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The latest safety data this vaccine, collected

from vaccination car@ gns outside the
EU/EEA, is presentedin this safety update.

There are no rec ended changes to the
product information regarding how to use this
vaccine; CO 9 Vaccine Janssen is effective
in preventi@ OVID-19.

"

Safety udeprovide information about the assessments of emerging
worIdwNata since marketing authorisation for COVID-19 vaccines. The
asses@ s are carried out by EMA’s safety committee

(P X ovigilance Risk Assessment Committee [PRAC]). The safety
7\ es are published regularly at COVID-19 vaccines: authorised.

0\ published safety updates for COVID-19 Vaccine Janssen are available

QQJ

t COVID-19 Vaccine Janssen: safety updates.

This safety update is the first update after the marketing authorisation in
the European Union (EU).

The use of COVID-19 Vaccine Janssen in vaccination campaigns in the
EU/EEA! has not yet started.

1 The European Economic Area (EEA) includes the EU Member States as well as the
additional countries Norway, Iceland and Liechtenstein.
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https://www.ema.europa.eu/en/committees/pharmacovigilance-risk-assessment-committee-prac
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-authorised#safety-updates-for-authorised-covid-19-vaccines-section
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen
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1. Updates on safety of COVID-19 b
Vaccine Janssen (OQ/

&
At its meeting held 6 to 9 April 2021, PRAC assessed the following in {\

relation to: :

Embolic and thrombotic events with a f on
thrombosis with thrombocytopenia

PRAC started an assessment of embolic and thrombotic e@s (blood

clots obstructing blood vessels), following a small nufaber of reported
cases of suspected serious, unusual types of thro is together with

thrombocytopenia (low blood platelets). %

Based on the clinical trial data at the time o@sk ing authorisation,
venous thromboembolism was already in in the risk management
plan for COVID-19 Vaccine Janssen as ntial, but not confirmed, risk

to be monitored and studied.

PRAC requested a review from t Q(eting authorisation holder. PRAC
is also collecting further inform%o assess whether COVID-19 Vaccine
Janssen may cause emboli d thrombotic events and to decide whether
the product information shOu e updated. A causal relationship between
these reported events a ID-19 Vaccine Janssen has so far not been
established?. 6

Within its framew, international collaboration, EMA is engaged in
mutual exchan the US Food and Drug Administration (FDA) on the

matter. :

2. Ot information for COVID-19
V. ine Janssen

L 4

* QQ\/ID—19 Vaccine Janssen is a vaccine that was authorised in the EU on
b\ll March 2021 for use in people aged 18 years and older to prevent
COVID-19 when infected with the coronavirus SARS-CoV-2. COVID-19 is a
@ potentially severe disease that may result in death.

% COVID-19 Vaccine Janssen contains an adenovirus that has been modified
to carry molecules of DNA, which the body uses to temporarily produce

2 See Meeting Highlights from the Pharmacovigilance Risk Assessment Committee (PRAC)
6-9 April 2021
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https://www.ema.europa.eu/en/documents/rmp-summary/covid-19-vaccine-janssen-epar-risk-management-plan_en.pdf
https://www.ema.europa.eu/en/documents/rmp-summary/covid-19-vaccine-janssen-epar-risk-management-plan_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-6-9-april-2021
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-6-9-april-2021
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the SARS-CoV-2 spike protein. The spike protein does not cause COVID-
19. The adenovirus cannot reproduce and does not cause viral disease.

Before COVID-19 Vaccine Janssen was granted an EU marketing

authorisation, the efficacy and safety of the vaccine were assessed

through pre-clinical studies and large clinical trials. More than 21,000 b
participants have been given the vaccine in clinical trials.

®
everybody will experience them. The most common side effects knownb

COVID-19 Vaccine Janssen are usually mild or moderate and get bette
within a few days after vaccination.

More information on how COVID-19 Vaccine Janssen works aqd&ue is

available in the medicine overview. This includes information in
pregnant and breastfeeding women and immunocompromi iftdividuals.

Like all medicines, this vaccine can cause side effects, although not @Q

Information in all EU/EEA languages is available in the ;&
information, which includes the summary of product gharacteristics and
the package leaflet.

&
3. How safety is monitor@»

As for all COVID-19 vaccines, relevant formation emerging on
COVID-19 Vaccine Janssen is collec and promptly reviewed. This is in
line with the pharmacovigilance pla COVID-19 vaccines of the EU
regulatory network (comprisingathe“egulatory bodies of the EU Member
States, EMA and the Europ%o mission).

@)

Collecting cagéports of suspected side effects

The EU regulator, rk continuously monitors reports of suspected
side effects obig in vaccinated individuals. These case reports are
collected an rded in EudraVigilance, a system operated by EMA for
managing a‘Qnalysing information on suspected side effects of
medicir\
Vaccin individuals and healthcare professionals should report
suspected side effects via the national reporting systems, which also
erbute to EudraVigilance. For more information, see Reporting
¢ Cﬁgpected side effects. Information on how to report in your Member State
b\s available in the package leaflet and via the list of national competent

authorities.

You may visit EudraVigilance — European database of suspected drug
reaction reports and search for "COVID-19 VACCINE JANSSEN
(AD26.C0OV2.S)" to see all suspected side effects reported for COVID-19
Vaccine Janssen in the EU/EEA. Please note that these reports describe
suspected side effects in individuals, i.e. these events may not necessarily
have been caused by, or be otherwise related to, the vaccine.
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https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen#overview-section
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen#product-information-section
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen#product-information-section
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/treatments-vaccines-covid-19-post-authorisation#covid-19-vaccines:-pharmacovigilance-plan-section
https://www.ema.europa.eu/en/human-regulatory/research-development/pharmacovigilance/eudravigilance
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/public-health-advice-during-covid-19-pandemic#reporting-suspected-side-effects-section
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/public-health-advice-during-covid-19-pandemic#reporting-suspected-side-effects-section
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen#product-information-section
http://www.adrreports.eu/en/national.html
http://www.adrreports.eu/en/national.html
http://www.adrreports.eu/
http://www.adrreports.eu/
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*

Use of COVID-19 Vaccine Janssen in the EU/EEA following marketing
authorisation has not yet started; EudraVigilance therefore does currently
not contain any cases of suspected side effects reported from vaccination
campaigns in the EU/EEA.

O

Planned and ongoing studies Q/

. O)
The company that markets COVID-19 Vaccine Janssen will continue to \
provide results from ongoing clinical trials. It will also conduct addition&
studies to monitor the safety and effectiveness of the vaccine as it i@d
d

in vaccination campaigns and other clinical practice. For the Iis@nne
and ongoing safety studies for COVID-19 Vaccine Janssen, se%el isk

management plan. 0

A paediatric investigation plan (PIP) for COVID-19 Vaccir@nssen is in
place. This describes how the company will collect data on the vaccine’s
efficacy and safety for its potential use in children.

In addition, EMA is coordinating observational s In Member States
looking at real-world data from clinical practice nitor the safety and
effectiveness of COVID-19 vaccines, incIudir@pregnant women.

9
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