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Afternoon Workshop - Volunteer engagement 
across the medicine’s lifecycle and healthcare

• How can patient organisations engage with 
ERNs/EMA? 

• What is the role of volunteers in the 
ERNs/EMA? 

• How can you can follow the activities of the 
ERNs/EMA if you decide not to engage 
directly. 

• Practical aspects (time commitment, skills 
reimbursement policies, etc.)

• Your peers will reply to 
participants’ questions 
on the role of volunteers, 
type of tasks, own 
experience, and 
anything else you’d like 
to know

Coffee break 

• Round of 
unanswered 
questions

• EURORDIS 
internal 
task forces 

• Wrap-up

https://www.eurordis.org/


Engaging with the EMA 
and ERNs: A Guide for 
Patient Representatives 
and Patient Organizations
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Eddison, xeroderma pigmentosum



Ap p lica t ion  & Se le ct ion : Understand ing e ligib ility and  subm ission  requ irem ents for 
EMA and  ERN engagem ent

Ke y Colla b ora t ion  Pa r t n e r s : Stakeholde rs with  whom  you  will engage

Volu n t e e r  Ro le s  & Re sp on sib ilit ie s : Diffe ren t ways pa tien ts con tribu te  and  participa te

Alt e rn a t ive  En ga ge m e n t  Pa t h s : Following activitie s when  d irect participa tion  isn 't 
possib le

Pra ct ica l Re q u ire m e n t s : Tim e  com m itm ents, tra in ing, and  support ava ilab le

Me t r ics : Involvem ent and  im pact of pa tien t rep resen ta tion  in  ERNs and  EMA

What are we covering in the next 20 minutes?

https://www.eurordis.org/


Application & Selection Process
ERNs

Iden t ify Opportun it ies

Contact ERN Coordinating team , ePAG advocates or EURORDIS. 
They will le t you know if the  ERN is recruiting patient representatives 
and will inform  you about the  application process

Subm it  Applica t ion

Com plete form  with details of Patient Organisation & 
expertise/experience, m otivation of person they would like  to 
designate as an ePAG advocate .

Se lect ion  Process

Assessm ent by the  ePAG based on the  requirem ents
established in the  ERN Term s of Reference for the  PO and 
the  patient representative. 
Final decision: ePAG or ePAG + Coordinating Team

Represen t a t ion
ERN partners with the  pa t ie n t  orga n isa t ion . PO designates
patient representative for disease/condition (European)

https://www.eurordis.org/


EMA Engagem ent Fram ework

https://www.ema.europa.eu/system/files /documents /other/updated_engagement_framework_-_ema_and_patients_consumers_and_their_organisations_2022-en.pdf

https://www.eurordis.org/


Where  a re  pa tien ts involved? 

https://www.eurordis.org/


What is Scien tific Advice  (SA) /  Protocol 
assistance  (PA)

The Scien tific Advice  Working Party (SAWP) answers specific questions from  com pan ies

Scie n t ific a d vice :

• Requested  to  EMA a t any stage  of deve lopm ent

• Advice  based  on  docum enta tion  provided  by com panies

• Together with  regu la tors, experts, including pa tien ts, and  com panies

• Recom m enda tions on  deve lopm ent for m arke ting au thorisa tion

Pro t oco l a ss is t a n ce  is for m edicines with  an  orphan  designa tion

Scien tific advice  a im s to  provide  in form ation  to  ensure  tha t tria ls a re  e fficien t and  
perform ed to  h ighest e th ica l and  scien tific standards requ ired  by regu la tors. 

https://www.eurordis.org/
https://www.ema.europa.eu/en/from-lab-to-patient-timeline


Identification & selection process 
Scientific advice/Protocol Assistance

Iden t ify Opportun it ies

EMA Scientific Advice  Working Party contact EURORDIS 
Patient involvem ent requests for protocol assistance procedures

Pa t ien t  iden t ifica t ion
EURORDIS m em bership and database  (and beyond!)
EMA eligible organisations/pool of pa t ie n t s (in d ividu a l e xpe r t s)
Individual patients previously participated

Select ion  Process

Experience with disease as patient or carer 
Free  from  conflict of interests
Ability to speak/read English
Level of experience with m edicines developm ent (m ay vary)

Represen t a t ion
Individual representation

https://www.eurordis.org/


Practical Requirements - ERNs
Tim e Com m itm ent

4-10 hours m onthly for m eetings and preparation

Technica l Requirem ents

Reliable internet and video conferencing capability

Skills Needed

Com m unication skills (EN)

Lived experience 

and/or knowledge  of a condition that falls within the scope of 

an ERN 

 Ability to cham pion the interests cham pion the 

diversity of views of the wider patient com m unity relevant 

for each ERN, and not just of their own condition

- specific ERNs m ight require additional skills-

Reim bursem ent  Policies

Travel & accom m odation expenses to attend ERN m eetings

covered according to the ERN reim bursem ent rules. 

https://www.eurordis.org/


Practical Requirements EMA 
Tim e Com m itm ent

4-10h/advice depending expertise and the questions

Technica l Requirem ents

Com pleting the declaration of interests (no interests)

and signing confidentiality agreem ent

Skills Needed

Knowledge on drug developm ent

English

Reim bursem ent  Policies

Fix am ount – 225 euros/advice + travel and accom m odation
(if f2f m eeting)

https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/tender-details/docs/74ffa4e2-4bda-
4465-bbfd-91bb8fe9f82c 
CN/.Annex%203A%20Model%20Contract%20for%20Experts%20_Group%201%20MD%20Experts_V1.pdf 

https://www.eurordis.org/
https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/tender-details/docs/74ffa4e2-4bda-


Role & Responsibilities - ERNs

Be proact ive  and accoun ta ble

Have  a  collabora t ive  t eam  spirit

Be  respect fu l and com plian t

• Contribute to develop ePAG annual objectives and 

work program m e

• Participate & contribute to ERN working groups & 

ERN annual m eetings

• Participate in ePAG calls. Report regularly on the 

progress of the projects in which you are directly 

involved in the ERN

• Collaborate constructively with other patient 

representatives and clinicians

• Respect the confidential nature of the discussions 

• Com ply with the ERN CoI policy, ERN’s ToRs and the 

ePAGs ToRs
1. Capture patient community needs

2. Relay these insights to 
clinicians and researchers 
involved in the ERN to 
guide activities and 
strategic planning

3. Share ERNs 
information, 
updates and 
results with your 
community 



Role & Responsibilities - EMA

• Patients are invited to share their rea l-life  pe rspect ive  a n d 

expe rien ce  in  re la t ion  t o a  pa rt icu la r  m edicin e  in  t h e ir  

d isea se  a rea . 

• Offering a different perspective helping m edicines developers and 

regulators to better understand wh a t  is im port a n t  t o pa t ien t s.

• Ra isin g issu es t h a t  h a d  n ot  previou sly been  con side red .

• Selection of appropriate en d-poin t s (m ost im portant m easures 

for this study)

• Defining target popu la t ion : inclusion/exclusion crit e ria  

• Standard of care and choice of the right com pa ra t or

• Qu a lit y of life

• Feasibility of the study: du ra t ion , treatm ent adm inistration, 

form u la t ion  and dosa ge

• Identification and assessm ent of r isk potential 

• Sign ifica n t  ben e fit  (added-value) over existing therapies 

• Et h ica l a spect s: Inform ed consent 



Challenges - EMA & ERNs

• Find ing su itab le  expe rts tha t m ee t requ irem ents and  have  
the  tim e  to  volun tee r (e .g. u ltra ra re  d iseases, language  
barrie rs)

• Ensuring com prehensive , ta ilored  tra in ing to  facilita te  and  
enhance  participa tion

• Provide  a  clear de fin ition  of ro le  of expe rts in  the  d iffe ren t 
activitie s /  com m ittees to  m anage  expecta tions from  a ll 
angle s 

• Managing poten tia l conflicts of in te re st 

• Represen ta tiveness 

• Measuring the  va lue  /  im pact of pa tien t involvem ent a t EMA

• Find ing PO tha t can  have  a  pe rson  who can  ded ica te  tim e  
to  volun tee r a t EU leve l (instead  of focusing on  loca l 
m atte rs for exam ple )

• Understand ing ro le  as partne rs of clin icians in  the  ERNs

• Represen ta tiveness and  d ive rsity (language  barrie r, 
volun tee r ro le )

• Having a  European  ne twork, the  tim e  and  capacity to  
connect with  them  on  ERN m atte rs 

• Ensuring support from  ERN Coord ina ting team s & 
EURORDIS

• Leve l of m aturity of pa tien t partne rsh ip  in  the  ERNs d iffe rs 
and  th is can  lead  to  frustra tion .

• Main ta in ing the  leve l of m otiva tion  of clin icians and  pa tien t 
represen ta tives

• Measuring the  va lue  /  im pact of pa tien t partne rsh ip

EMA

https://www.eurordis.org/


Key Collaboration Partners 

EMA Collaborations ERNs Partnerships

External Stakeholders
EMA
• Policy m akers – DG Sante
• Regulators from  National 

com petent authorities 
(Mem ber states)

• Healthcare professionals

ERNs
• Policy m akers – DG Santé
• ERNs BoMs 

• Clinicians
• ePAG advocates
• Network Coordinator and 

Coordinating team

• EMA Public Engagem ent 
Departm ent and EMA 
elegible patient 
organisations

• TAG – patients in other 
com m ittees

• Scientific Com m ittees & 
PCWP m em bers



Following EMA and ERNs activities if 
your PO is no directly involved

Subscribe to ERNs 
and EMA  newsletters 
to receive regular 
updates in your email
and follow social 
media accounts

Attend ERNs or 
EMA live webinars 
or listen to 
recordings

European Public Assessment 
Reports (EPAR) EMA.
Access pub lished  m edicine  
eva lua tions

Connect with volunteers 
and representatives: 
ERNs: Contacts per ERN 
(here) or reach out to pem -
epags@eurordis.org)
EMA:  public-
engagem ent@em a.europa.
eu 

Browse EMA & ERNs websites for 
information on activities 

Access published m edicine 
evaluations and training 
opportunities

https://www.eurordis.org/
https://download2.eurordis.org/epag/factsheets/The-involvement-of-patient-organisations-and-patients-in-theERNs-factsheet.pdf
mailto:pem-epags@eurordis.org
mailto:pem-epags@eurordis.org
mailto:public-engagement@ema.europa.eu
mailto:public-engagement@ema.europa.eu
mailto:public-engagement@ema.europa.eu


Any Questions so far?
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https://www.eurordis.org/
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ERN ITHACA
ERN EURO-NMD

ERN VASCERN
ERN MetabERN

ERN LUNG
ERN ERNICA

ERN RITA
ERN Endo-ERN

ERN Skin
ERN ERKNet

ERN GUARD-HEART
ERN ReCONNET

ERN EpiCARE
ERN CRANIO

ERN EURACAN
ERN RARE-LIVER

ERN GENTURIS
ERN EuroBloodNet

ERN RND
ERN BOND

ERN EYE
ERN PaedCan

ERN eUROGEN
ERN TRANSPLANT-CHILD

• Tota l 416 ePAG advoca te s - 60% endorsed  by a  
EURORDIS m em ber organ isation  

• Median : 14 pa tien t represen ta tives pe r ERN

• In  add ition : 30 Supporting Partne rs (ERN EYE, 
ErkNET, GuardHeart, ERNICA, eUROGEN, 
ReCONNET 

Note: Data for MetabERN, RITA, NMD, EpiCARE, Trasnplantchild,  is updated on an annual basis. The rest is updated  on a regular basis

Number of patient representatives per ERN

https://www.eurordis.org/


Impact of patient involvement in the ERNs 

• “Roughly 80% of the  ERNs dem onstra te  a  firm  d e d ica t ion  to  involving 
pa tien t represen ta tives, bu t barrie rs rem ain” (5-Year ERN Evalua tion  
report, 2024)

• There  a re  no pub lic m e trics on  the  im p a ct  of pa tien t involvem ent in  
the  ERNs

• Good practices on  pa tien t partne rsh ip  in  d iffe ren t a reas a re  ava ilab le  
in  the  Pa tien t Partne rsh ip  Hub  (form ats: webinars, factshee ts, 
podcasts)
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https://www.eurordis.org/
https://www.eurordis.org/patient-partnership-hub/?keyword=Assessing+patient+partnership


EMA patient involvement

20

https://www.eurordis.org/


Where patients gave input 
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“Other” areas included general insights into the condition, its daily 
impact and treatment options. 

https://www.eurordis.org/
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Im pact of pa tien t involvem ent

‘On beha lf of EMA and the coordina tors, I 

would like to thank you aga in for your 

testimony, which is very moving. This gives us 

additiona l rea ssura nce  tha t t rea t m ent  of XX 

is a  h igh  unm et  m edica l need, and urges us 

t o m a ke  t he  drug a va ila ble  a s soon a s 

possible to pa tients in Europe. The fina l advice 

letter reflects this spirit’

https://www.eurordis.org/


Impact of patient involvement at EMA

• The  a d d e d  va lu e  of pa tien t inpu t is  n o t  
e xclu s ive  t o  scie n t ific a d vice  

• Patien ts a re  involved  in  o the r regu la tory 
p rocedures such  as scien tific advisory groups 
and  in  consu lta tions by EMA com m ittees. 

• Dem onstra ted  va lue  of pa tien t inclusion  in  
scien tific advice  not on ly supports EMA's 
con tinued  inclusion  of the  pa tien t voice  
th roughout the  m edicine 's lifecycle  and  the  
d ive rsifica tion  of activitie s where  pa tien ts 
participa te , bu t a lso  p rovides e vid e n ce  o f 
im p a ct fu l im p or t a n ce  of engaging with  
pa tien ts. Th e Ad d e d Va lu e of Pa t ie n t En ga ge m e n t in  Ea r ly Dia logu e  a t  

EMA: Scie n t ific Ad vice a s  a  Ca se  St u d y
h t t p s :/ / w w w.fron t ie r s in .o rg/ a r t icle s / 10.3389/ fm e d .2021.811855/ f
u ll

https://www.eurordis.org/
https://www.frontiersin.org/articles/10.3389/fmed.2021.811855/full
https://www.frontiersin.org/articles/10.3389/fmed.2021.811855/full


Next Steps: Interactive Session

Join  a  Discu ssion  Ta ble
Connect with volunteer at your assigned table

First  30-Min u te  Session
Discuss either EMA or ERN experiences

Rota t e  Ta bles
Move to new table when prom pted

Secon d 30-Min u te  Session
Explore the alternative topic (EMA/ERN)



EURORDIS internal
taskforces
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