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Understanding a medicine’s side effects

before approval

Managing a medicine’s side effects at the

time of authorisation

Continuous safety monitoring while a
medicine Is In use

Taking measures when needed to mitigate

risks.

Integrating the volces of patients and
healthcare professionals

Providing a high level of transparency

Communicating about medicines safety
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4. Taking measures when
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 Akey outcome of safety monitoring is action taken t prevent or minimise harm.
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Importance of reporting
suspected side effects

« Raise awareness of reporting tools at national
level

« How to report?

 What to report?

What happens afterwards?
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From laboratory to patisnts

How the safiety of medicines is ensured in the Evropean Unaon

Reporting side effects can make medicines safer for everyone

Amyone can report 3 suspected side effect on 2 medicine as long as they have the neoessary
details; this includes the patient, the patient’s carer, a doctor, nurse or pharmacist. Patients
can report & suspeched side effect themsehees, or talk with their healthcare professional during
a consultation, who can submit a report on their behalf. Each EU country has a rcpcrl.i ng kool
and informaticn about how to submit a report is available on the web f [yl
authoritics. Information on how to report a suspected side effect can also be f:urd in the pac Jcagc
leaflet and the SmPC. Providing clear and detailed information is essential when reporting a
suspocted side effect. The following key details should be included:
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information on the person who the name of the medicine (brand name
has experienced the side effect, as well as active substance) suspected

including age and sex to have caused the side effect
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dose and duration of treatment with how long the treatment had lasted when
the medicine the suspected side effect occurred

whether the person stopped taking the the batch number of the medicine
medicine after the side effect occurred (found on the packaging)
and, if so, did the side effect stop

other medicines taken around the any other health condition that the
same time (including non-prescription, person may have
herbal or birth control medicines)



Actions taken to address
safety concerns

« Describe the range of data sources analysed
« Explain how new data are assessed

« Highlight the range of actions that EMA and
the EU medicines network can take
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4. Taking measures when
heeded

* A key outcome of safety monitoring is action taken to prevent or minimise harm.
#* The continuous evaluation of new data can lead to different actions.

# The choice of action depends on the seriousness of the concermn and may take into
account whether other treatment options axist.

No action needed but keep Require the company to carry out
monitoring a new study to gather more data
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Add a new side effect or warning Change the way a medicine is
to the summary of product used, e.g. introduce restrictions
characteristics and package =~ or new measures to minimise

leaflet risks




Consulting patients and
healthcare professionals

- Consulted as experts in many ways

« Throughout the assessment of key safety
issues

« Until final outcome and communication
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5. Integrating patients’ and
healthcare professionals’

voices

e Patients and healthcare
professionals are best placed to
understand issues arising with
medicines ‘first hand'.

e They are consulted as experts
and can share their views and
insights during the evaluation of
safety concerns in various ways.

Patients and healthcare professionals
are involved in the safety of medicines
in many ways. Patients contribute

by highlighting, for example, their
experience of the disease, their needs
and what risks they would consider
acceptable in view of the expected
benefits. Healthcare professionals may
advise on the feasibility of measures
proposed to minimise the risks

associated with a medicine in clinical practice.

(

>

>

Did you know?

Patients and healthcare
professionals review a
number of EMA documents
before they are published
on the EMA website to
ensure they are clear and
understandable. They
review, for example, public
health communications
when they include safety
recommendations, medicine
overviews, package leaflets
and direct healthcare
professional communications.

They are full members of the PRAC.

They are involved as experts in scientific

advisory groups or ad-hoc expert groups,
and may be consulted during safety reviews.

>

They can take part in public hearings,

which EMA holds on a case-by-case
basis before issuing major public health
recommendations.

>

They can send their input in writing for

consideration during any ongoing review.



Joint efforts, shared success:
Materials promoted during #MedSafetyWeek2025

New webpages Social media posts Targeted mailing Key meetings
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The newsletter for patients, consumers and EUROPEAN MEDICINES AGENCY
# Medicines can change lives — helping people live longer and healthier lives — but every healthcare pr'ofessioﬂ als

medicine comes with risks. This bocklet explains how the European Medicines Agency (EMA)

and EU Member States work together to identify, detect and minimise side effects, ensuring

that the benefits of medicines always outweigh their risks.

Safety of medicines
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This week is #MedicineSafetyWeek 2025 and EMA has published a new booklet that takes
readers behind the scenes of how the EU keeps medicines safe.

Page con

« International Coalition of
Medicines Regulatory
Authorities (ICMRA)
Communications Group
(26 Nov)

5 Discover:

= How the safety of medicines is evaluated before authorisation
= How their use is continuously monitored ance on the market

= What messures are taken to mitigate risks

= How EU experts, patients and healtheare professionals collaborate to mansge and
communicate risks

= How EMA and the Europesn medicines regulatory network work together to safeguard
public heaith

Find out more about the EU pharmacovigilance system, and how patients can also contribute
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Joint efforts, shared success: Key results

European Medicines Agency -
3

- Broad visibility and reach with over o
10’800 impressions On LinkedIn; =} New booklet out now: “From laboratory to patients - How the safety of medicines is

ensured in the European Union”

This week is #MedicineSafetyWeek 2025 and EMA has published a new booklet that takes
readers behind the scenes of how the EU keeps medicines safe.

# Medicines can change lives — helping pecple live longer and healthier lives — but every
medicine comes with risks. This booklet explains how the European Medicines Agency (EMA)
and EU Member States work together to identify, detect and minimise side effects, ensuring
that the benefits of medicines always outweigh their risks.

« High engagement on LinkedIn with
152 reactions, 29 shares and multiple reposts;

4 Discover:

= How the safety of medicines is evaluated before authorisation

= How their use is continuously monitored once on the market

= What measures are taken to mitigate risks

= How EU experts, patients and healthcare professionals collaborate to manage and
communicate risks

= How EMA and the European medicines regulatory network work together to safeguard
public health

« Moderate engagement on Bluesky with
10 likes, 6 reposts and 3 saves;

Find out more about the EU pharmacovigilance system, and how patients can also contribute
to keep medicines safe.

« Interest in featured content and good
traffic generation via LinkedIn
(262 link clicks);

Explore the publication: https://Inkd.in/e58Cd4fE
European Medicines Agency @
@ema.europa.eu

# New booklet: “From laboratory to patients - How the safety of
medicines is ensured in the European Union”

Published for #MedicineSafetyWeek — explore how EMA & EU
countries work together to keep medicines safe and safeguard the
health of patients.

www.ema.europa.eu/en/about-us/...

« Comments and saves on social media show
content relevance and meaningful
interaction.

Communications on safety monitoring of medicines in the EU

® Adriana De Sousa Lages

© I Proud to share the new booklet from EMA, "From Laboratory to Patients - How the
Safety of Medicines is Ensured in the European Union". This important publication emphasizes
the vital role of regulatory work in ensuring the safety of medicines, and highlights the crucial
processes that protect public health across the European Union.

# Promoting education and recognizing the critcal regulatory efforts behind safe medicines
are key components of advancing public health. This booklet is a valuable resource in
understanding the safety mechanisms that ensure medicines meet the highest standards.

Read and Share, now!
It's #MedicineSafetyWeek

o European Medicines Agency

#4 New booklet out now: *From laboratory to patients - How the safety of medicines is
ensured in the European Union

This week is #MedicineSafetyWeek 2025 and EMA has published a new booklet that
takes readers behind the scenes of how the EU keeps medicines safe.

# Medicines can change lives — helping people live longer and healthier lives — but
every medicine comes with riss. This booklet explains how the European Medicines
Agency (EMA) and EU Member States work together to identify, detect and minimise
side effects, ensuring that the benefits of medicines always outweigh their risks.

Eleonora Cirina

% Niko Costantino

edicines Agency booklet on safety monitoring of
etyWeek 2025,

Im pleased to share the new Europear

medicines, just released during #Med

| contributed to this project, drawing on pharmacovigilance, public perception assessments

and to support sta \gagement in safety monitoring.
The booklet takes readers through a medicine’s ifecycle from development to real-world use
and explains how safety is assessed, managed and communicated at each step. It also reflects
how medicines safety is an aroundthe-clock commitment to citizens.

I to work with talented colk EMA o

. lear and

Read more here: https:/Inkd.in/dzJbdwpz

o European Medicines Agency

## New booklet out now: “From laboratory to patients - How the safety of medicines is
ensured in the European Union

This week is #MedicineSafetyWeek 2025 and EMA has published a new booklet that
takes readers behind the scenes of how the EU keeps medicines safe.

& Medicines can change lives — helping people live longer and healthier ives — but
every medicine comes with risks. This booklet explains how the European Medicines
Agency (EMA) and EU Member States work together to identify, detect and minimise

Pharmacovigilance & Regulatory Affairs Officer, Consulente Pharma Pro Net

An excellent initiative from EMA! This booklet clearly illustrates how collaboration,

transparency, and continuous monitoring ensure that medicines remain both
effective and safe for patients across Europe. A great resource to strengthen

awareness of pharmacovigilance

Sofia Skliarenko

Global Director Medical Affairs | PhD in Medicine

Great initiative!

@ EMA



Joint efforts, shared success: Key results (cont.)
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990 stakeholders visited the new webpage within the first
week after its publication. They downloaded the booklet 381
times during this period;

Almost 56% of them were returning visitors, suggesting
their interest in this topic;

Most web visitors (63%) were based in Europe and 21%
were in Asia;

More than half of them (57%) accessed the content
directly by using the link to the webpage, while only 17% found
it through a search engine, such as Google.

Communications on safety monitoring of medicines in the EU

i Visitors by country

Other {52%)

© Sources of traffic

Website (7%

Search engine {17%)

Social (18%) @ '

& United States {12%)

® Greece (79)
Italy (6%)
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Wl China (6%)
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*"# France {6%)
Germany (5%}

® Al referral {132)

® Campaign ({0%)

~# Direct entry {57%)
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What's next?

Social media promotion:

« Focus on safety messages (e.g. what information patients can report and the safety measures
EMA can take) by the end of November;

« Promotion of new videos about the package leaflet and the safety signals by the end of
December;

Interactive version of the booklet (to be developed in early 2026);

Translation of booklet in all EU languages (planned for early 2026);

Continuous monitoring of engagement and use of these materials should not stop!

« Sustaining effort will help counter the public concerns around medicines safety.

Join us in sharing these materials and keep the conversation going!
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

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
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