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Objectives
1. To provide a taxonomy of HRQL and patientreported outcome measures (PROMs).
2. To discuss challenges in incorporating PROMs
in the care of patients.
3. Explore evidence of clinical benefit of
incorporating PROMs in clinical care.

Health & Health Status
Health:
“A state of complete physical, mental, and social well-being,
and not just merely the absence of disease or infirmity”
- WHO, 1948

“… the state of optimum capacity for the effective performance of
- Talcott Parsons (sociologist)
valued tasks ...”
“… physical and mental variables ‘end at the skin’… social
functioning extends the concept ...”
- John Ware (social psychologist)

Health Status / HRQL

Ferrans et al., 2005
Wilson & Cleary 1995

What is a PROM?
• A Patient Reported Outcome Measure
(PROM) is a questionnaire that asks
patients to self report about aspects of
their own health.
• PROMs focus on health status and healthrelated quality of life.

HRQL Measures – a taxonomy
 Generic versus Specific
 Generic: Applicable to any or all populations
 Specific: condition, population, symptom

Specific measures:
Thought to be more sensitive to changes;
 May be more intuitive/interpretable for patients and
clinicians;
 Can’t be compared to other conditions/interventions;
 Not easily incorporated into economic evaluations


HRQL Measures – a taxonomy
 Profile vs Index
 Profile: a range (profile) of scores (e.g., SF36/SF12)
 Index: a single overall score (e.g., EQ-5D)
 Specific measures tend to be profile measures;
 Profile measures provide more scores/detail;
 Profiles can be difficult to reconcile if outcomes are

better/worse on some dimensions than others;
 Index scores provide a single, overall outcome score.

2. EQ-5D Index Score (5L version)
Levels of perceived problems
are coded as follows

Mobility

I have no problems in walking
I have slight problems in walking
I have moderate problems in walking
I have severe problems in walking
I am unable to walk

☐
✓
☐
☐
☐
☐

1☐
✓
2☐
3☐
4☐
5☐

Scoring (Canadian Algorithm)
Health state 21124

Level = 2

EQ-5D-5L index
score =
1.1351
-0.0389*MO
-0.0458*SC
-0.0195*UA
-0.0444*PD
-0.0376*AD
-0.0510*(MO45)
-0.0584*(SC45)
-0.1103*(UA45)
-0.1409*(PD45)
-0.1277*(AD45)
+0.0085*Num45sq

✓ 1✓
☐

Self-Care

☐
I have no problems washing or dressing myself
☐
I have slight problems washing or dressing myself
I have moderate problems washing or dressing myself☐
I have severe problems washing or dressing myself ☐
I am unable to wash or dress myself
☐

Usual
Activities

I have no problems doing my usual activities
I have slight problems doing my usual activities
I have moderate problems doing my usual activities
I have severe problems doing my usual activities
I am unable to do my usual activities

✓
☐
☐
☐
☐
☐

1✓
☐
2☐
3☐
4☐
5☐

I have no pain or discomfort
I have slight pain or discomfort
I have moderate pain or discomfort
I have severe pain or discomfort
I have extreme pain or discomfort

☐
✓
☐
☐
☐
☐

1☐
✓
2☐
3☐
4☐
5☐

I am not anxious or depressed
I am slightly anxious or depressed
I am moderately anxious or depressed
I am severely anxious or depressed
I am extremely anxious or depressed

☐
☐
☐
✓
☐
☐

1☐
2☐
Level = 4
3☐
✓
4☐
5 ☐ Health state

Pain/
Discomfort

Anxiety
Depression

2☐
3☐
4☐
5☐

Level = 1

Level = 1

Level = 2

EQ-5D-5L index
score =
1.1351
-0.0389*2
-0.0458*1
-0.0195*1
-0.0444*2
-0.0376*4
-0.0510*0
-0.0584*0
-0.1103*0
-0.1409*0
-0.1277*1
+0.0085*12

= 0.65
21124

Xie F1, Pullenayegum E, Gaebel K, Bansback N, Bryan S, Ohinmaa A, Poissant L, Johnson JA; Canadian EQ-5D-5L Valuation Study Group. A Time Tradeoff-derived Value Set of the EQ-5D-5L for Canada. Med Care. 2016 Jan;54(1):98-105.

Why PROMs?
Rationale:
 Improved health/functioning is goal of
health care system;
 Patient-centered care;
 Key element of Quality;
 Self-care is part of health care.

Pursuing the ‘Triple Aim’
Patient‐reported
outcome measures
(PROMs)

Patient‐reported
experience measures
(PREMs)

Health
Outcomes

Patient
Experience

Cost of
Care

PROMs ‐ what are the rationales?
For patients:
‐ information and choice;
For clinicians:
‐ improved decision making;
For hospitals:
‐ managing clinical quality;
For commissioners:
‐ quality, value and equity;
Appleby, Devlin & Parkin, 2016

PROMs in routine monitoring/clinical care
• UK NHS – >7 years of routine measurement in elective surgery
 ~250,000 patients/year
• UK GP patient survey – annually since 2011
 ~900,000 patients/year
• Canada – CIHI evaluating pilot projects in dialysis & arthroplasty
• US – clear imperative to incorporate into EMR/clinical care
• Australia – in PBAC decision making, pilot studies in clinical care
• this is a new, resource‐intensive technology
– From an HTA perspective, what is the evidence…?
– What is the value…?

PROMS – a theoretical framework

Source: Santana & Feeny, QOLR 2014

Value of PROMs in routine clinical care
• “evidence” of value is largely anecdotal
– (Appleby et al., 2016; Lavellee et al., Health Affairs 2016)

• Limited evidence of improved communication, processes of care;
• No evidence of improved outcomes (PRO or clinical);
• No published cost‐effectiveness analyses of PROMs as an
‘intervention’;
• Is improved patient experience enough?
• Will broader ‘health system evaluations’ be enough?

PROMs in Oncology

Source: Velikova et al., J Clin Oncol 2004;22:714

Source: Velikova et al., Eur J Can 2010;46:2381

‐ 28 controlled trials
‐ In most trials, effect of providing PRO feedback was limited
‐ “some grounds for optimism in the possible impact of
measurement of PRO in clinical practice (specifically in
improving diagnosis and recognition of problems and patient–
physician communication), considerable work is still required
before clinicians can invest resources in the process and rely on
consistent evidence for the benefits for their patients.”

•
•
•
•

Focused on controlled trials with PRO as the outcome;
16 studies; only 6 showed benefit, only 1 of which was stat. sig.;
Quality of trials was poor;
Impact depended on purpose – management of actionable
symptoms or problems in specific patient populations;

• Other factors include enabling technology, appropriate
infrastructure, integration into clinical workflow, enhanced
interpretability of PROMs data & engaging professionals in the
implementation planning.

• 16 studies;
• Barriers and Facilitators in 4 themes:
1. collecting and incorporating the data (practical);
2. valuing the data (attitudinal);
3. making sense of the data (methodological);
4. using info to make changes to patient care (impact);
• Limitations and barriers of PROMs may represent a failing to
engage professionals in the planning stages;
• Not acknowledging the conflict between managerial and
professional objectives

PROMs in Clinical Practice
Some examples

Alberta Bone and Joint Health
Institute (ABJHI)
• Provincial data set collected since 2009 from main centers in YEG &
YYC;
• Baseline, 3 months, 6 months and 1 year data collection
• Close to 24,000 arthroplasty patients, majority with prospective data
• Data includes: patient characteristics, clinical data, procedures,
PROMs (including EQ‐5D‐3L & 5L, WOMAC, PHQ8)
• Data used e.g. to:
– Compare baseline PROMs and clinical status by clinic, region, city
– Compare change in PROMs and clinical status by clinic, region, city
– Provide benchmark for Canadian data in outcomes
– Provide confidential provider specific PROMs summaries from
their own patients

EQ-5D/PROMs use at ABJHI
Source: Dr. Deborah Marshall

To
inform

To
describe

To Predict
WOMAC Score @ 3 Months

Coeffic ent SE

Obese (Y vs N)
‐0.16
Pre‐Surg WOMAC
0.21
Age
0.01
Male vs. Female
1.47
Knee vs. Hip
‐6.97
1 Pre‐Surg Risk Factor vs. 0 ‐0.70
2+ Pre‐Surg Risk Factors
vs.0
‐1.47

0.89
0.02
0.04
0.87
0.89
0.99

P

[95% Conf. Interval]

0.860
<0.001
0.824
0.092
<0.001
0.483

‐1.90
0.17
‐0.08
‐0.24
‐8.70
‐2.65

1.59
0.25
0.10
3.17
‐5.23
1.25

‐3.62

0.69

1.10 0.182

Patient Decision
Aids

Using large scale routine collection of the EQ-5D to enhance patient decision
making: A proof of concept study (Source: Nick Bansback)

EMPATHY Trial
Evaluation of routinely Measured PATtient reported outcomes in
HemodialYsis care (EMPATHY) Trial
“Patient‐reported outcome measures (PROMs) are reports coming
directly from patients about how they function or feel in relation to
a health condition and its therapy, without interpretation of the
patient’s responses by a clinician or anyone else”

The overall aim of this study is to explore the usefulness of
PROMs in clinical practice, particularly, in hemodialysis units in
Canada.
‐ NARP/SARP and ORN

PROMs in Chronic Kidney Disease (CKD)
• To report symptom burden and quality of life alongside clinical
and laboratory measures, it is imperative to measure and report
what is important to patients.
• PROMs could be used to evaluate, monitor, provide care, and
facilitate the introduction of treatments for patients with CKD.
• An Oxford review of PROMs in CKD recommended the use of EQ‐
5D‐5L in this patient population (Gibbons, 2009).
• The modified Edmonton Symptom Assessment Scale‐renal
(mESASr) is a validated and commonly used measure of symptom
burden in CKD patients in Canada.

EMPATHY – mESASr

EMPATHY – EQ-5D-5L

R

EMPATHY - Design
Timeline
(months)

Arm 1:
mESASr
mESASr

mESASr

2
4
6

Treatment Aids

This is a multicentre
pragmatic cluster
randomized
controlled trial that
will involve the
random allocation of
HD units into one of
four arms:

Baseline

Arm 3:
mESASr +
EQ -5D-5L
EQ‐5D‐5L
mESASr
EQ‐5D‐5L
SURVEY
EQ‐5D‐5L
mESASr
EQ‐5D‐5L

Arm 2:
EQ -5D-5L

Arm 4:
Usual Care
Usual care

Usual care

mESASr

EQ‐5D‐5L

mESASr
EQ‐5D‐5L

Usual care

mESASr

EQ‐5D‐5L

mESASr
EQ‐5D‐5L

Usual care

mESASr

SURVEY
EQ‐5D‐5L
mESASr
EQ‐5D‐5L

Usual care

mESASr

EQ‐5D‐5L

mESASr
EQ‐5D‐5L

Usual care

mESASr

EQ‐5D‐5L

mESASr
EQ‐5D‐5L

Usual care

8
10
12

SURVEY

EMPATHY – Treatment Aids
• Practice guidance for managing symptoms/problems
• Linking PROMs measurement with clinical management;
• “Trigger” values on the PROMs for action
• “stepped care” strategies depending on the level of
symptom/problem
• Targeted symptom/problems from PROMs
– E.g., pain, itch, anxiety/depression
• Conservative Kidney Management (CKM) guidelines & patient
handouts– available in English, Vietnamese, Punjabi, and Simplified
Chinese

EMPATHY Intervention

PROMs + Treatment
Guides

Communication

Management

‐ Discussion

‐ test?

‐ Decision

‐ referral?

mESASr Symptoms
0
1‐3

‐ treatment?

4‐10

EQ‐5D dimension
1
2
3‐5

‐ Discussion
‐ Decision

‐ test?
‐ referral?
‐ treatment?

Figure 2 – EMPATHY Intervention – Measurement to Communication to Management

EQ-5D PROMs Report Card
Date

Apr 9/17

Jun 12/17

Aug 10/17

Oct 9/17

50

65

73

80

Mobility
Self‐care
Usual activities
Pain/Discomfort
Anxiety/
Depression
VAS

mESASr PROMs Report Card
Date

4/9/17

6/12/17

8/10/17

10/9/17

‐‐

‐‐

‐‐

‐‐

Pain
Energy
Nausea
Depression
Anxiety
Drowsy
Appetite
Well‐being
Shortness of
Breath
Itch
Sleeping
Restless leg
Other

PROMs to Treatment
•
•

Prioritize moderate to severe problems/symptoms.
Responsible clinician(s) uses expertise, management guides,
patient preference, experience, and history, including past
PROM(s) screens to action management approach.
Document approach/decision (eg. test, prescription, referral
etc.).

•

Address mild problems/symptoms once moderate to severe
problems/symptoms (stop signs) are dealt with.
Approach the same way as moderate to severe
problems/symptoms.

•

•

No action

Treatment Aids
Clinician Guidelines

Treatment Aids
Patient Handouts

EMPATHY flow in dialysis units
Symptom/Problem Treatment
Aids
Every 2
months

Improve patient management, health
outcomes, & quality of life

Induce and enhance
communication

Study Survey– Outcome Measures
Purpose:
This survey can help inform healthcare planning and management to improve the
quality of care being delivered in NARP & SARP.
What it includes:
• Communication Assessment Tool (pt‐reported experience measure)
• Patient Assessment of Chronic Illness Care (pt‐reported experience measure)
• EQ‐5D‐5L (general health‐related quality of life)
• mESAS‐r (symptom burden)
• Screeners for anxiety (GAD‐2), depression (PHQ‐2), literacy (SILS)
• Patient satisfaction
• Demographics

EMPATHY – Secondary Objectives
• To determine the effects of routinely measuring and reporting
the mESASr and/or the EQ‐5D‐5L on health outcomes and
healthcare utilization for patients with CKD undergoing
hemodialysis.
• To determine the cost effectiveness of routinely measuring
and reporting the mESASr and/or the EQ‐5D‐5L for patients
with CKD undergoing hemodialysis.
• To explore the perspectives and experience of patients and
clinicians with routine PROMs measurement and use in
clinical practice.

Value of PROMs in routine clinical care
• Incorporating the “patient’s voice” in assessing outcomes
• “evidence” of value is largely anecdotal
• Limited evidence of improved communication, processes of care;
• No evidence of improved outcomes (PRO or clinical);
• No published cost‐effectiveness analyses of PROMs as an
‘intervention’;
• Is improved patient experience enough?
• Will broader ‘health system evaluations’ be enough?

If you have been…,
Thanks for listening
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