169 potentially eligible studies

Screening 2 (article screening)
137@ Inappropriate outcomes
7 @ Inappropriate design

6 @ Others (Intervention after consultation (2),
Data weren't unobtainable (2),
Inconsistency about the primary outcome
(1), 2 Distinct papers for one study(1)

19 included studies (all RCTs)

Stacey, 2007; www.ohri.ca/decisionaid



! (
* UK (n=3)
« Europe (n=6)

)% *
o# reol (0 ) *)%01
c)_ *
o# *)$230. (*, )&28-& |
« Canada (n=4+1%) 1831

* Australia (n=2)

ol *
« US (n=3 +1%)
o4 561
. r (%2 2 2w
.5)&1
.8 .5)1

. ( . 561*
. .5)1*

13 unique instruments:

* 14 RCTs: instrument completed by the patient:
. «Perceived Level of Control in Decision Making (n=8)
*COMRADE (n=3)

° «Other (n=3)
)+ * . . .
0 561 * 5 RCTs: various third observer instruments
. ' ' 501 +2 RCTs had the instrument completed by a third observer only

*3 RCTs involved both types of instruments

&0
Effect size vs Duration of the intervention (N=12)
o
60 -
50 £
= §
< H
5« §
2 H
= o
i 30 2
20 £
3
10 05 2
Effect size
Single Inervention|  Multifaceted vs | Single Intervention| Multfaceted vs | Multfaceted vs | Mulifaceted vs | Mutfaceted vs
vs Usual Care (3) | Usual Care (3) Vs Single (8) | Single (1) Usual Care (5) | Single (1) Mulifaceted (5) .
o Spearman=0.62; p=0.006
Categoticatmeasures Continuous measures

Stacey, 2007; www.ohri.ca/decisionaid
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« Effective interventions are:
* multifaceted
* longer duration (>6hours)

* Need consensus on how to assess the
adoption of SDM by healthcare professionals

« Studies should be well-designed with adequate
power and using procedures to minimize bias

Monitor
/ l Knowledge
Use

s
Select, Tailor, o ——
Implement ,/’ \\
Interventions . KNOWLEDGE CREATION v,
< AN Evaluate
/ \ Outcomes
ll \\
' \
e \
Assess
Barriers to
Knowledge Use '
\ -
\ / Sustain
\ /! Knowledge
= —— N s Use

Adapt
Knowledge ~

I3
to Local Contex\\ S~
Identify Problem

(Graham | et al 2006 : Lost in KT) |IREERGYAENETA
Select Knowledge

Ottawa Model of Research Use

Selecting an evaluation framework
for implementation studies

Evaluate
Outcomes

Evaluate outcomes

» Evaluate if knowledge influences:
— Health outcomes
— Practitioner outcomes

— System outcomes

Summary

« Outcomes measured for PtDA development:
— IPDAS criteria
— Process criteria

« Outcomes measured for PtDA evaluation
— Other trials reported in Cochrane
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— IPDAS criteria — decision quality

— Process criteria

Outcomes measured for PtDA implementation

— Adoption

— Process criteria

Outcomes should be based on theoretical frameworks
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