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Welcome to the Patient Engagement Open Forum virtual session

Patient Engagement Open Forum is a series of virtual events (in 2020) where we will work 
together, in a multi-stakeholder context, to turn patient engagement from an aspiration 
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.



Patient Engagement Open Forum Agenda in 2020

TODAY



Let’s work together to spread the word

#PEOF2020

@imi-paradigm

@eupatients

@PFMDwithPatient



Be Aware:
Sessions will be recorded to support preparing 

the workshop minutes; once done all recordings 
will be deleted (GDPR)



Raising awareness on managing 
competing interests in a multi-
stakeholder environment: Guidance 
to patients and engaging stakeholders

Recommendations on how to find the 
right match for the right patient 
engagement activity

Recommendations for HTA bodies on 
patient engagement in early dialogue

Recommendations on the required 
capabilities for Patient Engagement 
+ practical tools

Reporting and Dissemination:
Guidance & Template for Patient 
Engagement Activities 

Enhancement EUPATI industry 
guidance:
suggested working practices, 
checklists

Legal toolkit: For collaborations 
between the patient community and 
other stakeholders 
(Lay language explanations on terms
in legal agreements developed by 
PFMD and WeCan

Community Advisory Boards: 
guidance document and templates

Code of conduct:
for all stakeholders involved in 
patient engagement activities in 
medicines development 

This SessionWork Package 4 – Outcomes 



Key Aims

❑ Overall feedback on the usability and practicality of the tools

❑ Refinement of the presented tools using insights and suggestions from participants

❑ Acceptance of the conveyed principles



Agenda 
15:00 – 15:10 Welcome and introduction 

Wolf See (Bayer) and Karina Huberman (EATG)

Presentation of PARADIGM tools followed by Q&A
15:10 – 15 :45 Community Advisory Board – Guidance document and templates

Ana Diaz (Alzheimer Europe) 

15:45 – 16: 20 Enhancement of the EUPATI industry guidance
Kay Warner (GSK) 

16:20 – 16:55 Code of Conduct
Ingrid Klingmann (EFGCP) 

16:55 – 17:00 Wrap up



One last remark

The public consultation on the PARADIGM tools 

that will be presented in this session is ongoing. 

Please respond 

You can access and take part in the consultation here:

https://imi-paradigm.eu/tools-consultation/

https://imi-paradigm.eu/tools-consultation/


Community Advisory Board –
Guidance document and 

templates



Giorgio Barbareschi 

EATG

Ana Diaz

Alzheimer Europe

The Actors

Manuela Bruegger

Novartis 

Daniel De Schryver

Janssen



For further feedback, the public consultation will be open until  end of this week

You can also contact us: 

Ana.diaz@alzheimer-europe.org

Giorgio.barbareschi@eatg.org

Thanks for listening

mailto:Ana.diaz@alzheimer-europe.org
mailto:Giorgio.barbareschi@eatg.org


What is a Community Advisory Board?

• Community Advisory Boards (CABs) are an innovative concept, developed some 

decades ago in the United States and more recently in Europe, to establish long-term 

relationships between the patient community and industry in order to encourage patient 

engagement and input in the medicine research and development lifecycle. 

• There are a number of patient communities working with CABs. 

• Although other relevant ways of collaboration between patients and industry exists, a 

key element of this approach is that CABs are initiated and driven by the patient 

community.  

• The decision about the most appropriate form of collaboration should be made taking 

into consideration the aim of the activity, desired outcome, timeframe, budget, etc.



How were the tools developed?

• Online searches for available information and materials and 

small survey to PARADIGM partners about their experience 

and work with CABs

• Involved representatives of the three main European CABs 

(EATG, EuroCAB, CML CAB) to provide further information, to 

review the materials  and also some other colleagues at 

Novartis with experience with CABs

• In March 2020: two parallel workshops with representatives 

from the patient community, academia, companies and HTA.

• In May 2020:  taskforce, composed by a mixed-group of 

representatives of patient organization and industry, provided 

final input on the 8 CAB tools

• The final documents are currently in the PARADIGM Public 

Consultation

The CAB tools are the result of a close cooperation & partnership between the patient and industry 

stakeholders.



Some relevant ideas: 

• Often, lack of information and awareness about CABs and their role

• Different approaches and needs (e.g. communities starting work with CAB 
or planning vs communities with several years of experience)

• Planning and monitoring the work in the long term is very important and 
can be at times challenging 



Tools At a Glance

Tools with information / to raise 

awareness

❑ Tool 1 “Guidance document” (PO, I)

❑ Tool 2 “At a glance” (PO, I)

❑ Tool 6 “Value adding factors of a CAB from a 

pharmaceutical company perspective” (I)

❑ Tool 8 “Examples of successful stories in 

CABs” (PO, I)

PO = Patient Organization, I= Industry

Tools for planning / working with CABs

❑ Tool 5 “Reflective questions & tracking Tool” 

+ Tool 1 “Guidance document” (2 and 3) + 

Tool 3 “Comparative table” (PO,I)

❑ Tool 4 “Checklist of templates and 

documents”  (PO)

❑ Tool 7 “CABs: practical briefing guidance for 

pharmaceutical companies”  (I)



Examples of three of the Tools 
(tool 1, 5 & 7)



Tool 1: Guidance

• Targeted at any person with a general interest in CABs. 

• It provides a general description of CABs, how CABs are different from other models of patient-
engagement and describes some existing CABs and related programmes in Europe. 

Basic information about CABs 

• Targeted at patient communities which may want to establish or are already running a CAB. 

• 6 topics: 1 Aim and scope of the CAB, 2. Human and financial resources, 3 Membership, 4 CAB 
meetings, 5 Funding models and official/legal documents 6. Impact and follow-up activities 

• For each, information is provided about how existing CABs are addressing the topic 

• By providing different examples and approaches, it is hoped that it helps other patient 
communities in developing and finding their own ways of working

• It does not provide recommendations or prescriptive guidelines about how to establish or run a 
CAB. 

Points to be considered by patient communities when setting up or running a CAB 

• Targeted at representatives from industry who are already collaborating or would like to start a 
collaboration with CABs. 

• It provides a perspective of relevant points to consider when invited and collaborating with a 
CAB. 

Points to be considered by pharmaceutical companies collaborating with CABs 





Tool 5: Reflective questions

• It aims to stimulate reflection about different aspects to consider when setting up or running a CAB  

• The reflective questions are organised around six different topics which coincide with the sections of the Guidance
Document. 

• The user can select from each topic the sections and questions which are relevant to him/her at a particular point in 
time. 





Tool 7: Briefing guidance for companies 

• It is recommended to brief pharmaceutical company associates prior to a CAB, as it is good practice for every
external event. 

• Explaining the objective of the CAB, how it works and some practical tips will ensure associates are optimally
prepare for the meetings. 

• This becomes especially important for associates with no or little experience with CAB 







For further feedback, the public consultation will be open until  end of this week

You can also contact us: 

Ana.diaz@alzheimer-europe.org

Giorgio.barbareschi@eatg.org

Thanks for listening

mailto:Ana.diaz@alzheimer-europe.org
mailto:Giorgio.barbareschi@eatg.org


Enhancement EUPATI 
industry guidance



Ingrid Klingmann

EFGCP

Kay Warner

GSK

The Actors





• advice given is not intended to be exhaustive or applicable at all times

• judgement is needed on whether a recommendation can, should or must 

be followed

• both guidance documents and tools can be applied to patient 

engagement related to a specific disease; or for input/colloboration in 

areas unrelated to a disease

• links to other PARADIGM tools and guidance and PEQC

Key points



• provide more detail on how an engagement could be defined 

with specific actions 

• describe what should happen during pre-engagement 

planning and discussions

• ensure mutually beneficial interactions with adequate 
preparation

Suggested working practices: purpose



TOOL:  Checklist
• designed to help organisers 

planning patient engagement 

activities 

• addresses the PARADIGM 

recommendations on the 

required capabilities for patient 

engagement

• self-assess the quality of  

preparedness and identify areas 
for improvement







• provide more detail on level of attention needed when 

arranging patient engagement activities

• consider specific patient needs for travel, meeting venues, 

accommodation and associated elements

• ensure patients have the best experience

• describe what should happen during pre-engagement 

planning and discussions

Events and hospitality: purpose



TOOL:  Checklist
• designed to help organisers 

planning patient engagement 

activities 

• high level considerations, not 

exhaustive list

• best practice: to have basic 

knowledge of the disease, 

symptoms before you start









• early stage: organisers should speak to patients / carers to get the 

arrangements right for the individual

• right mind set and empathy is crucial: the activity coordinator and other 

people in direct contact with patients should be appropriately trained to 

work with patients

• there are many different ways to interact with patients; always consider 

using virtual methods to minimise the need for travel

Recommendations (1)



• virtual interaction including software should be accessible; support may 

be required before and during activity

• patients do value the opportunity to meet and learn from each other

• F2F meetings during start up phase of an activity can help build trust, 

rapport and understanding plus address any concerns

• respect times and breaks

• ensure compliance with PARADIGM code of conduct, as well as 

legal/local requirements

Recommendations (2)





Consultation period

• Your input today is important – ask questions / tell us what you think

• Online consultation ends July 12

• Link in agenda and also chat window

THANK YOU



Code of Conduct 
for all stakeholders

involved in 
patient engagement activities 

within medicines development



Wolf See

Bayer

Ingrid Klingmann

EFGCP

The Actors



What is the Tool?

This “Code of Conduct for all stakeholders involved in patient engagement activities within 
medicines development” is intended to be:

• a stand-alone document that highlights, summarises and refers to the key patient 
engagement principles, rules and recommendations for collaboration 

presented in the different PARADIGM documents in the Toolbox 
in a comprehensive, understandable format.

Code of Conduct in
Patient Engagement



Why is it Important?

This Code of Conduct

• Describes ethical and professional standards to enable successful and 
meaningful collaboration between all partners in PE 

• Addresses the values, ethical principles, and rules for all stakeholders

• Protects all involved stakeholders’ interests and rights 

• Ensures reliable transparency in collaboration 

• Intends to facilitate systemic, comprehensive and consistent patient 
involvement in all aspects of medicines’ research, development and access to 
treatment activities

Code of Conduct in
Patient Engagement



The document  Structure 
Code of Conduct in
Patient Engagement

Table of contents 

Definitions………………………………………………………………………………………………………………………………………………………2 

Executive Summary and Purpose of the Document………………………………………………………………………………………..6 

1. Introduction ................................................................................................................................................. 7 

2. Purpose and Scope  ...................................................................................................................................... 8 

3. Ethical Principles for Patient Engagement in the Life Cycle of a Medicine .................................................. 8 

4. Contractual Framework ............................................................................................................................... 9 

5.      Competing Interests, Conflict of Interest, and Conflict Management……………………………………………………10 

6.      Intellectual Property, Confidentiality and Data Protection ………………………………………………………..…………12 

7.      Access to Information and Transparency………………………...………………………………………………..………..……….13 

8.      Accessability of Patient Engagement Opportunities………………………………………………………...……………..…..14 

9.      Representativeness………….………………………………………………………………………………………………..………….…….15 

10.    Competencies and Capacity Building………………………………………………………………………………...………………..16 

11.    Adherence to the Code of Conduct……………………………………………………………………………………...……………..17 

12.    Concluding Remarks…………………………………………………………………………………………………………………....…….. 17 

13.    References…………………………………………………………………………………………………………………………………………. 18 

14.    Annex 1: Fact Sheets of PARADIGM Documents…………………………………………………………….…………………….19  

 

 

 



Values

• Relevance

• Fairness

• Equity

• Capacity-building

Topic: Ethical Values and Principles 

Principles

• Respect

• Integrity

• Trust

• Clarity of purpose

• Beneficence

• Equality

• Transparency

• Independence

Code of Conduct in
Patient Engagement



Topic: Contractual Framework
Code of Conduct in
Patient Engagement

o the purpose, roles and 
responsibilities 

o confidentiality

o intellectual property rights 

o copyright 

o data protection 

o independence of partners

o declaration and conflict of interest

o anti-bribery compliance 

o liability 

o compensation (fair market value, no 
undue inducement)

o dispute resolution 

o a statement to the effect that 
outcomes of and experiences with 
the patient engagement activity will 
be jointly reported  



• The acknowledgement of difference between competing interests and conflict 
of interest

• The principle of Declaration of Interest by all involved parties 

• The principle of proactive mitigation strategies in all stakeholder groups 

• The principle of developing and enforcing a policy to manage competing 
interests covering proportionality, transparency, accountability, and fairness

• The principle of mediation and dispute resolution with potential for immediate 
termination of an agreement in case of breach of trust, entire contract or a 
specific clause

Topic: Competing Interests, Conflict of 
Interest, and Conflict Management 

Code of Conduct in
Patient Engagement



The Principles of

• joint ownership of Foreground for ALL involved contributors, defined and agreed upfront 
where appropriate

• access rights granted on an equal basis to all partners

• achieving open access to joint project results whenever possible

• agreed joint dissemination activities on Foreground, including timelines and modalities

• confidentiality obligations for all involved partners incl. third parties

• patients having the right to consult with members of their patient organisation to 
maximise their contributions

Topic: Intellectual Property,  
Confidentiality and Data Protection 

Code of Conduct in
Patient Engagement



The Principles

• of the fundamental right on access to comprehensive, reliable information for 
all partners

• of obligation of all partners in patient engagement activities to make their 
information rapidly and comprehensively accessible in formats suitable for all 
partners involved and the public at large 

• that efficient and reliable dissemination of patient-relevant information 
requires input from the end user, in particular patients and carers

• of the right on timely information about opportunities for education and 
collaboration 

Topic: Access to Information and     
Transparency

Code of Conduct in
Patient Engagement



The Principles that

• diverse patient perspectives should be taken into consideration 

• successful collaboration depends on the involved patients’ competency level (patient 
profile) and capacity required in the respective activity 

• clearly defined, comprehensive and easy to understand information on upcoming and 
completed collaboration activities must be broadly disseminated

• patients or POs with interest, capabilities and capacity for PE activities provide 
information on available patient profiles and capacities proactively on neutral 
communication platforms 

• agreement exists between the partners that engaged patients provide their input as 
equal members of the team, including accountability for their input. 

• the patient or patient representative should ensure objectivity in assessments, decision-
making and advice as well as independence from his/her organisation’s interests and 
strategies. 

Topic: Accessibility of Patient  Engagement 
Opportunities 

Code of Conduct in
Patient Engagement



The Principles that

• for each task the engaging partner must define upfront the desired input and level of 
representativeness

• partners should ensure that they have a common understanding of the patient’s level of 
representativeness

• before and during patient engagement activities, patient organisations should strive to 
improve the representativeness of their delegate by generating new/additional 
information on gaps identified during the patient engagement activity

Topic: Representativeness
Code of Conduct in
Patient Engagement



• The recognition that patients are equal partners in the PE activity but with a motivation
different from that of the other partners as they are “concerned parties” due to their
personal experience

• The principle that all partners should constantly strive to increase their knowledge in
the areas of their contributions as well as their communication and collaboration skills

• The agreement that constant increase of capacity, the availability of competent
resources, partners experienced in patient engagement and maximising the efficiency of
patient involvement should be common goals for all partners in medicines’ lifecycle
activities.

Topic: Competencies and 
Capacity-Building  

Code of Conduct in
Patient Engagement



• The agreement that adherence to this Code of Conduct ensures an open and fruitful
interaction of engaging partners with patients and their representatives to optimise the
development of medicines suitable for use by the patients to be treated

• The commitment of the patient engagement community to voluntarily integrate the
rules of this Code of Conduct into their collaborations and to insist on adherence to it in
case a partner shows deviation

Topic: Adherence to the 
Code of Conduct

Code of Conduct in
Patient Engagement



Thank you for joining us today! 

• The next session on the PARADIGM tools is on September 10th

• 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

