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Summary (March 2020 – March 2023)

• CHMP early contact with patient organisations

– Pilot phase

– Current state 

• HCP/Patients further input in the context of CHMP activities 
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CHMP early contact with patient organisations
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https://www.ema.europa.eu/en/documents/other/pilot-phase-chmp-early-
contact-patient/consumer-organisations_en.pdf

• Patients/representatives involved in EMA activities at 
various timepoints over (including CHMP evaluations)

• Requests for patient input generally late in the evaluation 
often once major objections have been identified (e.g. 
expert meeting, oral explanation)

• Late input - missed opportunities to properly incorporate 
patient perspectives

• Aim: make current engagement practices more efficient - proposed to establish contact with relevant patient / 
consumer organisations at the start of new medicines assessment

• Contribution: QoL, treatment options, unmet medical needs - CHMP well-aware of all aspects since beginning

• Expected to facilitate further interactions with patients as the procedure progresses.

• In line with CHMP work plan objective and EMA’s Regulatory Science Strategy
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CHMP early contact with patient organisations
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Relevant organisations contacted at 

start of orphan MAA’s

Patient organisations invited to share 

key aspects from their perspectives of 

living with the condition (3-4 weeks to 

respond) (in advance of first AR).

 Information shared with (Co-) 

Rapporteurs (and company for 

transparency) - Rapps decide if 

information provides added value, is 

useful for assessing the dossier, and if 

merits being included in AR. 

Value of patient input received during 

pilot assessed by short questionnaire
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https://www.ema.europa.eu/en/documents/report/pilot-early-dialogue-patient-organisations-orphan-
marketing-authorisation-applications-outcome_en.pdf
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Pilot outcome summary

 37 procedures over 17 months (2021-2022)

 Rapporteurs were positive and input received reflected usefulness and benefit of reaching out to patient organisations at 

start of assessment of MAA’s. 

 Patients provided new insights that contributed to the D80 assessment report.

 41% of cases contributed to the development of the first assessment report

 Information from patients related to daily impacts, treatment options, perspectives and perceptions of adverse effects, 

what constitutes important improvements and desired benefits for new treatments have proven to be insightful / helpful 

 Pilot now a new methodology to be continued and extended to medicines of potential significant impact.
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Reflecting patient perspective in the CHMP assessment report
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Reflecting patient perspective in the CHMP assessment report
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Beyond the pilot phase

• The early contact methodology has now become a regular part of CHMP’s contact with 
stakeholders.

• Now include all indications and not only rare diseases.

• Also eligible healthcare professional organisations are planned to be consulted as well shortly.
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Data of early patients contact after the pilot (since 2022)

9

Month/year Type of procedure # responses from PCO

September 2022 3 orphans 1 response

October  2022 3 orphans
2 non orphans

4 responses

1 December 2022 3 orphans
2 non orphans

3 responses and 1 use of 
previous response for same 
indication 

28 December 2022 1 orphan
1 non orphan

2 responses

24 January 2023 3 orphans
3 non orphans

ongoing
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Interaction between CHMP and Patients’ representatives
Participation in CHMP activities: 2020-2022

 Contributing for decision on recomendations

Number interactions CHMP Activity

2020 – 42 (22 meetings)
2021 – 25 (14 meetings)
2022 – 33 (15 meetings)

Scientific Advisory Groups/
Ad hoc Expert Groups

(neurology, oncology, haematology, viral 
disease)

2020 – 102; 2021 – 90 Scientific advice, protocol
assistance

2020 – 10 (6 procedures - Hopeveus, Dapavirine, 
Arikayce, Gamifant, Fintepla, Sogroya)

2021 – 7 (5 procedures - Evrysdi, Zolgensma, 
Ozawade, Raylumis, Tecentriq)

2022 – 2 (1 procedure - Miplyffa)

Oral explanations
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Interaction between CHMP and HCP representatives
Participation in SAG and Ad-hoc Experts Groups – 2020– 2022

 Contributing for decision on recomendations

Number interactions CHMP Activity

2020 – 40 (18 meetings)
2021 – 25 (12 meetings)
2022 – methodology changed

Scientific Advisory Groups/
Ad hoc Expert Groups

(psychiatry, neurology, oncology, haematology, 
immunology, 

and respiratory diseases)

2020 – 1
2021 – 4
2022 – methodology changed

Scientific advice, protocol
assistance
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0BRIGADO

¡Muchas gracias por tu interés!
cprieto@aemps.es

https://www.google.es/url?sa=i&url=https://www.aemps.gob.es/informa/notasInformativas/laAEMPS/2014/docs/NI-ICM-CONT_09-2014-webs-farmacias.pdf?x17133&psig=AOvVaw30XNMS9_bkoQIVFpd6k7r2&ust=1582209030927000&source=images&cd=vfe&ved=0CAIQjRxqFwoTCLiMh4zq3ecCFQAAAAAdAAAAABAI
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Any questions?

[Insert relevant information sources or contact details as applicable.]

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Telephone +31 (0)88 781 6000
Send us a question  Go to www.ema.europa.eu/contact

Further information

Follow us on @EMA_News
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