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Individual Patient:

Carer:
Patient Advocate:

Patient Rep.:

Patient Expert:

Personal experience living
with a disease

Caregivers suporting patients

Persons who support a larger
population of patients and
work toward voicing their
concerns

Persons who are mandated to
represent a patient organization

Persons who have received
training and /or have
comprehensive knowledge and
experience (accredited or not)

“The patient’ synonyms
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Patient Public Involvement
(PPl) in R&D, clinical
Research, and across the
care continuum




g@ Interchangeable Terminology

 Patient education * Public education: Health
literacy and citizen science

 Patient’s individual education:
the ability to obtain, assess
and apply

» Patient expert education:
requiring training for a specific
purpose



Patient
Advocacy:

Are we all referring to the same thing?
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Or does it depend on
where we stand / what we’re “advocating”:

Research Access to Treatment &
Medicine Care
Education Engagement

Patient/Public Involvement (PPI) in research and Policy



PUBLIC

INVOLVEMENT

requiring citizen engagement

 Voting — animal experimentation
 Electronic medical records
« Data sharing




Patient Public Involvement (PPI) in Medicines R&D, Clinical
Research and across the care continuum

Post-marketing

/Pharmacovigilance

Discovery/ R&D Preclinical Clinical development
development

Life cycle of Medicines and the value of PPI

Marketing o .
authorisation/Regula Prlcmg/Rerl]tcnburseme
tory Review
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Patient involvement in medicines R&D

Information to

Setting
Research
Priorities

' * gap analysis

= early horizon
# scanning
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Isease area requlir

High expert
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Research
Priorities

(]
Fundraising
for research

m EUPATI

Furopean Patlents' Academy
on Therapeatic Innevation

Medium expertise in
disease area required

Protocol

# - target population

Protocol

¥ . relevant endpoints

- benefit/risk balance

- in-/exclusion criteria

- diagnosis procedures

- quality of life and patient
reported outcomes

- ethical issues

- data protection

= mobility issues/logistics
= adherence measures

Research Design
and Planning

- content.
- visual design
- readability
- language

i - contractual issues | - dissemination

1 travel expenses 1

- rt for .
e Patient

family members i
0. mability Information

]
Practical
Considerations

committee
[ ] + protocol follow up §
- improving access |
Design . adherence'

[]
Ethical

Review

- content

- visual design
- readability

- language
Informed

Consent

i trial participants
Synopsis Trial ' P P
¥ -design steering

= protocol amendments
= new safety information

Data & Safety

Monitoring
Committee

Regulatory

Investigators  y . cnertrrisk Affairs

Meeting

' can trigger amend-
¥ ments

Research Conduct
and Operations

I - summary of interim

| results

- dissemination in patient
N community

Study
reporting

) - drop-out issues
" amendments

§ - MAA evaluation
- EPAR summaries

i = lay summary of
results

0 - package leaflets

B - updated safety

§ communication

Dissemination,
Communication,
Post-approval

¥ - contribution to

§ publications

. dissemination of
research results to

] patient community ./

¥ professionals

Post-study

communication

' assessment of value
I patient-relevant

1 outcomes

| - patient pricrities
Health
Technology

Assessment

Geissler, Ryll, Leto, Uhlenhopp
doi: 10.1177/2168479017706405

Extent of

patient

involvement




Patient Public Involvement (PPI) in Medicines R&D,
Clinical Research and across the care continuum

: : : : Therapy/
Prevention Diagnostics Detection Care
Treatment

The care continuum and the value of PPI

After

care/rehabilitation
/ prevention
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Moving from

Patient centricity to
patient inclusion

alongside
stakeholders

Patient partner — a value stakeholder




RECIPROCITY

Patient — Stakeholder exchange

Value of Stakeholder involvement for the
patient

Value of patient involvement for the
stakeholder

Timely insights from the patient community: Dialogue and exchange:

® Enable patient relevant research ® Speed up research and innovation

® Diversity and inclusion ® Venues and platforms for education, patient knowledge

® Unmet need identification (health literacy) and citizen contribution

® Tailored communication with patients

® Challenge assumptions

@ Organized — cohorts ® Unite information on a global level

® |dentify sites where specific condition is present ® Trust - Acceptance
® DATA - ownership and readiness to share
® Clinical Trial design: retention, consent forms

® Patient reported outcomes (PROMSs)




PATIENT EDUCATION
FOR BETTER

PATIENT INCLUSION

* An education program

Dedicated & comprehensive

* Expert training courses

for a better understanding on patient engagement,
partnerships, and collaborations with other stakeholders

* Prepare patient experts

to be effective advocates and advisors in industry, clinical
research, regulatory bodies and the health authorities




EUPATI - European Patients’ Academy
for Therapeutic Innovation

« Patient expert training course: for expert patients
* Online toolbox: For patient advocates and the public
« EUPATI “fellows”: Accredited

National platforms beyond Europe: Japan/Turkey;
iIn development: Czech Rep., Romania, Serbia




g@ The return on patient engagement/Inclusion initiatives

* Meaningfully assess the extent and impact of patient engagement
* The need to develop quantitative tools and metrics (KPIs):
» The Patient engagement metrics selector and other measurement tools

* International guidelines to enhance the quality of PPI reporting to strengthen the
future of evidence base

 Collaboration needs to be systematically established
* Remuneration; systematic inclusion in research

To develop accredited patient education programs that are relevant to
different country contexts and language base.
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