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The Norwegian Institute of Public Health (NIPH), in collaboration with the Regional
Medicine Information and Pharmacovigilance Centres (RELIS), processes reports of
suspected side effects after coronavirus vaccination on behalf of the Norwegian

Medicines Agency.

Norway: No link established after post-COVID-19
vaccination deaths, says health authority (O coweus

By Euronews with AFP * Updated: 19/01/2021

e

As of last Thursday, 42,000 people in Norway had
received their first dose of the vaccine. As is the case in
many other countries, the elderly and those in nursing
homes with underlying health conditions are first in line
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to be vaccinated, because they face much higher risk
of becoming seriously ill from Covid-19.

Rolatod: Article: Here's How Some ot the Therefore it is expected that deaths close to the time
leading coronavirus vaccines work [of the] vaccination may occur. In Norway, an average
of 400 people die each week in nursing homes and

long-term care facilities," the Norwegian Medicines

Agency (NOMA) said in a statement

NOMA noted that all deaths that occur within the first few days of vaccination "are carefully
assessed" and submitted to the Norwegian ADR health registry.

https://edition.cnn.com/2021/01/18/health/covid-vaccine-pfizer-deaths-norway-intl/index.html

https://www.thi.no/en/news/2021/international-interest-about-deaths-following-coronavirus-vaccination NaIs=UAINEN nsuAIUANISA
Q



https://edition.cnn.com/2021/01/18/health/covid-vaccine-pfizer-deaths-norway-intl/index.html
https://www.fhi.no/en/news/2021/international-interest-about-deaths-following-coronavirus-vaccination/

Ehe New Hork Times

Concerns over the
AstraZeneca vaccine.
Older people are
happier. The week in__.

18 hours ago

The Washinaton Post

Denmark and Norway
suspend AstraZeneca
coronavirus vaccine over
blood clot concerns, ...

2 days ago

COVID-19 Vaccine AstraZeneca: PRAC investigating cases of

thromboembolic events - vaccine’s benefits currently still
outweigh risks - Update

News 11/03/2021

EMA is aware that the Danish Health Authority has paused its vaccination campaign with COVID-19 Vaccine
AstraZeneca. This was decided as a precautionary measure while a full investigation is ongoing into reports of
blood clots in people who received the vaccine, including one case in Denmark where a person died. Some
other Member States have also paused vaccination with this vaccine.

conditions related to blood clots, reported post-vaccination with COVID-19 Vaccine AstraZeneca.

The number of thromboembolic events in vaccinated people is no higher than the number seen in the general
population. As of 10 March 2021, 30 cases! of thromboembolic events had been reported among close ta 5
million people vaccinated with COVID-19 Vaccine AstraZeneca in the European Economic Area.

o https://www.ema.europa.eu/en/news/covid-19-vaccine-astrazeneca-prac-investigating-cases-thromboembolic-events-vaccines-benefits
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AEFI classification

1. UfA3819899A%U (Vaccine product related reaction)
* 111579159 ( Non-serious) #3oNaT1ULALINIENFINITIASUIATU WULAUDY LU §101SUIRUIN LAISDU

USLIN2A 9300111510 drlugdiniinTunielu 1 - 2 Jundinisaningu
* S1eu33 (Serious) wulatiey Wi 9IN1TUNTULTS (anaphylaxis)
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Anaphylaxis

maunaunalsn

21MsLNULIITLALaUINLANTE (Anaphylaxis)
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https://www.allergy.or.th/2016/pdf/Thai CPG_Anaphylaxis 2017 Full version.pdfhttps://www.allergy.or.th/2016/pdf/Thai CPG Anaphylaxis 2017 Full version
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AEFI| classification

maunaunalsn

2. AUUNNIBIVD9IATY (Vaccine quality-defect-related reaction) — tinainnstasudagunlula
UINTFIUANUNAUNAUNN (read about the Cutter incident). |

JRSM

OURNAL OF THE ROYAL SOCIETY OF MEDICINE

POLIOMYELITIS
VACCINE

J R Soc Med. 2008 Mar; 99(3): 156. PMCID: PMC1383764

The Cutter Incident: How America's First Polio Vaccine Led to a Growing
Vaccine Crisis

Reviewed by Michael Fitzpatrick

= Author information = Copyright and License information  Disclaimer

In April 1955 more than 200 000 children i five Western and mid-Western USA states recerved a polio
vaccine in which the process of mactivating the live virus proved to be defective. Within days there were
reports of paralvsis and within a month the first mass vaccination programme against polio had to be
abandoned. Subsequent investigations revealed that the vaccine, manufactured by the California-based
family firm of Cutter Laboratories, had caused 40 000 cases of polio, leaving 200 children with varying

degrees of paralysis and killing 10

https://www.washingtonpost.com/history/2020/04/14/cutter-polio-vaccine-paralyzed-children-coronavirus/ . .
NHUNAILITEUULEN T2 TNesEUIn Nl sARnsa Na9TEUININeN



AEFI

3. aanuAaIARRUA UNSTRUSNNT AT
(Immunisation error-related reaction)
ANYINNITUSHITIANITHALIDNISIAIATU LYY NS
ANV ﬂ'rﬁm%auﬁvl,aigﬂéfaq NNSAARATD YiSBRA

B

https://vaccine-safety-training.org/immunization-error-related-
reaction.html#:~:text=Examples%200f%20immunization%20errors%20and
%20possible%20AEFIs&text=Reuse%200f%20disposable%20syringe%200r,

Contaminated%20vaccine%200r%20diluent.

classification

Examples of immunization errors and possible AEFIs

Non-sterile injection

= Reuse of disposable syringe or needle
leading to contamination of the vial,
especially in multi-dose vials,

= |mproperly sterilized syringe or neadle,

= Contaminated vaccine or diluent.

Reconstitution error

= |nadequate shaking of vaccine,

+ Reconstitution with incorrect diluent,

» Drug substituted for vaccine or diluent,
+ Reuse of reconstituted vaccine at

subsequent session.

Injection at incorrect site

« DTP/DT/TT too superficial,
= |njection into buttocks.

Vaccine transported/stored incorrectly

= Freezing vaccine during transport,

= Failure to keep vaccine in cold chain,
exposing to excessive heat or cold.

» Vaccination staff ignoring or not

becoming familiar with contraindications

for a vaccine.

* Local injection site reactions (e.g.,
abscess, swelling, cellulitis, induration),

= Blood-borne transmission of disease,
e.g., hepatitis B, HIV,
« [Death

= Local abcess,

= \accine ineffective”
muscle relaxants,

= Toxic shock syndrome,

« [eath.

+ Local reaction or abscess or other local
reaction,

+ Local reaction or abscess or other local
reaction,

= |ncreased local reaction from frozen
vaccine,
Ineffective vaccine ™

Avoidable severe reaction

NHUNAILITEUULEN T2 TNesEUIn Nl sARnsa Na9TEUININeN



AEFI| classification

4. AMUNANITIAUNIAAINIIAAIATY (Immunisation anxiety-related reaction)
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AEFI| classification

5. mﬁgnflsaﬁéfauﬁlu‘[ﬂaﬁ’uﬁg (Coincidental event)
wansaifiintulnglildfiananiadu viennanunaiaiedeusunisuins wiennisiing
Hummnmaisudtadaietulutisamdnislésuiadu wu dindulindaldsuiadu wideun
psranuInduainliidensen 1usu
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N15L015299 AEFI sussuuun® (Passive AEFI surveillance)
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N1515E 093N (Active AEFI surveillance)
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N15RNS2I9NLAY (Adverse Event of Special Interest: AESI)
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COVID-19 : AEFI Survelllance
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Anaphylaxis

Acute myocarditis, Acute Pericarditis

Acute Respiratory Distress Syndrome (ARDS)

Neurological involvement (Transverse myelitis, GBS, ADEM, Encephalitis, Bell palsy convulsion)
Serious immune mediated diseases: Kawasaki, Vasculitis

Hematologic: DVT, Pulmonary embolus, Stroke
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finansiawudu COVID-19
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Causality assessment algorithm
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https://www.who.int/vaccine_safety/publications/CausalityAssessmentAEFI_EN.pdf?ua=1

Active AEFI survelllance

seULLE15EI 95N (Active AEFI surveillance)
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1neus DCIR AEFI COVID-19 vaccine
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d Acute myocarditis, Acute Pericarditis
d Acute Respiratory Distress Syndrome (ARDS)

u Neurological involvement (Transverse myelitis, GBS, ADEM, Encephalitis, Bell’s palsy, convulsion)
[ Serious immune mediated diseases: Kawasaki, Vasculitis

d Anaphylaxis

u Hematologic: DVT, Pulmonary embolus, Stroke
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Acute Respiratory Distress Syndrome (ARDS)
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Vasculitis

Anaphylaxis

Hematologic: DVT, Pulmonary embolus, Stroke
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(Adverse Event of Special Interest, AESI)

nguaMsiienniisy T 1dua
> Acute myocarditis , Acute pericarditis
> Acute Respiratory Distress Syndrome: ARDS
> Neurological involvement
® Guillain Barre Syndrome (GBS)
® Transverse myelitis
® Acute disseminated encephalomyelitis
(ADEM)
® Encephalitis

® Bell’s palsy

#AANeITsnUInTuUNIali Tag NMuunaINITNAIAYLAzAnTI1NEITINUIATULATA

» Serious immune mediated
diseases e.g., Kawasaki
disease, Vasculitis

> Dermatologic: Single organ
cutaneous vasculitis

> Hematologic: DVT,
pulmonary embolism,

stroke

*COVID-19 VACCINES: SAFETY SURVEILLANCE MANUAL https://apps.who.int/iris/handle/10665/338400

https://epi.tghn.org/vaccine-development/vaccine-safety/
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https://apps.who.int/iris/handle/10665/338400

COVID-19 : AESI Survelllance

Prespecified AESI |

> Cardiologic: Acute myocarditis .
LNNE/NY1UA
> Respiratory: Acute Respiratory Distress
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COVID-19 : AESI Survelllance

1sa/ 9

2016

2017

2018

2019

2020

-Adult Respiratory Distress Syndrome (ARDS) 19 17 30 13 42 19 121
-Aseptic meningitis, meningitis unspecified 259 259 265 216 289 150 1,179
-Acute disseminated encephalomyelitis (ADEM) 12 15 10 12 13 11 61
-Meningoencephalitis (Encephalitis, myelitis and encephalomyelitis in other

diseases classified elsewhere) 7 7 6 7 9 9 38
-Acute transverse myelitis in demyelinating disease of central nervous system 60, 60, 55 63 62 ar 287
-Bell’s palsy 1291 1,247 1,463 1,291 1,509 1,030 6,540
-Guillain Barre Syndrome (GBS) 119 119 112 120 145 117 613
-Acute Pericarditis 27 23 32 27 34 27 143
-Acute myocarditis 29 31 37 29 28 11 136
-Arteritis, unspecified 159 84 135 197 227 159 802
-Allergic purpura, Allergic vasculitis 199 176 199 236 279 158 1,048
-Vasculitis limited to skin, not elsewhere classified 396 274 396 524 507 206 1,907
-Kawasaki 374 193 378 374 387 231 1,563
-ldiopathic thrombocytopenic purpura (ITP) 1568 1,568 1,708 1,517 1,640 1,255 7,688
-Chilblain-like lesions 4 4 2 5 5 2 18
-Cerebrovascular stroke 8001 8,001 7,841 7,863 12,049 8,337 44,091
-Deep vein thrombosis (DVT) 1576 1,507 1,877 1,576 1,880 1,267 8,107
-Pulmonary embolism 458 297 469 458 553 443 2,220
ciety 14528 13,882 15,015 14,528 19,658 13,507 76,590
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AEFI| surveillance for COVID-19 vaccine
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