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Overview
Profile Two Projects & Lessons

Appraisal of Guidelines and Research Evaluation (AGREE) Program
of Research

o very successful endeavour

Uncertainty Project
o less successful endeavour

Lessons



Research AGREE
Background

Clinical Practice Guidelines (CPGs)
° improve processes of care, clinical outcomes & clinical policies

Health Systems Guidance (HSG)
> improve how health systems are organized, function and funded

Problem
> need tool to differentiate between good and poor guidance

° blue print to raise the quality bar vis a vis development and reporting



Research AGREE
Version 1

first international effort to create a CPG assessment tool

led out of Europe with 15+ people + Canada after

started build culture among CPG stakeholders (iKT)

rigorous methods
° ijtem generation, item deletion, clustering, scaling, reliability, validity



Research AGREE
AGREE Instrument

6 domains
23 items

4-point response scale

1.  Scope and purpose
Stakeholder involvement
Rigour of development
Clarity of presentation
Applicability
Editorial independence
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Research AGREE
AGREE II Objectives

scale - change and test to meet methodological standards

construct validation - does it differentiate CPGs of known variability?
reliability — optimize it
usability — do participants like it? can they use it? improvements?

training — how can we “teach” AGREE Il to an international
audience?

can we create a shorter version?



Research AGREE
AGREE Il Methods

Team
° international consortium of stakeholders (iKT)

Participants
° international CPG developers, HSRers, clinicians, policy

Three Studies
o usability, response, abridged, reliability
o guasi-randomized trial, AGREE Il performance, surveys
° construct validation
> randomized trial, AGREE Il performance, surveys

° training platforms
> randomized trial, training strategy, surveys




2003
» Original AGREE
* 4 pt scale

STUDY 1

TOOLS

MODIFIED AGREE

(M-AGREE)

* Original AGREE items

*New 7-pt scale

» Original documentation

*New - GLOBAL RATING
SCALE

OBJECTIVES/METHODS
* Apply Instruments
* Assess Instruments’:

o usefulness

« feasibility

* how they can be improved
» Compare M-AGREE to GRS
» Tailored abridged versions?
* Explore reliability

STUDY 2

TOOLS

AGREE Il BETA VERSION
(B-AGREE II)

 Refined AGREE items

* 7-point response scale
 Revised Documentation

OBJECTIVES/METHODS
« Validity of items
» Usefulness of User’s Manual
instructions:
e appropriate
*easy to apply
« facilitate distinguishing low and
high quality

AGREE I




AGREE Il

STUDY 3

COMPARED

AGREE Il PDF

AGREE Il AVATAR TRAINER
AGREE Il PRACTICE-
FEEDBACK PLATFORM

OBJECTIVES/METHODS
* Do training

* Apply AGREE II

* Impact on performance?

« Which did users like best?

3 TRAINING OPTIONS




Research AGREE
AGREE Il Results

AGREE Il
° 23 items comprising 6 domains, 7 point response scale
° user manual + 2 training options
> complementary tool — AGREE Global Rating Scale
° PDF + Avatar + Practice Platform

Even profiled the “not quite right” bits
° 7 point scale — best for all items?
° ltem 17: Key recommendations are easily identifiable.
o All items relevant?

> ltem 11: The health benefits, side effects and risks have been considered in formulating the
recommendations.



Research AGREE
AGREE Il Results & Impact

Impact
> AGREE Il papers highly cited
> 40+ translations of the tool
> 18,500 individuals registered to on-line system (MY-AGREE-Plus)
> 6500 visitor monthly to AGREE website (www.agreetrust.org)
> used by journals, graduate courses, CPG procedures manuals




Research AGREE
AGREE Il Results & Impact
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Research AGREE
What next

AGREE Recommendation Excellence — AGREE REX
> implementability of recommendations

AGREE Health Systems — AGREE HS
> development, reporting, and appraisal of health system guidance




Research AGREE
AGREE-REX Purpose

Designed for:

De novo guideline developers:
> Development and reporting advice on how to optimize implementability and
credibility of recommendations.

Groups considering adoption/endorsement/adaptation of guidelines:
> Tool to appraise the suitability of recommendations from an existing guideline to
be used in their own context.

Guideline appraisers:
> Tool to evaluate the quality of guideline recommendations and the justification
unpinning them.



Research AGREE
AGREE-REX Methods

Item Generation, Item Reduction, Item Groupings
© ReaIiSt ReVieW - GUIDE_M (Brouwers et al 2015, Implement Science)
> Foundation

o Deliberations and Contextualization domain
> Evidence Synthesis domain

Initial feedback on components
> As part of GUIDE-M protocol



Research AGREE
AGREE-REX Components

Domain 1. Evidence Justification Domain 3. Values Justification

Evidence (GRADE) Guideline Developer Values
Target User Values

Domain 2. Clinical Applicability Justification Patient/Population Values

Clinical Relevance Policy Values

Relevance to Patients/Populations Alignment of Values

Implementation Relevance

Domain 4. Feasibility Considerations
Local Applicability
Resources, Capacity and Tools



Research AGREE
AGREE-REX Structure

Structured Similar to the AGREE Il - Complete Manual

Introduction:

° overview

° instructions for different users
° links to resources

Items:

> definition

o features

° scale

To Add:

° examples
o quick guides (development, reporting, evaluation)




Research AGREE
AGREE- REX [tem

CLINICAL APPLICABILITY JUSTIFICATION

2. CLINICAL RELEVANCE

Clinical relevance is the degree to which the recommendations are applicable to the practice
context of the guideline’s target users (e.g. physicians, public health nurses). The features
below should be included in the practice guideline to optimize the clinical relevance of the
recommendations.

Features:

The guideline addresses an important clinical/health problem(s).
The guideline includes recommended actions that are relevant to the target user.

e The guideline recommendations align with the evidence.

e The guideline recommendations are applicable to the target population and
setting.
The guideline considers all important potential health-related harms and benefits.

The guideline indicates a magnitude of health benefit that is perceived as clinically
important.

e The guideline addresses trade-offs between health-related harms and benefits.




Research AGREE
AGREE REX Scales

Evaluation:
la. The features of Evidence are well documented in the guideline.

1b. The features of Evidence were considered in formulating the recommendations.

Comments

Suitability for use:
1c. The documentation and consideration of the features of Evidence are relevant to my context.




Research AGREE
AGREE-REX Beta Version

Methodologically familiar? If it ain’t broke........

Similar methods of item generation, item reduction, first pass for
face validity, etc.

Future:

o reliability

° construct validity
° training

° etc.



Research AGREE
AGREE-HS

Critical Interpret Synthesis
Created to HSG model

Model provides items

Ako-Array et al. 2016a 2016b Implementation Science
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Research AGREE
AGREE-HS

WHO regional representatives

Support for concepts
> conceptually part of HSG
o important for development, reporting and evaluation

Support for items
o labels
o definitions
° readability



Research AGREE
AGREE What Next?

AGREE Update
AGREE Reporting Checklist




Research AGREE
What | Learned

© Good methods
o rigor balanced with pragmatism (research and deliverable)
> broad and inclusive participation
> being international in scope

© BRAND
BUT

® Complacency?




Research Uncertainty
Background & Objectives

Problem
> health care decisions made in an environment of uncertainty

o little research in the area

Objectives
o definitions, types and sources

> impact on policy-context decisions
> tool to help navigate, mitigate or “work through” uncertainty



Research Uncertainty
Methods

Team
° co-Pl model
° interdisciplinary Canadian team
> NO non-research 100% policy types

Methods
° integrated review
o focus groups and key informant interviews
> development and testing of beta tool




Structural uncertainty: decisions
are not made in isolation but
within a system with finite
resources, where implementing
one decision may have an effect

on other parts of the system

Scientific uncertainty: related to all parts of
the scientific method, including the evidence
base, methodologies, models and statistics,
clinical considerations, and generalizability.

Uncertainty due to Variability: a subjective level of
uncertainty, this arises when stakeholders may have
different views on appropriate courses of action,
acceptability of decisions, or motives/agendas.




Definition

Ig nNore, omit Policy-makers or analysts may simply pretend the uncertainty is not there, and proceed to make their decisions without accounting for it
Politicization Politicians or other invested parties may use uncertainty to lend support to a certain agenda

Minimizing Risk Policy-makers may choose the option that minimizes adverse effects; this may not be equal to the option that maximizes benefits
Limited Access Decision Limited coverage may be given for a particular sub-group, where uncertainty is lowest, where there is least to lose, or for research
Preferences Policy-makers may chose their preferred option, when the evidence is unclear

Sub-optimal Decisions If uglcertainty has not been properly managed, the chosen option may not be the most efficient use of resources, or does not effectively solve the
problem




Research Uncertainty
Lets make a tool

From previous work
o create a draft tool

> UANT — Uncertainty Assessment and Navigation Tool

The Uncertainty Assessment and Navigation Tool is a resource
aimed at assisting health care decision-makers and health policy

decision-makers to consider and work with decisional uncertainty
in a systematic and transparent manner.



Research Uncertainty
Lets make a tool

Testing |
> hypothetical policy scenarios
> overview video + on-line platform
> apply U-ANT




Research Uncertainty
Lets make a tool

Results 1

Interesting idea but.....
° it look a long time, over an hour

> don't love the table format, a bit overwhelming, didn't like y/n at each
side, then likert in the middle, too confusing

> not sure how scenarios apply to framework
° | did not find the tool itself that helpful
°..clunky...

° | did not get it




Research Uncertainty
Lets make a tool




Research Uncertainty
Let make a tool - again

Tool — simplified model ......
> shorter, longer, shorter, longer
> 2 domains
o evaluation — check list — to suggestion list

Tested tool
> feedback — stopped and revised (again and again and again)
> scenarios and usability testing — X 3+
o directly to policy context — pan Canadian Oncology Drug Review

Nobody liked it (enough)




Research Uncertainty
Lets make a tool - again
What Went Wrong?

sometimes project does not work

assumed too much understanding; did not consider alternative methods
wrong configuration of team or knowledge users
divide between academic world and real world

The Uncertainty Assessment and Navigation Tool is a resource aimed at
assisting health care decision-makers and health policy decision-makers to
consider and work with decisional uncertainty in a systematic and
transparent manner.



Research Uncertainty
Lets make a tool - again

Current Status

need to know when to “call it”

how to salvage effort with academic deliverables




Research Uncertainty
What Next?

Integrated review results (what and impact) v

Qualitative work led from other site v/

U-ANT? — Write about a project that failed?
o clinical trials

o KT project gone squirrelly




Lesson 1:
Good Governance Does Help

Principles

o structures

> membership, roles and responsibilities
> reward structures

> mutually satisfying relationships




Lesson 2;
Brand




Lesson 3a:
Know What You Know & What You Don’t

Do you know what you are doing?

There are known Rnowns. These are things we
know that we know. There are kRnown unknowns.
That is to say, there are things that we know we

don't know. But there are also unknown
unknowns. There are things we don't know we
don't know.

(Donald Rumsfeld)

izquotes.com




Lesson 3b:
Know What You Know & What You Don’t

Optimize, respect and listen to the “professional and intellectual
capital” around you

°faculty
o staff team Results 1
o StUdentS Interesting idea but.....

° it look a long time, over an hour

o pa rtn e rS’ CcO | | a bo rato rs > don't love the table format, a bit overwhelming, didn't like y/n at each

side, then likert in the middle, too confusing
° not sure how scenarios apply to framework
¢ | did not find the tool itself that helpful
o..clunky...
¢ | did not get it
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