
EMA Involvement of patients* in Scientific Advisory Group 
and Ad Hoc Expert meetings at EMA

What are Scientific Advisory 
Groups?

SAGs are groups of experts that meet when a 
medicine is being assessed and questions are raised 
that require additional information. SAGs are usually 
requested by the evaluating committee (CHMP), the 
safety committee (PRAC), or the committee for 
advanced therapies (CAT). 

The aim of SAG meetings is to respond to specific 
questions posed by the relevant committee prior to 
reaching a decision on the safety and efficacy of the 
medicine. 

Currently there are five core SAGs covering 
cardiovascular, infectious diseases, neurology, 
oncology and vaccines. When a request arises for a 
medicine where there is no core SAG, an ad-hoc 
expert group is organised, which follows the same 
mandate as a SAG.

Who is involved in SAG 
meetings?

A SAG meeting consists of the core members of 
the group, additional invited experts, including 
patients, EMA staff, and, for some part of the 
meeting, representatives from the company that 
has developed the medicine.  

The role of the patient

Patient experiences

Patients are invited to share their real-life 
perspective and experience in relation to a particular 
medicine in their disease area. This can help the 
committees to better understand what patients 
consider to be important and the safety profile that 
is acceptable to them. Patients receive personalised 
support throughout to ensure they understand their 
role and what is expected from them. 

All meetings are held in English; patients can 
participate in person or virtually. Costs of travel and 
accommodation are covered, as appropriate.

“It was a worthwhile experience for me 
to be present as a patient 
representative.”

“Fascinating and valuable process. Thank 
you for this opportunity to learn about 
this therapy.”

“A real opportunity to share opinions of 
patients.”

“Grateful for having been invited to this 
important exchange with experts about 
the new medicine.”

* In this case, the term patient is used to encompass patients, 
carers or consumers
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https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp-working-parties-other-groups#scientific-advisory-groups-section
https://www.ema.europa.eu/en/committees/committee-medicinal-products-human-use-chmp
https://www.ema.europa.eu/en/committees/pharmacovigilance-risk-assessment-committee-prac
https://www.ema.europa.eu/en/committees/committee-advanced-therapies-cat


What is the process?

PatientsEuropean Medicines Agency

For more information 

EMA sends information on the 
medicine and the issues for discussion, 

highlighting the sections to focus on
Note: Patients are not expected to be 

medical or scientific experts

Support is provided by EMA throughout 
the process. Patients are contacted by 
a member of EMA’s Stakeholder team 

to explain the process of the SAG or Ad 
Hoc meeting and their role as a patient

2-5 patients are invited to participate 
in a SAG or Ad Hoc Expert meeting

Patients are contacted directly by EMA 
or through an EMA eligible patient 

organisation

Contact EMA staff (if needed)

Complete and sign a confidentiality 
agreement and declaration of 
interest form

Read documents

Attend meeting 
(in person or virtually)
In some instances, specific questions 
may be directed to the patients 
Overall, their role is to provide their 
perspective at any time they feel 
appropriate, within the scope of the 
discussion 

Review draft minutes and respond 
to questionnaire

After participating, patients are sent 
draft minutes of the meeting for review

A questionnaire is sent to each patient 
for feedback on their overall experience 

with the meeting 

Video for patients invited to 
participate in a scientific meeting 
at EMA.

Link for more information on 
patients and consumers 
involvement in EMA activities.
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https://twitter.com/EMA_News
https://www.ema.europa.eu/en/news-event/rss-feeds
https://www.youtube.com/user/emainfo/
https://www.ema.europa.eu/en/about-us/contact/send-question-european-medicines-agency
https://www.youtube.com/watch?v=pzrTwxLesEk
https://www.ema.europa.eu/en/partners-networks/patients-consumers
https://www.ema.europa.eu/en/about-us/contact/send-question-european-medicines-agency
https://twitter.com/EMA_News
https://www.ema.europa.eu/en/news-event/rss-feeds
https://www.youtube.com/user/emainfo



