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2021 - One year of strong surveillance ROPEAN MDA NES AGENCY
 New strategies to help tailoring existing pharmacovigilance
approaches

« Intense work by rapporteurs, the Pharmacovigilance Risk
Assessment Committee (PRAC), and the EU regulatory
network overall

« Unprecedented international collaboration

« Engagement with the public: stakeholder members in EMA
Pandemic Task Force (ETF), 44 vaccines safety updates, press
conferences, public meetings, PCWP & HCPWP

« Some new risks and risk minimisation advice for early

detection of adverse reactions and prevention of serious
outcomes have been identified
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Spontaneously reported adverse reaction cases

EUROPEAN MEDI-CI NES AGENCY

EudraVigilance on 2 January 2022:

More reports received with 4 vaccines than all other centrally authorised products in 1 year

European Economic Area (EEA)

Doses administered, 736M total ( www.ecdc.europa.eu/ )

@ Suspected side effects, 922K total ( www.adrreports.eu/ )

Comirnaty
545M
Moderna 3
Vaxzevria anssen
103M 69M
19M
° . . .
528K 125K 234K 35K
Authorisation: 21 Dec 2020 06 Jan 2021 29 Jan 2021 11 Mar 2021

Classified as public by the European Medicines Agency

Worldwide

#CASES

1,485,040

Healthcare Professional 482,006

Non HCP 862,349

Health...
Profes...
36%

Non HCP,
64%



EudraVigilance

strategy for COVID-19 vaccine monitoring

EUROPEAN MEL

NES AGENCY

Eudra-
Vigilance

Dashboards
for continuous
monitoring and
communication

Observed/
Expected
stratified
by age

Electronic Algorithms

Electronic Reaction for ad-hoc data

Validation Monitoring retrieval (e.g.

Perpetual Reports 1st/2nd dose,
Reports with increased tfx;"n?gz': \théith
for intensive frequency senia synd?—/ome

(weekly instead
of fortnightly)

review of cases
(TTS))

Observed/

Expected Routine
stratified Reporting Observed/
by age rates Expected

and process

gender
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Structured pharmacovigilance approach

EUROPEAN MEDICINES AGENCY

EudraVigilance

2+ B Sy

Tools Methods Regulatory procedures:
ETF/PRAC
_ Signal procedure
EMA-coordinated Assessment of all data

studies Timely transparency

Required from marketing authorisation

authorisation holders:
Scientific « Risk management plan (RMP)

literature « Paediatric investigation plan (PIP)
*  (Monthly) Summary safety reports
E = « Periodic safety update reports
-~ (PSUR)

Post-authorisation safety studies
(PASS)
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Anaphylaxis

- Don't
vaccinate if
allergic
against
ingredient

- Talk to your
doctor about
past allergies
to vaccines

- 15 min
observation
time

- Equipment

- Gotoa
doctor
immediately
if swelling,
rash,
nausea,
stomach
pain,
breathing
difficulties or
fainting

dllO d 2 (O
Comirnaty
Spikevax

Myo/ pericarditis

- Go to a doctor
immediately if
breathlessness,
strong heartbeat

occurs

occurs

—

5

or chest pain
- /

Vaxzevria

Janssen

Capillary leak

syndrome

- Don’t vaccinate if
CLS history

- Go to a doctor
immediately if
arms and legs
swelling, sudden
weigh gain or
feeling faint
occurs

Intensive care /

Vaxzevria

-

Janssen

TTS
Don’t vaccinate if
TTS history after
COVID-19 vaccine
Go to a doctor
immediately if
breathlessness,
chest pain, leg
swelling/pain,
persistent
abdominal pain,
severe or
persistent
headaches, blurred
vision, confusion,
seizures or skin
bruising occurs
Investigate
thrombocytopenia
(within three
weeks after
vaccination) for
thrombosis;
investigate
thrombosis for
thrombocytopenia
Special care

O c c @ C
Janssen
enous
thrombo-
embolism
Vaxzevria
Cerebral blood
clots
- Aduvice as for

\'I_I'S

Vaxzevri

e

AN

Janssen

Immune

thrombocytopenia

- If ITP history,
consider if to
vaccinate and
monitor platelets
after vaccination

- Go to a doctor
immediately if
unexplained
bleeding, skin
bruising or pinpoint
round spots beyond

Vaxzevria
Janssen

s

Guillain-Barré

syndrome

- Tell your doctor before
vaccination if GBS
history after Vaxzevria
(Vaxzevria package leaflet only)

- Go to a doctor
immediately if
weakness/paralysis in
arms and legs, which can

L

Vaxzevria

Janssen

progress to chest and
face, occurs /
/ Transverse myelitis _\
- Tell your doctor before
vaccination if TM history after
Vaxzevria (Vaxzevria package leaflet

only)
- Go to a doctor immediately if

weakness/paralysis in arms
and legs, sensory symptoms

occur

site of vaccination

bowel function occur

or problem of bladder or
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General
Talk to your
doctor before
vaccination
about existing
severe illness,
current severe
infection with
high fever,
existing
weakened
immune
system,
bleeding
problems,
fainting after
previous needle
injection,
vaccination
anxiety

)

Please see full
product
information




Vaccine use in the EU/EEA

EUROPEAN MEDICINES AGENCY

About 570 million doses of Comirnaty were
ﬁf’j administered in the EU/EEA between 21 December 2020 (EU
. marketing authorisation date) and 30 January 2022°.

- About 139 million doses of Spikevax were administered
a in the EU/EEA between 6 January 2021 (EU marketing
authorisation date) and 30 January 20221,

o About 19 million doses of COVID-19 Vaccine Janssen About 69 million doses of Vaxzevria were administered
H dministered in the EU/EEA between 11 March 2021 : f
were administere in the EU/EEA between 29 January 2021 (EU marketing

(EU marketing authorisation date) and 30 January 20221, J

authorisation date) and 30 January 20221,

o1 0 doses of Nuvaxovid were administered in the EU/EEA
hl | (as per 22 February 2022); marketing authorisation in the
o European Union (EU) on 20 December 2021

Footnote 1: The European Centre for Disease Prevention and Control (ECDC) collects these exposure data from EU Member
States as well as from the additional countries of the European Economic Area (EEA) Norway, Iceland and Liechtenstein.
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https://qap.ecdc.europa.eu/public/extensions/COVID-19/vaccine-tracker.html#uptake-tab

-

2022 - Continued strong surveillance

EUROPEAN MEDICINES AGENCY

« Adapted review timetables to data influx

« Established work processes for sustainability

« Further international collaboration

« Continue engagement with the public: stakeholder members
in EMA Pandemic Task Force (ETF), vaccines safety updates,

press conferences, public meetings, PCWP & HCPWP

« Continue assessing all data, including those in special
populations

Classified as public by the European Medicines Agency



Ongoing investigations whether causally related &)

EUROPEAN MEDICINES AGENCY

« Very few reports of autoimmune hepatitis after Comirnaty or Spikevax

« Capillary leak syndrome after Comiranty and Spikevax, including data
from scientific literature

« Short-lived menstrual disorders after Comiranty and Spikevax, after

previous reviews for COVID-19 vaccines have not evidenced such
disorders

Classified as public by the European Medicines Agency
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Comirnaty and Spikevax in pregnancy and breast-feeding

A large amount of information from pregnant women vaccinated during the
second and third trimester has not shown negative effects on the pregnancy
or the newborn baby

« While information on effects on pregnancy or the newborn baby after
vaccination during the first trimester is limited, no change to the risk for
miscarriage has been seen

« Dissemination of vaccine in breastmilk is not expected

« Vaccines can be used during pregnancy and breast-feeding

« Update of the product information

Classified as public by the European Medicines Agency



ic COVID-19 vaccines safety updates

new format in 2022

20 January 2022

COVID-19 vaccines
safety update

Comirnaty. (BienTesh Menurscturing GmbH)

COVID-19 Vaccine Janssen (anssen-Glag Intemational 1)
Nuvaxovid tiovavax.cz, as)

Spikevax (Mumema Bioteen Spain, 5.L.)

VBXZevria (astrazeneca AB)

The safety of authorised COVID-18 vaccines is continuously monitoced and

updated infarmation i regularly pravided ta the public

Safety updates outline the cutcomes from assessments of emerging

WOk SSfey daca T out AN by EMA's Phamscaviaiance sk
sessment Commites (PRAC) (section 1). They also sutine how safety is

menltored and conta high-level information on suspected adverse reaction

PepOFTs, which PRAC Lakes 0k, BEcaudt i its assessments (section

This safety update foBaws the updates of @ Decemiber 2021 31 reflects the
man assessment outcomes af the PRAC meeting held 10 to 13 January

22

EMA confirms that the benefits of all currently autherised COVID-19
VacEites Cantinue o outwaigh their side effects, given the nsk of COVID-19
lliness and related complications, Incuding hespalisation nd death

Key messages from the latest safety
assessments

COVID-19 Vaccine Janssen and Vaxzevria

The product information will be updated to add transverse myeltis
AMaTmation in the spinal cord) & & site effect.

INfOrMaTIoN on the Knawn sige EMect af hombosis with
thrombocytapenia syndrome (TTS; biood dots with low bicod piatelers)
updated In the product mformation.

Spikevax

s The product imformation will be updated to include paraestt

sai feeling In the skin) a5 a rare side effect.

o

omirnaty, and Spikevax

A assessment of whether vaccinati
syndrome (leskage of

can cause capilary lesk
1 fram blood wassals) 15 ongoing

Latest safety assessments

COmImaty. (gipiTech Manuacturing GrrbH)

. About 545 million doses of Comitnaty. were
‘a0ministered In the EU/EEA between EU markenng
‘aNoniEation an 21 December 2020 and 2 January 2022",

Capillary leak syndrome

Gngoing assessment

In Barwisry 2022, PRAC Started an assessment of reports of capsary leak
syne Jimaky, CLS s & dsorder
characterised by leakage of fuld from biood vessels causing tissue swelling

me (€15} in peaple vaccinated

data o £ hermber ctaes Mamrmm Ihrmmwlmum
0 304 Uichaenatin

olests these exgosure

o A (GEA) Normar,
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an a fall n blood pressuse, The ewestigatons ef )
L5 wl Incue an assezsmen ef the mst

Use of the vac:

e in pregnancy

d 834t propramcin o cernt.
o nervoed ko ey aons,

reviow s, conucted by EMA's
rther nformation ca

It ek CAUE N & o B 04
ol nforms the vaccine. lcluding
‘advice on haw t0 use &, & avalable i the

[ —

)
duritod s e an

COVID-19 Vaccine Janssen panssen cisg ieemstons )

About 18,7 million doses of COVID-10 Vaccine
Janssen were sdminisered i the EL/EEA betmeen EU
MArking ButeRaion s 11 MAAER 2021 30 2 Janiry

effect wil e “unknomn frequency’, becaus it  genesally dificul: to
robustly esimate sids efect Irequencies from caes of suspecied side
effecs that have besn reporiad by healthcare professionss or patients
ontansasi. Fater st cn b ound 1 e

Poope are aauised o seek immediats medica attention

they deveiop weakness  the arms or g, seraory

Y (ch 5 tgheg. rumbras, paln o 0 ofpain
HRRMTS WEh DI o boswd] RAKIIGn AGr

Thrombosis with thmmbucvlouema syndrome
ot o the procuct i

 the very rare
e et o trcenbst ihetoed e it

thrombocytopenis (lom blood o

conciuted thet the prochct

updnte il remere the rer

n woemen, snce the sex ertisance seems smalr than prevousy
e cases nezured wehin the fs

- il under 60 vesrs of age

Folowing vpccratis

Reminer: Peagle are schised to seck imme
attantion ¥ they experience sevens ur persistent headaches,

B0 o 3
seveiop shortess of bveath,

sy,

Infirmaticn 20 how COVID- 19 VSECine Janssen works (3 presentsd i the.
srvses i il EU/EEA langusges); fullidormion on
e, o all el s s i = o s 1, 5
vallabie In the prouct o (0 all EUEEA languages). The peuduct
formation mi o updst In accanance i e s oty s

Nuvaxovid (mmemax o7, as)

Tracsearse mysttls

(a8 EWVEEA Smgusges) 1 -

How safety is monitored

Case reports of suspected side effects
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EUROPEAN MEDICINES AGENCY

Thank you for your attention

Further information

georgy.genov@ema.europa.eu

Address Domenico Scarlattilaan 6 « 1083 HS Amsterdam . The Netherlands
Send us a question Go to www.ema.europa.eu/contact

Telephone +31 (0)88 781 6000

Follow us on %' @EMA_News
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