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Provide the patient advocacy perspective on RWE MP
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What do you see as being the benefits and challenges of generating MP@

RWE for different stakeholders?
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Benefits:

Generated from high-quality and reliable
real-world data (RWD) RWE can provide
Insights for a range of uses:

« Confirmatory evidence to regulatory / payer
approvals

« Clinical insights for future research

« Support for value based agreements

« Algorithms / sequencing / treatment guidelines
* Impact on QoL and meaningful PROMs

« fosters greater multidisciplinary participation

* Provides boundaries for use

Challenges:

Despite its growing use, there are well-
known challenges associated with
producmg high-quality RWE:

Quality of the data (missing, non conform to
“approved” treatment plan”)

* Inconsistency in the source of the data

« The data being captured — OS Vs Real
meaningful PROMs

e Consent

» People taking the drug are not he same as the
clinical subject

* Social determinants of Health

« Context regarding patient experiences is still
needed to explain data trends
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Why would patients want to share their data? MP
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THE EEAR OF BIG DATA conents

Research completed a narrative review of the empirical evidence addressing patients’ and public views and
attitudes towards the use of health data for research purposes. Used 27 published papers and found that:

Perceived benefits of data sharing

« Could lead to better patient care through improved diagnosis and treatment options and more efficient use of
resources. Patients seem to also value the potential of (direct) personal health benefits.

» Perceived risks of data sharing

« The most significant risks of data sharing were perceived to results from breaches of confidentiality, commercial
use and potential abuse of the data.

 Barriers to share data

« Studies showed that patients and the public rarely mention barriers to data sharing in absolute terms. Rather,
acceptance seemed to decrease if data sharing was financially motivated, and if people did not know how and
with whom their data would be shared.

« Factors affecting willingness to share data
« Geography, culture, age, minorities, religion
« Conditions for sharing
« Value, Privacy, risks and data security, trust, control, transparency, responsibility and accountability

*https://jme.bmj.com/content/medethics/48/1/3.full.pdf #MPEMasterclass



What is the role of patient advocacy in RWE initiatives? Can we MP
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collect it ourselves? Ebiope

Must include guidance on where
and how patient organizations may
have the opportunity to review and
comment on RWE protocols,
methodology, metrics, data
collection and submissions, so
they can demonstrate that value for
patients at specific phases of the
healthcare journey, from prevention
and early diagnosis, to treatment,
to survivorship and palliative care.
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Use of RWE by CADTH where Myeloma Canada was involved MP
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A collaboration with CADTH and CMRG EEF%BE

Optimal Pharmacotherapy for Transplant-Ineligible Multiple Myeloma

After more than 2 years since the beginning of this project, on November 30, 2023, the Formulary
Management Expert Committee (FMEC) deliberated on a Therapeutic Review for Optimal Pharmacotherapy
for Transplant-Ineligible Multiple Myeloma (TR0014).

Rationale for Updates to CADTH Reimbursement Recommendations Based on the overall evidence on
efficacy, safety, and costs, FMEC concluded with the following reimbursement recommendations:

« Recommendation 1. FMEC supports the use of first-line daratumumab in patients with multiple myeloma
who are ineligible for transplant.

« Recommendation 2: FMEC recommends the choice between the use of carfilzomib/dexamethasone or
pomalidomide/bortezomib/dexamethasone in the second- or third-line setting be left at the physician’s
discretion for patients with relapsed or refractory multiple myeloma who received a daratumumab-
containing regimen in the first-line setting.
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Figure 1: Research and Recommendation Phases Flow Chart
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How would you like to see RWE used in practice? MP

Martine’s wish list
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To develop research questions as drugs
are used by everyday patients

To confirm regulatory / HTA / payer
decisions

To confirm, expend, reduce listing
agreements

To support OBA

To validate patients PROM that matter to
patients

To improve the delivery of Health Care for
the betterment of patients

Diagnosis

Clinical Phenotype

Treatments

Patient Reported
Outcomes

Comorbidities

Digital Phenotype

Surveillance

https://mww.researchgate.net/publication/340675366_Developing_Real-
world_Evidence-Ready_Datasets_Time_for_Clinician_Engagement
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Your vision for RWE: how would you like to see the MP
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debate and discussions evolve? Patients
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* Where patients / patient groups are invited at the table to engage — we have
seen this increase but want to see more

« Educate patients groups about the importance of developing / participating in
data bases

« Develop key questions with patients

« Stakeholders (all) to develop RWE strategies for innovations and provide
guidance for development, methodology and implementation

« Continued alignment and transparency by stakeholders

#MPEMasterclass
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