
PARADIGM Patient Engagement Tools 
Session #1



What is the Patient Engagement Open Forum

A series of virtual events (in 2020) where we will work together, in a multi-stakeholder 
context, to turn patient engagement into reality.

The Forum aims to provide a holistic perspective of patient engagement, the landscape 
and actors, and foster collaboration and co-creation while breaking down fragmentation 
that are often present in patient engagement work.



Agenda



Let’s work together to spread the word

#PEOF2020

@imi-paradigm

@eupatients

@PFMDwithPatient
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Agenda

15h40 – 16h00 Welcome and introduction 
Ingrid Klingmann (EFGCP) and Giorgio Barbareschi (EATG)

16h00 – 17h20 Presentation of PARADIGM tools 

• Case study based on:

o Recommendations on how to identify the right match for the right patient engagement activity 

o Raising awareness on managing competing interests in a multi-stakeholder environment 

Kay Warner (GSK), Elisa Ferrer and Maria Cavaller (EURORDIS) and Mathieu Boudes (EPF)

• Guidance for Reporting and Dissemination of Patient Engagement Activities

Ana Diaz (Alzheimer Europe) and Stuart Faulkner (University of Oxford)

17h20 – 17h30 Wrap up and end of the session
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The Consortium’s mission and objectives 

Objectives 
Develop processes and tools for these three points in the medicine lifecycle
Develop a sustainability roadmap for patient engagement

Mission
Participate to the co-creation of a sustainable framework allowing systematic, 
meaningful and ethical patient engagement in medicines R&D
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The members of the consortium
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A work flow towards specific outputs



10

❑ To increase stakeholders’ preparedness for patient engagement in the priority areas in the medicines 
lifecycle addressed by PARADIGM by developing recommendations on the required capabilities for each 
stakeholder to be better prepared for meaningful and effective patient engagement.

❑ To develop guidance on patient engagement addressing each key stakeholder groups requirements

❑ To enhance stakeholders’ capacity to concretely implement efficient patient engagement policies through the 
development of a capacity building toolbox targeting all stakeholders.

❑ To support communication in uptake and dissemination of the project’s emerging results, with the aim of 
promoting adoption of the results by all stakeholders. 

Creation of tools: the objectives
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List of topics with tools post gap analysis

Recommendations on 
how to find the right 
match for the right 

patient engagement 
activity

Recommendations on 
required capabilities 

for patient 
engagement

Enhancement of the 
EUPATI industry 

guidance

Guidance for reporting 
and dissemination of 
patient engagement 

activities

Raising awareness on 
managing competing 

interests in a 
multi-stakeholder 

environment

Code of conduct

Community Advisory 
Board- Guidance 
document and 

templates

Patient engagement 
agreements explained

Recommendations for 
HTA bodies to conduct 
patient engagement 
activity during early 

dialogue

Monitoring and 
Evaluation framework
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Case study
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The actors

Mathieu Boudes
European Patients’ Forum

Maria Cavaller
EURORDIS

Kay Warner
GSK

Elisa Ferrer
EURORDIS
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The case

• Stakeholders involved

Sheila works as head of patient 
engagement at Genius Pharma.

She is planning a patient 
engagement activity to help identify 

relevant rheumatoid arthritis 
endpoints for the design of a clinical 

trial

• The activity:
Identify patient-relevant endpoints for the design of a clinical trial

Rick is a volunteer at Arthritis 
Patients’ Group, an international 

patient organisation. He coordinates 
patient engagement in the 

organisation and provides support to 
patients throughout the process

Pharma company Patient representative
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STEP 1:
Outline the patient engagement 
activity on shared purpose



17



18

STEP 2A:
• Identification of a relevant 

patient organisation to 
co-create the activity.

STEP 2B:

• Or if no PO exists, use 
alternative methods 
(co-creation with the patient 
community).
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How to find the best suitable patient organisation?
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Use the check list of the elements to 
consider before engaging with a 
patient organisation

Arthritis Patients’ Group has:
• A pool of experts with experience 

to be involved in medicines R&D
• A dedicated person to organise 

patient engagement 
activities/opportunities

• A specific training programme
• Well established channels to reach 

to the wide arthritis patient 
community
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STEP 3:
Sheila and Rick jointly co-define 
the competencies needed to 
carry out the activity
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STEP 4:
Rick identifies within his PO the 
representatives that match the 
needed competencies to identify 
patient-relevant rheumatoid 
arthritis endpoints 

• Experience of living with 
the disease

• Knowledge of the R&D 
process and previous 
experience in similar 
activities

Rick also starts checking for competing interests 
before deciding who could be joining the 
activity

?
?

?
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Before the activity starts, Sheila asks herself…

Involving the patients to discuss patient-relevant endpoints for the design of a 
clinical trial, will this influence the patients’ ability to engage with other 
stakeholders?

A. No, not at all

B. Yes, it will prevent the engagement of this patient with any other stakeholder

C. Maybe, this depends on the policy for management of competing interests of the other stakeholder and 
the type of activity in which the patient will be involved
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Why is it important to check potential competing interests?

• Previous interactions with any stakeholder involved in medicines R&D might affect 
the ability to engage in a given activity

• Early identification of potential competing interests is key for their effective 
management
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Example of 
competing 
interests vs 
conflicts of 
interest
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Declaration of interests

For example, you will be asked to provide 
information such as:

• Your affiliations/employment as far as 3 
years back from the time of filling the form

• All current and/or past financial interests

• Involvement as an advisor to or a member 
of an advisory board and/or steering 
committee for a pharmaceutical company, 
CRO or another organisation (including 
non-profit organisations)

?
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Log of activities template

• This tool has been developed 
for patients and their 
organisations. 

• You will be able to accurately 
track and declare your 
interests as required before 
getting involved in activities 
along the medicines’ life-cycle. 

• You can use this tool as a 
guidance to set up your own 
log of activities, or that of your 
organisation.
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A. Only the ones for which you have received compensation and/or remuneration

B. All of them

C. I don’t keep a record of my activities, it is not useful

You are keeping a record of your interactions with different stakeholders (in relation to therapeutic 
development). What type of interactions should you list in your log of activities?



41



42



43

Reporting and Dissemination 
of PE activities
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Stuart Faulkner
University of 

Oxford

Laiba Hussain
University of 

Oxford

Kay Warner
GSK

Ana Diaz
Alzheimer Europe

Apostolos 
Kalogiannis

EATG

Mary Lynne Van 
Poelgeest-Pomfret

EFGCP

The Actors
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What is the tool?

Structured and timely reporting of objectives and results of a Patient Engagement (PE) activity; 
not considered confidential, yet sufficiently detailed to permit knowledge gain and transfer 
between stakeholders and the public with a strong focus on the patient community, as part of a 
broader and continuous dissemination and communication and change management strategy. 
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Why is it important?

General lack of structured, detailed and discoverable reporting and external dissemination of PE 
activities

● Enhances collaborative co-production of PE reporting and dissemination materials

● Improves transparency of outcomes of PE activity and learning (not just positives)

● Continuous collective knowledge gain for whole PE ecosystem

● Better continuity  - prospective alignment, not retrospective extra effort
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How the tool could help Guiding principles

∙ Planning and agreeing the overall goal and timeframe 

∙ Exploring possible dissemination mechanisms and channels for the PE activity
 
∙ Processes planned, agreed and implemented between the respective parties, 

capacities and capabilities, roles and responsibilities

∙ Early involvement of legal and compliance departments to reach a mutual 
understanding on what information can be put into the public domain and when 
this can occur

∙ Meaningful involvement of patients - joint development and/or dissemination of 
PE activities being flexible  
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∙ Content and format of reports – optimising language, fonts, text, style, and 
accessible formats 

∙ Outcomes/outputs - translation to other languages, continuous learning and 
knowledge-sharing 

∙ Reporting and dissemination of material, appropriately stored, managed and 
discoverable for all relevant stakeholders to learn from

∙ Flexibility in the approach using new or existing reporting structures to maximize 
broader knowledge sharing within available resources

 

How the tool could help Guiding principles
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• Plan dissemination as part of 
planning for PE activities

• Reflection of your evolving PE 
approach

• In combination with internal 
planning  and reporting 
documents

How the tool could help Planning checklist
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• Timely dissemination

• Structure and detail

• Maximize learning and 
discoverability

How the tool could help Reporting templates
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Completed Template

How the tool could help 
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Completed Template

How the tool could help 
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Completed Template

How the tool could help 
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Completed Template

How the tool could help 
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Thank you for joining us today! 

• The next session on the PARADIGM tools is on July 9th 

• The topics covered will be:

• Community Advisory Boards

• Code of Conduct

• Enhancement of the EUPATI Guidance

• Meanwhile, please participate to the Public consultation

www.imi-paradigm.eu/tools-consultation 

Enjoy the rest of the PEOF2020

http://www.imi-paradigm.eu/tools-consultation

