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External consultation on 
draft QRD template v11
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 External consultation launched on 11th April 2025

 Published alongside the survey on ‘key information section’ in the PL

 Consultation closed on 31st August 2025

 ≈800 comments from 40 stakeholders
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Consultation on ‘Key information 

section’ (KIS) in Package Leaflet

Public survey results
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 Consultation agreed with European Commission on 7 April

 EU Survey open for public consultation 11 April – 31 May

 561 answers received

 413 in favour (357 for all medicines + 56 for some medicines)

o 282 patients/consumers/HCPs

o 63 industry

o 44 other

o 24 academia

 133 against

o 90 industry

o 36 patients/consumers/HCPs

o 7 other

 15 no opinion
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 Concern that KIS can make package leaflet (PL) longer?

 40.46% YES

 56.68% NO

 2.85% not sure / no opinion

 Concern that users may read KIS only and skip rest of PL?

 78.43% YES

 16.76% NO

 4.81% not sure / no opinion

Comments:

 Need for a disclaimer

 Beneficial compared to reading nothing
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 Information to be included in KIS?
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Arguments in favour of KIS

 Improved comprehension and clarity 

Enhanced accessibility and navigation

Conciseness and focus

Support for informed decision-making

Alignment with modern communication practices 

Arguments against KIS

 Increased length, complexity and redundancy

Subjectivity in defining “key”

Risk of oversimplification, misinterpretation and misinformation

 Implementation and regulatory burden

Legislative requirements or legal concerns

Lack of supporting evidence

Electronic product information (ePI) as alternative
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Thank you

Follow us

monica.buch@ema.europa.eu

qrd@ema.europa.eu

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
mailto:monica.buch@ema.europa.eu
mailto:monica.buch@ema.europa.eu
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