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Patient experience data includes data that provide information about patients’ 
experiences with a disease or condition. Patient experience data can be interpreted as 
information that captures patients’ experiences, perspectives, needs, and priorities 
related to (but not limited to): 

1. the symptoms of their condition and its natural history; 
2. the impact of the conditions on their functioning and quality of life; 
3. their experience with treatments; 
4. input on which outcomes are important to them;
5. patient preferences for outcomes and treatments; and 
6. the relative importance of any issue as defined by patients.

Patient experience data is defined in Title III, section 3001 of the 21st Century Cures Act, as amended by section 605 of the FDA Reauthorization Act of 2017 
(FDARA)



Patient 
Experience Data

=
Patient centred 

outcomes



https://www.fda.gov/media/112163/download

• Clinical benefit: A positive clinically meaningful effect of an intervention, 
i.e., a positive effect on how an individual feels, functions, or survives 

How long a patient lives 
How a patient feels or functions in daily life (includes both improvement as well as prevention/slowing decline) 

• Clinical outcome: An outcome that describes or reflects how an individual 
feels, functions or survives 

Assessed using clinical outcome assessments (COAs) 

• Careful assessment of patients’ views on benefits and risks are an 
important part of regulatory decision-making 

Patients’ perspectives on benefits and risks 



https://nationalhealthcouncil.org/wp-content/uploads/2022/10/PEMT-Map-My-Experience-visual-1_.pdf

The patient’s journey should be defined from the patient perspective 
(where possible) informed by input from patient partners and clinicians 
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https://www.escardio.org/The-ESC/What-we-do/strategic-plan



https://www.eu-patient.eu/globalassets/20240223-epf-op-ed-on-ped2.pdf



https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/ema-regulatory-science-2025-strategic-reflection_en.pdf



https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/ema-regulatory-science-2025-strategic-reflection_en.pdf



Anyone can collect patient experience data:
• Patients
• Family members and caregivers – Patient advocacy organizations
• Disease research foundations
• Clinicians
• Researchers
• Medicinal product manufacturers 
• etc.

https://www.fda.gov/media/112163/download

Collecting Patient Experience Data



Moons P, et al. Eur Heart J 2023 Sep 21;44(36):3405-3422.

Patient-reported outcomes (PROs) are typically 
defined as ‘any report of the status of a patient’s 
health condition that comes directly from the 
patient, without interpretation of the patient’s 
response by a clinician or anyone else’



Collecting Patient Experience Data

Basic research Pre-clinical Clinical atrials Regulatory 
approval

Post-approval 
research and 

monitoring 

Qualitative methods
Direct communication to get the patient’s perspective (interviews)

Quantitative methods
Survey/questionnaire to provide numerical result on the patient’s perspective 

(PROMs/PREMs)



https://ec.europa.eu/eurostat/statistics-explained/index.php?title=File:Share_of_main_causes_of_death,_EU,_2021_(%25)_Health2024.png



Age-standardized mortality rate 
from cardiovascular disease per 
100.000 people in females and 
males in ESC member countries 
(1990–2021) 

Timmis A, et al. Eur Heart J 2024 Oct 7;45(38):4019-4062



The results can effectively help industry, policy-makers, 
healthcare managers, clinicians and patients to address:

• Clinical management of the disease
• Cost containment measures
• Programming healthcare services across 

centres/regions
• Developing new interventions to reduce disease 

progression

ECONOMIC PERSPECTIVE€
A record of the death and loss of health due to CV diseases

The number of people in a population 
who are unwell or disabled, and the 
severity of their illness or disability

Morbidity

The number of people in a population who 
die as a result of a specific disease or 
disability

Mortality

This measures for 
Healthy Adjusted Life Years
DALYs – Disability Adjusted Life 
Years
QALYs – Quality Adjusted Life Years

EPIDEMIOLOGICAL/PUBLIC 
HEALTH

• Identifying the various cost components and who bears 
them

• Measuring the incidence of different cost components
over the total burden (healthcare costs, non healthcare 
costs, productivity losses)

• Explaining the costs variability across patients

It estimates the economic burden of a specific disease 
from the societal perspective.

Burden of Cardiovascular Disease



Types of quantitative PROs



Patient-reported outcomes

Pros

• Independent from physician
• Patient-centred
• Perceived benefit
• What matters
• Open-label they contribute to patient-care 

decision-making

Cons

• Subjective (ranzomized double-blind studies)
• Can be driven by one sign/symptom
• Not very sensitive to change
• Not always disease specific
• QoL not interchangeable
• High variability



PRO measurements need to be validated:
• Face validity 
• Reliability (is the scale reliable ?)
• Content Validity 
• Sensitive to change 
• Can we determine which xx points change would be of clinical relevance 
• Sensitive to detect a treatment effect 

https://www.cosmin.nl/tools/guideline-conducting-systematic-review-outcome-measures/?portfolioCats=19

Desirable measurement properties for PROMs





Chew DS, et al. Ann Intern Med. 2022;175:1431-1439.

Desirable measurement properties for PROMs



• Six bibliographic databases searched from 

inception until 2 February 2024

• Full-text publications in all languages

• ≥1 measurement property of PROMs in AF 

patients

• Aged ≥18 years

• PROSPERO ID: CRD42024523340

• Measurement properties appraised using 

Consensus based Standards for the 

selection of health Measurement Instruments

(COSMIN) recommendations 



HRQoL

AFEQT*
AFImpact*
AFQLQ*
AF-QoL*
ASTA**
AQoL
Dartmouth COOP chart
CAST-QoL**
C-CAP**
DUKE
EQ-5D
EQ-5D-3L
EQ-5D-5L
HSQ
IIRS
MHIQ
NHP
PPAQ^

PROMIS global health
PROMIS-29
QLAF*
QLAFv2*
QDIS-MCC⸋

Q-LES-Q
QLI
QLI-CV#

SF-12
SF-12v2
SF-36
SF-36v2
SF-6
SF-8
SIP
SRH
VR-36
WHO-5
WHOQoL-BREF

Physical 
function

ADL
BADL
DASI
IADL
KPS
OARS
PROMIS-Bank Physical 
Function
Rosow-Breslau 
Functional Health Scale
WHODAS 2.0

Emotional 
function

ASI
BDI
BDI-II
BDI-SF
CES-D
CAQ#

GAD-7
GDS
HADS
HAM-A
HAM-D
MDI
MOCS-A
PGWB
PHQ-8
PHQ-9
POMS
PSS-10
SAS
SCL-90
SCL-92
SDS
STAI
WI
Whooley depression
screener

Cognitive 
function

MMSE
MoCA
PROMIS cognitive 
function
SPMSQ
T-MoCA
TICS-m

Symptom 
severity

AF6*
AFS/B*
AFSS*
AFSymp*
LARQ*
MAFSI*
SCL**

Exercise 
tolerance

GPAQ
Specific activity scale
IPAQ
IPAQ-SF
LTPA
Phone-FITT
SGPALS
YPAS

Ability to work

SPS
WPAI

Languages identified: Argentinian Spanish, Brazilian Portuguese, Chinese, Cantonese, Danish, Dutch, English, French, German, Greek, Indonesian, Japanese, Italian, Korean, 
Mandarin, Malay, Norwegian, Persian, Polish, Portuguese, Spanish, Swedish and Turkish

PROMs identified



Modified grading of 
recommendations, 

assessment development and 
evaluation (GRADE) ratings



Chew DS, et al. Ann Intern Med. 2022;175:1431-1439.



Chew DS, et al. Ann Intern Med. 2022;175:1431-1439.



Chew DS, et al. Ann Intern Med. 2022;175:1431-1439.



Chew DS, et al. Ann Intern Med. 2022;175:1431-1439.

FDA MDDT
AF-6

AFEQT
AF-QoL

OHQ
MacNew

CHFQ
KCCQ

MLHFQ



Moons P, et al. Eur Heart J 2023 Sep 21;44(36):3405-3422.

Uses of patient experience data





https://www.core-md.eu/public-deliverables/



What is the regulatory utility of patient-reported outcomes?

Objectives:

• To analyse the use of Patient-
Reported Outcome Measures 
(PROMs) in trials, studies, of high-risk 
cardiovascular, orthopaedic, and 
diabetic medical devices.

• To provide the perspective of patients 
on their high-risk medical devices.

https://www.core-md.eu/results/



https://www.core-md.eu/public-deliverables/



https://www.core-md.eu/public-deliverables/



Many PROMS being used: orthopedic device trials

https://www.core-md.eu/results/



PROMS in cardiovascular devices

https://www.core-md.eu/results/

*MDDT qualified



https://www.core-md.eu/public-deliverables/



Other aspects of the utility

https://www.core-md.eu/results/

• different ways to identify important change 
• follow-up schedules



Qualitative assessment

https://www.core-md.eu/public-deliverables/



Qualitative assessment

https://www.core-md.eu/public-deliverables/

Results on the use of PROMs

• Limited familiarity with PROMs

• Co-creation and feedback pathways

• Frequency of PROM use
Approximately every 3-6 months or 2-4 times a year. This frequency would 
adequately capture changing opinions, emotions, and outcomes over time

• Detail and format of PROM questionnaires: 
Max imum10-15 mins, preferrably online



• PROM instruments contribute to understanding of the real-world effects, 
satisfaction and acceptance (eg KCCQ, FPAS). 

• PROMs are also used to identify adverse events and events that occur 
outside of the normal clinical visit times (eg MLHFQ). 

• PROMs as intermediate endpoints. 

• PROMs may also have utility for:
• selection of clinical study subjects or to stratify patient population by predicted risk;
• study population enrichment;
• defining adverse events developing post-market surveillance methodologies 

How are PROMs used in device evaluation  and regulatory 
decision-making? 

https://www.core-md.eu/results/



Mercieca-Bebber , R, et al. Patient Relat Outcome Meas 2018 Nov 1:9:353-367.

Challenges to incorporating PROs in trials 

BURDENSOME



• Budget and time challenges related to generating sufficient evidence for 
a PRO, process barriers, such as protocol implementation and site training. 

• Lack of psychometric evidence - requiring further studies making it more 
time-consuming and costly to include PROs in trials. 

• Lack of clarity about evidence requirements: Stakeholders are uncertain 
about:

• what and how much evidence is necessary
• the priorities for PROM evidence generation

• Availability of PRO interpretation guidelines of the results. 

Challenges to incorporating PROs in trials 

https://www.core-md.eu/results/



Moons P, et al. Eur Heart J 2023 Sep 21;44(36):3405-3422.



https://patientfocusedmedicine.org/patient-experience-data/



Moons P, et al. Eur Heart J 2023 Sep 21;44(36):3405-3422.



https://health-outcomes-observatory.eu/wp-content/uploads/2023/10/The-Health-Outcomes-Observatory-The-Power-of-Patient-Reported-Outcomes.pdf

The challenges facing healthcare systems 



https://health-outcomes-observatory.eu/wp-content/uploads/2023/10/The-Health-Outcomes-Observatory-The-Power-of-Patient-Reported-Outcomes.pdf

Standardised 
PROs 



https://health-outcomes-observatory.eu/wp-content/uploads/2023/10/The-Health-Outcomes-Observatory-The-Power-of-Patient-Reported-Outcomes.pdf

Standardised 
PROs 



https://health-outcomes-observatory.eu/wp-content/uploads/2023/10/The-Health-Outcomes-Observatory-The-Power-of-Patient-Reported-Outcomes.pdf

Standardised 
PROs 







Heart valve diseaseHeart failure Coronary artery disease Atrial fibrillation



Arbelo E et al. EP Europace 2020. DOI: 10.1093/europace/euaa253.



Summary 

• Patient engagement is critical throughout the care process (and in 
medical product development). 

• Patient experience data (PED) can provide useful information to 
patients, prescribers, regulators and other stakeholders.

• Despite growing recognition on the value of PED/PROs for the 
development of therapies, implementation remains challenging. 

• Methodological robustness (double-blind, RCT), standardised 
measures and consistency of outcome reporting are paramount. 

• Regulatory requirements for PED remain to be defined.

• Need greater participation of patients in the selection, analysis and 
interpretation of PED.
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