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What is an EPAR?

European public assessment report (EPAR) for every human or veterinary medicine application that has
been granted or refused a marketing authorisation.

Not a single document -> several components, including a core set of regulatory documents.

Section
Overview

Authorisation
details

Product
information

Assessment
history

Type of information
Public-friendly overview in question-and-answer format.

Key details about the product and the marketing authorisation holder.

Package leaflet and summary of product characteristics; labelling; list of all authorised
presentations; pharmacotherapeutic group; therapeutic indications.

Public assessment report for the initial authorisation; public assessment report(s) for any
variation concerning major changes to the marketing authorisation; orphan maintenance
assessment report or withdrawal assessment report (as of 17 January 2018); tabulated overview
of procedural steps taken before and after authorisation.




Where can you find them?

This search looks for keywords in all of the website’s content. You can also download all of our medicine data. More help: search tips X

Filter by

Include documents (44702)

Categories

"1 Corporate (8104)
"1 Herbal (3327)
Human (61196)

| Veterinary (8030)

Medicine name

Show all

Active substance / international
non-proprietary name (INN) /
common name

Sort by Newest first v

Search results (61196)

Remove all filters®  Include documents @ Human @

Matever : EPAR - Procedural steps taken and scientific information after authorisation
(archive)

English (EN) (203.52 KB - PDF) "
ew ©
First published: 02/12/2011 Last updated: 16/05/2025

Matever : EPAR - Product Information

English (EN) (1.32 MB - PDF) vew o
@
First published: 14/10/2011 Last updated: 16/05/2025

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

nes ¥ Human regulat

Home > Medicines > Fintepla

Fintepla
fenfluramine

Page contents

Overview
Product information

Product details

~ Committees ¥ News & events v Partners & networks ¥ Abo

© Authorised

This medicine is

authorised for use in
the European Union

Application under evaluation CHMP opinion European Commission

decision

Overview

Page contents

Overview
Product information
Product details

Authorisation details

Initial marketing authorisation documents ~

Fintepla : EPAR - Public assessment report
Adopted
Reference Number: EMA/639853/2020 Corr.

News on Fintepla

More information on Fintepla

View @
First published: 08/01/2021 Last updated: 29/04/2021

Fintepla : Orphan maintenance assessment report (initial authorisation)
Adopted
Reference Number: EMADOC-1700519818-578199

English (EN) (719.51 KB - PDF) .
View @
First published: 08/01/2021

CHMP summary of positive opinion for Fintepla
Adopted
Reference Number: EMA/CHMP/510338/2020

f\\ Back to top




How many documents?

Number of EPARSs per type

Assessment report - Variation
Procedural steps - after authorisation
Overview

Product Information

Public assessment report

Scientific conclusion
Risk-management-plan summary
Scientific Discussion

Procedural steps - before authorisation
Risk management plan

Scientific Discussion - Variation
Steps taken after authorisation

Maintenance of orphan designation - Initial...
Paediatric investigation plan compliance...
Maintenance of orphan designation - Post-...
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Where can you find them?

« Veterinary
medicines

& C @ O 8 https://medicines.health.europa.eu/veterinary/en B v Yo @ g g

[ cBG Sites B) Import bookmarks... @ Aandeslag % College ter Beoordelin... 4" EMRD E Goedkope vluchten va... £ PECP - Policy Center - ... & US20220162297A1 - ... b) Viaplay [&] WorldCat Link Resolve... [ Other Bookmaj

[Z] An official website of the European Union How do you know? v

RN \/eterinary
ok T B English
Medicines nate

Search medicines Medicine index Substance index What's new About this website

Your official source of up-to-date information on medicines authorised for use
in animals anywhere in the EU / EEA

Q  Search for medicines 53 More search filters

What's new

Date Status Medicine

16/05/2025 Alpramil 4 mg/10 mg film-coated tablets for cats weighing at least 0.5 kg
16/05/2025 Alpramil 12 mg/30 mg film-coated tablets for cats weighing at least 3 kg
16/05/2025 Alpramil 16 mg/40 mg film-coated tablets for cats weighing at least 4 kg
16/05/2025 Alpramil 5 mg/50 mg tablets for dogs weighing at least 0.5 kg
14/05/2028 Almramil 12 € mal12E mn tahiate far dnnc wainhing ot lasck € ka




What are characteristics of EPARS?

Reflect scientific conclusions at the end of
the assessment process

Providing insights in regulatory thinking -
Transparency

Highly structured documents

Structure can evolve over time

EPAR — Public Assessment Report

1. Background information on
the procedure

2. Scientific discussion

2.1. Problem statement

2.2. Quality aspects

2.3. Non-clinical aspects

2.4. Clinical aspects

2.5. Clinical efficacy

2.6. Clinical safety

2.7. Pharmacovigilance

2.8. Product information

3. Benefit-Risk Balance

3.1. Therapeutic Context

3.2. Favourable effects

3.3. Uncertainties and limitations
about favourable effects

3.4. Unfavourable effects

3.5. Uncertainties and limitations
about unfavourable effects

3.6. Effects Table

3.7. Benefit-risk assessment and
discussion

3.8. Conclusions

4. Recommendations



What are characteristics of EPARS?

Reflect scientific conclusions at the end of
the assessment process

M No section on uncertainties

100 B 2010 template

B Current template

o)
(=}

Providing insights in regulatory thinking -
Transparency

Highly structured documents N I III I
l%?ll IZOOO I 20!

Structure can evolve over time

V ceunnoess

Number of medicines
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N
o

2010 2015 2020

Initial authorization date

9 Verweij et al., 2024, Clin Pharmacol Ther



EPARs as a tool in Regulatory Science Research

 Search on “European Public Assessment Report” OR
“European Public Assessment Reports” (in English)

« 164 articles PubMed IIIIIIII
O,-l--llll-lll O

 Oncology & hematology

1999 2025
 Patient-centered outcomes

Contents lists available at ScienceDirect

« Pharmacovigilance & safety

Biologicals

journal homepage: www.elsevier.com/locate/biclogicals

» Clinical trial design

Research paper

. Real-world evidence The contribution of field efficacy studies to the evaluation of applications — [%&s
for veterinary vaccines evaluated through the European Union centralised
: P : : authorisation procedure
« Biosimilars & biologics P
David Mackay “, Cristina Martin Jimenez b, Faye loannou °, Martin Ilott d.*
 Rare diseases & orphan medicines e ot S . e 1, o 01 8755 St g el Valls,Srdone, i

* European Commission, DG SANTE, Directorate F, Unit F2, Animal Health, Grange, Dunsany, Co Meath, Ireland
? Australian Pesticides and Veterinary Medicines Authority, 102 Taylor Streer, Armidale, NSW, 2350, Australia

10 Veterinary
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