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Package leaflet key information

EMA enabled stakeholders to comment on a public consultation on the potential inclusion of a ‘key information section’
in the package |

C o n S u Ita t i 0 n o n 4 Key i n fo r m a t i o n A “key information section’ section would allow patients and healthcare professionals, among others, to:

« rapidly identify key safety messages;
« and find information on the benefit-risk profile of medicines.

section’ (KIS) in Package Leaflet

The public consultation concluded on 31 May 2025.

P u bl | C S u rvey res u Its Key information section in package leaflet of centrally authorised medicinal products: Public

consultation
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» Consultation agreed with EC 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 PL longer?
v 40.46% YES
v 56.68% NO

v’ 2.85% not sure / no opinion

» Concern that users may read KIS only and skip rest of PL?
v 78.43% YES
v 16.76% NO
v 4.81% not sure / no opinion

Comments:

v' Need for a disclaimer

v' Beneficial compared to reading nothing
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> Information to be included in KIS?

Il Yes

Indication(s): what condition(s) the medicine is No
meant to treat Maybe

Contraindications: situations when the medicine
must not be used

Key risks: only the most serious side effects

Information on dosing (e.g, recommended or maximum
dose, treatment duration)

Warnings and precautions (e.q. allergic reactions,
driving, use with alcohel or with other medicines)

Information on how the medicine is given (e.qg. by
mouth, injection)

Key risks: only the most common side effects, even
if not serious

Goal of treatment / key benefits on the use of the
medicine

When to contact a healthcare professional

How to report suspected side effects

Information about the pharmaceutical form and
strength

Date of last update of the information

What condition(s) the medicine is not meant to
treat, if applicable

Contact information of the marketing authorisation
holder

0 100 200 300 400 500

Number of Responses
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Arguments in favour of KIS

v Improved comprehension and clarity
v'Enhanced accessibility and navigation
v Conciseness and focus

v Support for informed decision-making

v Alignment with modern communication practices

Arguments against KIS

v Increased length, complexity and redundancy

v Subjectivity in defining “key”

v Risk of oversimplification, misinterpretation and misinformation
v Implementation and regulatory burden

v’ Legislative requirements or legal concerns

v'Lack of supporting evidence

v Electronic product information (ePI) as alternative
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QRD template version 11

Version 11 of the quality review of documents (QRD) template was available for public consultation.

EMA is revising the QRD template for centrally authorised medicines for human use mainly to improve the content and
structure of their p

This aims to make the more understandable and relevant to patients, while complying with the current
legislative framework, Directive 2001/83/ECF .

EXte na I consu Ita ti on on Main proposed changes include:

Deleting or making certain text optional to shorten the leaflet
Creating standard statements to improve patient-friendliness and consistency across products

revi Sed R D te m I a te v 1 1 Relocating important information at the beginning of the leaflet
p Clustering information by subject to make it easier to locate
Reorganising warnings / precautions in a more logical order

Stakeholders invited to comment on the draft QRD template vi1 included the pharmaceutical industry, national
competent authorities, patients, healthcare professionals and academia.

Find below the draft template, in both clean and track change versions.

Quality Review of Documents (QRD) annotated template v11: Draft for public consultation
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> External consultation launched on 11t April 2025
» Published alongside the survey on ‘key information section’ in the PL
» Consultation closed on 31st August 2025

> 800 comments from 40 stakeholders

NV

. Pharmacists Associations (9)

B Industry (9) [ NCAs (8) [ Services Providers (6) [ Individuals (3)

B Public Medicines Organisations (2) [ Medication Safety Organisations (2) [l eP! Product Team (1)
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Thank you

monica.buch@ema.europa.eu

grd@ema.europa.eu

Follow us


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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