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INTRODUCTION

variety of instruments available, identifying the most suitable PRO to use in a specific context might be complex.
 Thereis no consensus on a standardized method to choose PROs considering the scientific context and the regulatory recommendations.
 This research aimed at developing a patient-centric, structured, replicable and generalizable method for PROs selection and development using patient-

generated data.
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Patient-Reported Outcomes (PROs) are increasingly used to support the development and the evaluation of health products and services. Due to the wide

PATIENT-CENTRIC APPROACH (PATIENT-DRIVEN OUTCOME SELECTION - PDOS) TO OPTIMIZE PRO SELECTION

STEP 3: ASSESSMENT OF PATIENTS’ PERPECTIVES

STEP 1: STATE-OF-THE-ART Direct-to-patient survey to determine the most important domains for them and identify potential

new important domains.
The study can also be focused on caregivers only or on patients and caregivers at the same time.

adapted to the therapeutic area and field of interest

|dentification of PROs most frequently used in medical & clinical research

16. In relation to your disease, to what extent are the

following aspects of your physical functioning and well-

Sources: PubMed & clinicaltrial.gov being of major importance to you?
Please drag the slider to the desired position
v Physical well-being
(symptoms, side not important 0O very important
STEP 2: MEDICAL REGULATORY RECOMMENDATIONS effects..)

Autonomy (dress, wash

0]

very important

not important
yourself, cook...) P

Mobility (physical

|dentification of PRO recommended by Health Authorities, imitations, abilty to | not important

O

working groups and consortiums walk, ..)

very important

Consultation of medical experts boards

12. What additional help would you have liked to receive
during your journey? What are you currently missing?

34. In relation to your disease, which aspects of your daily life

are most important to you?
Please rank the items in their order of importance.

The first expectation you select is your main expectation regarding
your treatment, and so on. You can change the order or remove a

feeling by clicking on it again
1: this is your main expectation, 2: this is your second main
expectation, etc

Q Social life (frequency of outings, social network, ...)
Q Family life (quality of family time, holidays, ...)
Q Leisure (sport, cinema, outings, ...)

Sources: regulatory guidelines & directives of countries of interest, working groups Please detail your answer. 0 Professional life (scheduling, promotions, work interruptions, ...)
recommendations in therapeutic area of interest, medical review Free field - Other
v Sources / Tools: large online surveys (e.g., via Carenity patient community), interviews of patients,

LIST OF OUTCOMES COVERED BY PROs AND
RECOMMENDED BY EXPERTS AND AUTHORITIES

focus groups, involvement of patients’ organizations, etc.

v

LIST OF MOST IMPORTANT OUTCOMES FOR PATIENTS AND/OR CAREGIVERS
INCL. SUB-GROUPS ANALYSIS TO IDENTIFY DIFFERENT EXPECTATIONS ACCORDING TO PATIENT PROFILES

Qu. Which aspects of your daily life are most important to you?

QOu. In relation to your disease, to what extent are the following
aspects of your physical functioning and well-being of major
importance to you?
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being
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m Localised cancer
n=68

Mobility ﬁnivggced cancer

(Scale of 0 to 10, 0 = Not important, 10 = Very important)

Please rank the items in their order of importance.

Respondents who ranked the item Mean rank

Family life
Leisure
Professional life

Social life

Other | 20 s

STEP 4: GAP ANALYSIS between outcomes covered by PROs, authorities and experts’ recommendations and

important for patients
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GUIDELINES TO ADAPT PRO SELECTION

PROs SELECTION NEW PROs DESIGN

TO THE CONTEXT

Figure 1: Presentation of the method PDOS (Patient-Driven Outcome Selection)

PRACTICAL APPLICATIONS OF PDOS IN DIABETES, BREAST CANCER AND LUNG CANCER

PDOS method has been applied in the diabetes (n=249 respondents) and breast cancer (n=146 respondents) areas and respectively showed that patient’s perspectives can
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differ for a treatment than for a digital health solutions (figure 2) and can depend on the profile of the patients (e,g, age). For instance, in the application to breast cancer,
Impact on quality of life was ranked among the 3 most important domains by 62% of patients younger than 60 years but only by 31% of patients older than 60 years old.
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Ranked in TN Bl Ranked in top 3 DIGITAL HEALTH SOLUTIONS fjg’;esf‘t’jg’n
61% User satisfaction / Efficacy perception 37% 14%
36% Patient empowerment in daily diabetes management 37% 14%
31% Quality of Life 33% 14%
33% User experience / Ease of use 37% 15%
30% Patient autonomy in diabetes management 36% 12%
18% Adherence / Trust / Compatibility with lifestyle 27% 8%
16% Health litteracy / Diabetes understanding 23% 8%
19% Copying 23% 7%
29% 21% 8%

10%

*: these patients ranked in top 3 for DHS: efficacy (48%), user experience (38%) and empowerment (35%)

Figure 2: Most important domains for patients with diabetes for the evaluation of treatments and

Evaluation of the method in breast and lung cancer have also shown that domains valued by medical

and

digital health solutions (n= 249 respondents)

HEOR experts and those valued by patients in existing PROs could differ (table 1 and 2).

CONCLUSIONS

 The Increasing importance of Health-Related Quality of Life (HR-QoL) in healthcare decision-

making reinforces the need to choose relevant PRO measures.

* This new patient-centric approach presents the advantage of considering patients’ expectations
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Table 1: Comparison of domains covered by PROs and
valued by patients with breast cancer (n=146 respondents)

DOMAIN

Quality of Life (personal, professional, social, physical and emotional well-being)

Survival vs QoL considerations (efficacy, side effect)

Satisfaction with cancer heathcare pathway

Coping strategy (attitudes and behaviors used to maintain emotional well-being and
to adjust to the stresses caused by cancer)

Current Patients’
PROs perspectives

Satisfaction and confidence in decision-making

Burden of the disease (lack of energy, ability to feel like a woman, pain, weight

losS)

Information provided on treatment efficacy, side effects, administration...

Use of complementary therapies to reduce the side effect and the impact on QoL

- Major Domain Intermediate Domain

Minor Domain

Table 2: Comparison of domains covered by PROs
and valued by patients with lung cancer

Patients &

caregivers

Online questionnaire
(n=150)

PROs Medical &
ITEM (FACT-L, EQ5D-5L, HEOR experts
QLQ-C30, QLQ-LC13, B
ICHOM guidelines) (n=4)
Daily life

Professional life

well-being

Physical functioning and

Emotional well-being

Medical care

Treatment care

End-of-life care

Economic burden

Relationship with HCPs

Caregivers’ perspectives

- Major Domain Minor Domain

Not represented Domain



https://www.has-sante.fr/jcms/p_3284524/en/real-world-studies-for-the-assessment-of-medicinal-products-and-medical-devices
https://www.has-sante.fr/jcms/p_3284524/en/real-world-studies-for-the-assessment-of-medicinal-products-and-medical-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-reported-outcome-measures-use-medical-product-development-support-labeling-claims
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-reported-outcome-measures-use-medical-product-development-support-labeling-claims
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9912155/
mailto:lise.radoszycki@evidentiq.com
mailto:carine.odouard@evidentiq.com

	Diapositive 1

