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The value of PROMs and
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Table 2 Patient perspective: does your doctor know what matters most to you?

Does your doctor know what matters most? No (%)
Yes B86 (48.1)
No ? 861 (46.7)
No, but someone else from the health care professional team knows * 96 (5.2)




Patient-Reported Outcome Patient-Reported Experience

Measurements (PROMS) Measurements (PREMS)
Definition
«  Measure patients’ perception of their e Measure patients’ perception of their
disease and treatment as it relates to experience of the health care they
their health status and health-related receive
quality of life
Examples of Domains Measured
o Symptoms, pain/discomfort e Communication
* Physical, mental/emotional, social health  Involvement in decision-making
status « Patient education

« General quality of life

Source of Data

The patient is the only source of data:  Based on self-assessment

Outcomes and experiences only known to the patient

Use of validated questionnaires/tools selected to meet the goals of measurement
No interference or interpretation from health care provider




Patient-reported outcomes: Sl il R

When the patient is the only source of data

Functional status
(physical, psychological,
social domains)

Any report of the status of a patient’s health
condition, health behaviour, or experience with B
healthcare that comes directly from the

patient, without interpretation of the patient’s Overall quality of lfe

(incl. general well-being,

response by a clinician or anyone else satisfaction with life)

Healch behaviours
(incl. adherence, self-care,
self-management)

Experiences with care (PREMs)
(incl. treatment satisfaction,
quality of care)

(9]

Moons et al., Eur Heart J 2023




Understanding PROMSs: Validated measures

1.

Provide a comprehensive picture of the impact of disease
and treatment from the patient’s perspective
Focus on symptoms and psycho-social concerns that are

relevant to the patient
Capture key indicators of a patient’s experience
1. Physical symptoms
2. Mental health
3. Emotional wellness
4




Understanding PROMSs: Informing

clinical care

1. Offer real time information

2. Helps prioritize health concerns that matter
most to the patient

3. Track response over time

4. Help HCPs deliver care that is responsive to

patient needs

| Mental health
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Understanding PROMs: Making the best of the /\/\
consultation




Why use PROMs?

Early identification and
treatment of patient needs

Improve ability to detect worsening
symptoms

Provide information that may have
otherwise been missed

Better coordination and
multidisciplinary teamwork

Reduce drop-out

Lambert, 2010; Miller, 2016; Coulter 2010;
Greenhalgh 2019; Moons et al., 2024
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Why use PROMs?

1. More detailed understanding of a patient’'s symptoms and emotional state: Using aBc

validated measures with demonstrated sensitivity to change to guide the development

of a personalized care plan

2. Standardize the symptom assessment process to enable clinicians to focus their time
on symptom intervention — or at health system level to facilitate evaluation and
planning, and drive system-wide improvement

3. Support health policy planning and research

10




Selection of validated instrument(s): Key principle S

1.

PROMs and PREMs must be reliable, valid, precise and responsive tools that
accurately capture the domains of interest in the patient population

Reliability

Does the instrument
provide a repeatable

and consistent
measurement?
Test-retest
reliability?

Validity

Does the instrument
measure what it is
meant to?
Content validity?
Face validity?
Criterion validity?
Construct validity?

Precision Responsiveness

Does the instrument Is the instrument
discriminate between: responsive to
Patient groups? change when

Health states? change is present?
Treatments?

Thompson et al., 2016; Kornowski et al., 2023;
Creber et al., 2021




Selection of validated instrument(s): Key principle S

2. PROMs and PREMs must be acceptable to patients

UBC

€

Time burden?

S

Cultural
appropriateness?

Kane et al., 2017; Davis et al., 2022

Patient literacy?
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Selection of validated instrument(s): Key principle S

3. PROMs and PREMs must be integrated in health systems

UBC
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Kane et al., 2017; Davis et al., 2022 13




Capturing the domains of self-reported health in ca rdiac care

Specific to disease group

Sensitive to detect Suitable for the general

clinically significant Measurement population

changes of cardiac- Not sensitive to detect
Content relevant to target specific health disease-specific issues
group status Can compare across

Cannot compare with
general population

groups

14




Measurement tools: Generic health — EQ5D

MOBILITY

| have no problems in walking about

I have slight problems in walking about

| have moderate problems in walking about
| have severe problems in walking about

| am unable to walk about

SELF-CARE

I have no problems washing or dressing myself

I have slight problems washing or dressing myself

| have moderate problems washing or dressing myself
| have severe problems washing or dressing myself

| am unable to wash or dress myself

USUAL ACTIVITIES (e.g. work, study, housework, family or
leisure activities)

I have no problems doing my usual activities

I have slight problems doing my usual activities

| have moderate problems doing my usual activities

| have severe problems doing my usual activities

| am unable to do my usual activities

PAIN / DISCOMFORT

| have no pain or discomfort

| have slight pain or discomfort

| have moderate pain or discomfort
| have severe pain or discomfort

| have extreme pain or discomfort

ANXIETY / DEPRESSION

I am not anxious or depressed

| am slightly anxious or depressed

| am moderately anxious or depressed
I am severely anxious or depressed

" d
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The worst health
you can imagine

Development:

* Index-based score

» 30+ years use and development
* Used extensively in health technology development and cost
effectiveness studies

Versions:

* 5items

e Available in >200 languages

Scales, sub-scales and scoring:

* Responses are converted into a single index score (utilities —

preference-weighted health status assessments): 1= Best possible health

to 0= worst health/death?®

» Domains: Mobility, self-care, usual activities, pain/discomfort,
anxiety/depression

* Visual analog scale (VAS): 0= worst imaginable health state to 100

(best imaginable health state)

* Available with 3 or 5 levels of responses 15




Measurement tools: Generic health — SISF-36

Development:
* Rand Corporation: Medical Outcomes Study Short Form

Versions:
» 36, 20 and 12-itent versions
» Validated in patients with cardiovascular disease

Scales, sub-scales and scoring:

» Domains: Physical functioning, role physical, bodily pain, general
health, vitality, social functioning, role emotional, mental health

» Physical and mental component summary sub-scales with comparison
to societal norms

YOUR HEALTH AND WELL-BEING

This survey asks for your views about your health. This information will help keep track of
how you feel and how well you are able to do your usual activities.

For each of the following questions, please mark an E in the one box that best describes
your answer.

1. In general, would you say your health is:

|Ex:e]lenl Very good Good Fair Poor |

v v v v v
O O O ml ]

3. During the past 4 weeks, how much of the time have you had any of the
following problems with your work or other regular daily activitiesasa

result of your physical health?

Allofthe Mostof Someof Alittleof Noneof
time thetime thetime thetime thetime

_ vV v.v vy
Accomplished less Ul’rm )'l’lfmu m| O o O o

2. The following questions are about activities y
day. Does your health now limit you in these a

Yes, limited Y
alot

v would like...............
Were limited in the kind 0 a m] O [m]
Moderate activities, such as moving a work or other activitie:
table, pushing a vacuum cleaner, D
bowling, or playing golf........cccuucuiiinns
Climbing several flights of stairs............ D

4. During the past 4 weeks, how much of the time have you had any of the
following problems with your work or other regular daily activitiesasa
result of your emotional problems (such as feeling depressed or anxious)?

Allofthe Mostof Someof Alittleof Noneof

time thetime thetime thetime thetime

vV Y VvV Vvy
. @ H ®H H OH

would like........ s
a = a O o

Were limited in the kin
work or other activitie:

5. During the past 4 weeks, how much did pain interfere with your normal
work (including both work outside the home and housework)?

[ Notatall Alittlebit Moderately Quiteabit Extremely |

v v v v v
] O O ] O




Measurement tools: Kansas City
Cardiomyopathy Questionnaire (KCCQ)

Measurement
of cardiac-

specific health
status

Development:
» Developed for patients with heart failure

Versions:
* Original: 23 items; Short version: 12 items
* Available in multiple validated translations

Scales, sub-scales and scoring:
* Overall score (KCCQ-0OS): 0-100, higher scores indicate less symptom
burden and better QOL
* Sub-scales:
» 23-item: Physical function, social function, symptoms, self-
efficacy and knowledge, QOL
* 12-item: Physical limitation, symptom frequency, QOL, social
limitations

KccQ-12v

The following questions refer 1o your heart failureivalve disease and how it may affect yous life. Please read and
complele the following questions. There are no right or wrong answers. Please mark the answer that best applies 10 you.

1. Heart failure/valve disease affects different peopie in different ways. Some feel shortness of breath while others feel
fatgue. Please indicate how much you are limiled by heart failurelvalve disease (shorlness of brealh or faligue) in
your ability to do the following activities over the past 2 weeks

Limited for
other reasons
Extremely Quite abit Moderately  Slightly  Notatall o did notdo
___limited limted ____limited limited liy

Activity ited the activily
a. Showering/bathing o] (o] o] (o] o o
b. Walking 1 block on
level ground ° o L 0 o o
c. Hurrying or jogging
(s if to catch a bus) © o o o o o

2. Over the pasl 2 weeks how many imes did you have swelling in your feet, ankles of legs when you woke up in the
morning?
3 or more mes.
per week but Less than Never over the
Every moming not every day 1-2 limes per week once 8 week past 2 weeks

(o] (o] o] 0 o}

w

Over the past 2 weeks. on average, how many times has fatigue limited your ability to do what you wanted?

3 or more times

Al of Several imes Al least per week but 1-2 times. Less than Never over the
the time per day once a day not every day per week once aweek  pasl 2 weeks
o] o o o] 0 o o

4. Over the past 2 weeks, on average, how many imes has shortness of breath limited your ability to do what you
wanted?
3 or more times
Al of Severaltmes  Alleast perweekbul  1-2times Lessthan  Nevor aver the
the time per day onceaday noleveryday  perwoek  onceaweek  past2 weeks
(o] (o] o o} o] (o] [e]

@

Over the past 2 weeks. on average, how many imes have you been forced o sleep sitting up in a chair or with at
least 3 pillows 1o prop you up because of shortness of breath?

3 or more tmes.

per week but 1-2 times Less than Never over the
Every night not every day per week once a week past 2 weeks
o] o] o] o] o]

Rev. 2012-04-19
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KCCQ: Psychometric properties

Correlates with clinical assessment

c
w
0
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KCCQ: Psychometric properties

Clinically important differences

JACC STATE-OF-THE-ART REVIEW

Interpreting the Kansas City @
Cardiomyopathy Questionnaire in Q Joe o
Clinical Trials and Clinical Care B
JACC State-of-the-Art Review

John A. Spertus, MD, MPH,® Philip G. Jones, MS,” Alexander T. Sandhu, MD, MS,” Suzanne V. Amold, MD, MHA®

19




FIOURE 3 The Difference in Examining A verage Group Change s Ver sus Propartions of Patients With Cil nkally impaortant Changes

KCCQ: Psychometric properties *m @..."1‘;.‘?‘ et

HEART REVIEW Outcomes from a Study Mean Treatment Difference
Interpreting the Kansas City m|
Cardiomyopathy Questionnairein © @5 ﬁ ﬁ ﬁ’ﬁ? q} @
Clinical Trials and Clinical Care R ” ’ ’ ’ ’ @ ’ -
JACC State-of-the-Art Review @ ’ ip ﬁﬂ@ .’ ”’
John A. Spertus, MD, MPH," Philip G. Jones, MS,* Alexander T. Sandhu, MD, MS,"” Suzanne V. Amold, MD, MHA*®
— | AR AR
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The figure highlights that the population average (A) does not mpaesent any individual patient in e tral. By describing the propartion of patients with
differert magnitudes of dinical change (B), the dimical significance of the population average chunge & revedled.




Integrating PROMSs In research
and registry -based evaluation




Reducing the risk of “disconnect” in health care

\iy Patient-Reported Outcomes
\\
Will they live longer? . :"’\/ Will | feel better?
How long will the valve last?

When will | be able to return to work?

N
\
What is their risk for in-hospital complications? 71\ How likely am to experience depression after my
. . . valve procedure?
How likely are they to experience delirium? How soon will | be able to look after my spouse?
What is their risk for a new pacemaker? How long will it take for me to feel well?
Are they at risk for readmission? Will I have pain?

22




THE UNIVERSITY OF BRITISH COLUMBIA




THE UNIVERSITY OF BRITISH COLUMBIA
. . P
American Heart
lrcu a 10 I l Associalions
Learn and Live.

JOURNAL OF THE AMERICAN HEART ABSOCIATION

Percutameons Aortic Valve Implantation Retrograde From the Femoral Al

Circulation 1006 113:842-85{: onginally published online Febmary &, 2006
10 1161/ CIRCULATIONAHA 105 582882
l:u.—_hnou:l.pn'bL:hbdh the Amarican H i T s, TX

Copyright © 2006 Amezican Hoast Association. -'|].I rights ressnved. Print [SEN: 0008-7322. Oaline
IEE: 1524539

American Heart
Associations

Circulation 6

JOURMAL OF THE AMERICAN HEART ASSOCIATION

Transapical Transcatheter Aortic Valve Implantation in Humans : Initial
al Experience

Sammel V. Lichtenstein, Anson Cheang, Tian Ye, Christopher B Thompson, Fonald
Carere, Sanjesvan Pasupai and John G Webhb

Circulation 2006, 114:501-504: originally published onh:l.e ]'ul\ 31, 2004
doi: 10.116L/CIRCTLATIONAHA 106 63282
Cizculation is published by the American Huas ociation. TIT2 G'.'m'.\Lra Avemme, Dalla, TX
mesarved Prioe ISEN: 0009-7322. Onling

Copyright © 2004 American Heart Association.
e I55N: ]5‘45935
- AT
—_)
. :‘%e
" . ,
,fg‘; t‘é-i
15 o o7 Y
x“ V4 4
R 3 o Centre for
byttt WJ o \ Heart Valve Innovation
Edwards SAPIEN THV Open Closed St.F ospital, \




" #$ %
%&& "(%) *
L&

13. .
53
& &

&

$&

&()







THE UNIVERSITY OF BRITISH COLUMBIA

()*0 :

% 3 \
“ 4
7" 83

6 /' # & H# H# 9 '
# $ $ $

Vancouver Transcatheter Aortic Valve Replacement
Clinical Pathway

Minimalist Approach, Standardized Care, and Discharge
Criteria to Reduce Length of Stay

Sandra B. Lauck, PhD: David A. Wood, MD; Jennifer Baumbusch, PhD; Jae-Yung Kwon, MSN;
Dion Stub, MBBS, PhD: Leslie Achtem, BSN; Philipp Blanke, MD: Robert H. Boone, MD;
Anson Cheung, MD; Danny Dvir, MD; Jennifer A. Gibson, MSN; Bobby Lee, MD;
Jonathan Leipsic, MD; Robert Moss, MD; Gidon Perlman, MD; Jopie Polderman, BSN;
Krishnan Ramanathan, MD; Jian Ye, MD; John G. Webb, MD
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32019 PUBLISMED BY ELSEVIER ON BEMALF OF THE
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. R \ Centre for
Multimodality A
Multidisciplinary
but

Minimalist

Using existing technology, up to date knowledge (objective
anatomical and functional screening, procedural expertise) and a
standardized clinical pathway to facilitate NEXT DAY DISCHARGE
HOME and optimal outcomes

To provide a rigorous assessment of the efficacy, feasibility
and safety of the Vancouver Clinical Pathway in patients
undergoing elective TF TAVR with a balloon expandable
transcatheter heart valve

The Vancouver 3M (Multidisciplinary, ﬂ
Multimodality, But Minimalist) Clinical
Pathway Facilitates Safe Next-Day

Discharge Home at Low-, Medium-, and
High-Volume Transfemoral Transcatheter
Aortic Valve Replacement Centers

The 3M TAVR Study

3M TAVR Study Design

To evaluate the efficacy, feasibility and safety of next day discharge home in patients undergoing
balloon expandable transfemoral TAVR utilizing the Vancouver 3M Clinical Pathway

Patients with severe symptomatic AS undergoing
elective transfemoral TAVR

Considered at increased surgical risk by the Heart Team

¥
Vancouver 3M Clinical Pathway
(n = 400) '
Meets all general, anatomical, functional, and
peri-procedural exclusion criteria

Primary Outcomes: (modified Rankin Scale of 2 or
more) at 30 days AND the

Secondary Outcomes: each component of the primary endpoint; death or non-fatal stroke at 1 year; 30 day
major vascular complications/life-threatening bleed/hospital readmission/repeat procedure for valve
related dysfunction/stage 3 acute kidney injuries (AKIN classification); periprocedural MI,
conversion to GA/intubation; KCCQ and SF-12 at 2 weeks, 30 days, and 1 year




Primary Endpoint

30-Day
Mortality or Stroke

2.9%

Lo el

Overall High Medium Low
(N=411) (N=183) (N=80) (N=148)

Hospital Volume

% tct2017

Next Day Discharge

p=0.05

Overall High Medium Low
(N=411) (N=183) (N=80) (N=148)

Hospital Volume
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The BC THV Program: Early days of health policy
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The BC THV Program: Early days of health policy
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The BC THV Program: Early days of health policy
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Building the BC THV Registry:

Clinician vs. patient-reported outcomes the management of aortic

stenosis

Living with Aortic Stenosis

Mortality on wait list
Timing of treatment
Hospitalization rate

Choosing the Right Treatment

SAVR TAVI

30-day, 1-year and long term
mortality

30-day and 1-year
readmission

Length of stay

New pacemaker

Clinician-Reported Outcomes Patient-Reported Outcomes

Symptoms

Activities of daily living
Mobility

Social and mental/emotional
health

Change in symptoms, ADLSs,
mobility, social, and mental/
emotional health

Rate of recovery

Pain




PROMSs and health policy: Canada
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PROMSs and health policy: BC
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PROMs and BC health policy (2016)
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Accelerating knowledge
translation:

Implementation of PROMs and
PREMS In cardiac care
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Moving the strategic plan forward

Phase 1:
1. Determine optimal implementation blueprint to overcome barriers for collection and

use of PROMs and PREMs.
2. Evaluate PROM/PREM blueprint implementation and ability to extract data for use

including linkage with administrative data.

43







