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Asi: Kisi ve toplumu asi ile onlenebilir enfeksiyon hastaliklarina karsi korumaktir

Insanlik tarihinde hastalik, sakatlik , mortalite oranini etkileyen faktorlerlede 1.sira Temiz su kullanilabilirligi 2.SIra A§I

Asilama denilince : 80 baslari: Bitki asilamasi
Covid oncesi Cocuk asilama anlasilirken
T.C.Saglik Bakanligi 1985: Covid pandemisi erigkin asilama kavrami yerlesiyor iken
Haydi Buyukler Cocuklarinizi Asiya (Zeki Alasya & Metin Akpinar Yan etki bilgileri kafa kar|§t|rd|.
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Asl sonrasl istenmeyen yan etki sudrveyansi neden
gereklidir?

 Dokimante edilemediginde : gelisen istenmeyen etki, daha sonraki
asilamalari olumsuz etkiler

 Dokimante edilince: sorun ¢c6zimu ve gluven saglar

* Bazi vakalarda istenmeyen etkiler asinin kendisine, bazilarinda asinin

uygulanmasi sirasindaki hatalara bagli olabilecegi gibi cogunlukla da asi ya da
uygulama ile ilgisiz olabilir

Asi Sonrasi Istenmeyen Dedikodular kitlesel
Etkiler konusunda asilama

kaygilarin calismalarina zarar
koriiklenmesi verebilir




ASIE sisteminin temel amaci

Gelisen istenmeyen olgulari
* duzenli olarak izlemek
* analiz etmek

* tum verilerden gelen bilgi ile
asllama programinin
lyilestirilmesini saglamaktir.

ASI SONRASI ISTENMEYEN ETKI| BILDIRIM VE INCELEME FORMU

Bo form, as uygulanan bir Kiside, asp sonrast ortays gkan bilinen agp yan etkileri va da oy uygulamasaindan sonra
ortaya ¢han ve asva bagh oldufiu dasiinglen herbangi bir istenmeyen Obbi olay igin doldurulacaktir, Cipbi,
KUMELENME, TOPLUMDA KAYGI YA DA OLUMSUZ PROPAGANDA NEDENI OLAN DURUMLARDA
TELEFONLA ACILEN IL ASIE IZLEM SISTEMi SORUMLUSUNA BILDIRIM YAPILMALIDIR.
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Asl yan etki izleme sistemleri : Asi hizmet kalitesi ve asi giivenligi icin cok onemli
B e

Utkemizde “Agt Sonras lstenmeyen
Etki (ASIE) lzleme Sistemni™nin
Otmadigs ddias:

TC i [ THICHR
« ASIE: Asi Sonrasi istenmeyen Etki izleme — e
sistemi | N S
DSO

e AEFI : Adverse Events Following
Immunization

- coc VACSATC
* VAERS: Vaccine Advers Event Reporting
System
e VSD: Vaccine Safety Data
 V-Safe MABE&?;S
« ECDC e e | e

D( ;—vn ~termaten e Men 2 Nerrgocetes
= Betre ymPv—e

=2 fer afvncye evens afier e Yelew faver

* VACSATC: Vaccine Safety, Attitudes,
Training and Communication

 VAESCO: Vaccine Adverse Events
Monitoring and Communication



Ek 4. Saghk Personelinin ASIE ile Karsilastiginda Yapmasi Gerekenler

AST SONRAST ISTENMEYEN ETIIT 1le kargsilagilcdhiZinda |

Bu bildirimi zorunlu bir bir ASIE midir?

Hayr Evet

=Ailleyvibilgilendr
*Tecavi
onerilermde bulun
*Bildivim yvapimn

v

- Adaleyi bilazilenduy

- Hastanm tedavi=ina
baglat

- Gerekli 1se sevlk et

- ASTE Valea

Inceleme ve
Bilchirum Formunu
doldur ve ginder

- Telefonlall ASIE
Izlem Sorumlusu'na
24 =aat 1ginde haber
ver *

*ASTE valaz ciddi bir 1bbi olay. kiimelenme va da toplum da ciddi kay gz va da
olumsuz propaganda necdeni olan bir durum 1ze acil olarak Il ASTE 1zlem zorum lusuna
haber vereceltir.



Asi Sonras! Istenmeyen Etki (ASIE) Nedir?

. ;AI§| sonrasi ortayl?. g.lkancj ASIE Gruplamasi
llinen asi yan etkisl ya da . .
aglya bag§I| oldugu Asl yan etkisi

dustnilen herhangi bir e asinin icerdigi bilesenlere bagl
istenmeyen tibbi olay” * Program uygulama hatasi
* Agl sonrasi istenmeyen * asinin hazirlanmasi
etkilerin tanisi konurken * dagitimi
oncelikle diger nedenler * uygulanmasi sirasinda
Ekarte edllmend"'! ° Rastlan“sal
. afllamadan sonra ortaya ¢ikan ama aslya bagl
olmayan

Enjeksiyon reaksiyonu
 anksiyete veya agri/kizariklk

Bilinmeyen



ASIE Izlem Sisteminde Bildirilmesi Istenen Durumlar : Olgu tanimlari

Lokal Reaksiyonlar

Asidan sonra 48 saat iginde
ortaya ¢ikan

Ciddi Lokal Reaksiyon

Asidan sonra 2-7 gun iginde
ortaya ¢ikan

Enjeksiyon yerinde
apse (Bakteriyel/steril)

Asidan sonra 2 hafta — 6 ay
icinde ortaya gikan

Lenfadenit

Asinin yanhs hazirlanmasi

Kullanilmadan once yeterince ¢alkalanmamasi

Yanlis sulandirici kullaniimasi

Asi ya da sulandiricinin yerine baska madde (ila¢) kullaniima:
Yanlis yere enjeksiyon

BCG asisinin intradermal yerine subkitan uygulanmasi
Toksoid asilarin subkiitanuygulanmasi



Sinir Sistemi ile ligili Istenmeyen Etkiler

3. Diger Istenmeyen Etkiler

OPA'dan sonra 4-30 gun (temaslilarda
4 -75 gun) iginde ortaya ¢ikan

Paralitik poliomiyelit

Asidan sonra 1 saat icinde ortaya ¢ikan

Anaflaksi

Asidan sonra birkag saat iginde ortaya
gikan

Toksik $Sok Sendromu

Kizamik bilesenli agilar takiben 5-12
gun, DaBT-IPA-Hib, KPA agilarini
takiben 72 saat iginde ortaya gikan

Konvdilsiyon

Asidan sonra 4 saal iginde ortaya gikan
(deri bulgulan daha ge¢ gorilebilir)

Akut allerjik reaksiyonlar

Kizamik bilesenli agilan takiben 5-15
gun iginde ortaya gikan

Ensefalopati/Ensefalit

DaBT-IPA-Hib agisindan sonra 24 saat
icinde ortaya cikan

Hipotonik-hiporesponsif atak

DaBT-IPA-Hib agisini takiben 7 giin
icinde ortaya cikan

Ensefalopati

Tetanoz bilesenli agilardan sonra 2-28
lqun iginde ortaya ¢ikan

Brakial Nevrit

Asidan sonra 0-6 hafta iginde ortaya
gikan

Diger paraliziler

Kabakulak bilesenli agilari takiben 15-
21 gun iginde ortaya gikan

Aseptik menenjit

Asidan sonra 1 hafia icinde ortaya ¢ikan | Sepsis

Kizamikgik bilegenli agilarlardan sonra 1- Artrit

3 hafta iginde ortaya gikan

Kizamik bilesgenli agilardan sonra 1-6

hafia iginde ortaya ¢ikan Tromoosiiopent
DaBT-IPA-Hib asisindan sonra 24 saat .

icinde ortaya ¢ikan A= B
S%?,:Z:ir:an SCOiA T~ T apiende Yaygin BCG enfeksiyonu
BCG agisindan sonra 1-12 ay iginde BCG Osteiti

ortaya cikan




Ciddi ve hayati tehdit eden yan etki

* Olim

* Hastaneye yatis ihtiyaci /cerrahi girisim ihtiyaci veya yatisin uzamasi

* Gelisen yan etkiye bagli cerrahi islem geregi

e Kalici veya oneml idlizeyde normal hayat islerinin uygulanmasinda bozulma

Konjenital anomali gelisimi

* Hem erigkin hem de ¢ocukda : Coklu Sistem inflamatuvar sendrom
(MIS)gelisimi

* Miyokardit olgulari

* Perikardit olgulari



VAEm Vicone Adwse et ot Sy

VAEB Vaccine Adverse Event Reporting System
WWW.vaers, his.gov

About VAERS Report an Adverse Event VAERS Data ‘ v Submit Follow-Up Information
o
Completion Status Report an Adverse Event - Patient Information Instructions | en Espadol

Patient Information Note: Fields marked with an * are essential and should be completed.

Reporter Information ltem1 ©

Facility Information

ol Patient first name: Patient last name:

Vaccine Information

Additional Information Street address;
VAERS ——

City; State: County:
| I Select State v
LT e Zip code: Phone: Emall;
T
[tem2 © Item3 ©

[ ——— ]

* Date of birth @ mmiddiyyy or | mmiyyyy) * Sex:



e 2020 den-devam ediyor

CDC nin “V-Safe” programi

e COVID-19 asilarinin erken ileri donem glivenlik verilerinin takibi

e COVID-19 asisi olanlara kisa mesaj ve cevrimici anketleri le gonulli
bir akill telefon tabanli takip programi

e 10.1 million katilimci / 151 million saglik takibi

23

Get vaccinated.
Get your smartphone.
Get started with v-safe.

Use your smartphone

1o tell CDC about any

side effects after gatting

the COVID-19 vaccine.
You'll also get remindars

if you need a second

vaocine dose. Il

When you get yout
COVID-19 vaceination, ask
your healthcare provider
about getting started
with w-safe

Learn more about v-safe
www.cdc.gov/vsafe

April 2021

June 2021

August 2021 July 2022

P NEW ENGEAND JOURNAL of MEDICINE

Preliminary Findings of mANA Covide1
Vaceine Safety in Pregnant Penvons

mmmmmm
of A Based COMIMY Vaccines

#1/0pen

OMO-1 Vacne Sy b Adfeicanty Aged 13-1) e~ Reocogemctof Sufaneos CONIHS mNA B
Listed Sates Dot 14, 2020- iy 16,2021 ] el Vacrvation nhe 1

'V-safe identifes pregnant peaple for enrollment in Vaccine Pregnancy Regictry | COC

https:// www.cdc.gov/vsafe



VSD (Vaccine Safety Data): Asi GUvenligi Ver:
Takip sistemi

* 1990 yilindan bu yana veri toplama izleme

 Amaci: Toplumlarin asi glivenligi sorulari Gzerine arastirmalar yuriatmek.
Tibbi literatlirdeki soru veya endiselerden veya Asi Yan Etki Bildirim Sistemi
(VAERS) gibi diger asi giivenligi sistemlerinden asi glivenligi calismalari
yariatmek.

* Asilama sonrasi nadir ve ciddi yan etki verilerini EHR (Elektronic Health
Record ) toplayip asi gluivenligi ile ilgili gercek zamanliya yakin
monitorizasyon yapip epidemiyolojik sonuclari toplar

* FDA yeni asilari ruhsatlandirdiginda veya yeni asi 6nerileri oldugunda olasi
nadir ve ciddi yan etki takiplerinde bu datalardan yararlanur.

e CDC Asilama Uygulamalari Danisma Komitesi'ne (ACIP) data akisi saglar.
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The Ambivalence of Post COVID-19 Vaccination Responses

in Humans

Radha Gopalaswamy ', Vivekanandhan Aravindhan 2

COVID-19 asilari Faz 3 ve Faz 4 ¢alismalarini
tamamlayamadan acil kullanim onayi .

Her ne kadar hastalik yiku acil kullanim onayi ile,
morbidite ve mortalite vs yonuinde tartismasiz
fayda vermis ve vermektedir:

* Bildirilen yan etki strecleri ambivalans olusturmakta

Asi tipi, ga§ cinsiyet, genetik faktor, immun yanit
ve ko-morbitidelerine gore takip plani
olusturulmus ve halen de devam ediyor

Adverse etki: otoimmun ve inflamatuvar yanitlar,
kardiyak, hematolojik norolojik ve fizyolojik
disfonksiyon olarak ortaya ¢ikan inflamatuvar
yanitlar olarak derlenmis.

Sik yan etki :hafif ve orta diizeyde asiI yerinde agri
ates, halsizlik bas agrisi
Ciddi yan etki

* anaflaksi

* Kardiyomiyopati : genc erkek yas

and Selvakumar Subbian **

Key Immune Responses

f to COVID-19 Vaccine w

Immediate
Hypersensitivity

|

» Allergic Reactions

Delayed-type
Hypersensitivity

'

o Adverse effects

* Anaphylaxis <

}

Rapid Immune Response

» Classical-IlgE mediated Mast
cell/Basophil activation

» Alternate and non-classical
Immune activation

L L L

¥ « Severe adverse effects

|

Auto Immune Response
Molecular mimicry

Bystander cell activation

Epitope spreading
Adjuvant-mediated autoimmunity

Biomolecules 2024, 14, 1320
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Table 2. Description of various adverse effects post-COVID-19 vaccination.

Clinical Presentation ;‘:ﬁ:ﬁ Predominant Vaccine Type Age of Onset Time of Onset Diagnosis Treatment
Anaphylaxis 10/million vaccinated 1. Janssen Ad26.COVZ 18-54 years 15-30 min Biood pressure, oxygen Postural changes, fuid
Multi-ozgan involvement essentially people 2. Oxford-AstraZeneca predominantly saturation, and dinical intake hreathing exercises,
comprises symptoms like hypotension, ChAdOx1-5 presentation and intravenous
vomiting or abdominal pain, 3. Pfizer-BioNTech admmtrazm of
convulsions, bronchospasm, or BNT162b2
laryngeal involvement 4. Modema mRNA-1273 mmms

s required
Myuocarditis/Pericarditis 3-50/ miliion 1.Phizer-BicNTech 18-64 years; Within 7 days post I Cardiac enzymes cxm Nor-inflammatory
Predominantly heart inflammation vaccinated people after  BNT162b2 predominantly reported  dose with or without anti-inflammatory steroids;
namely myocarditis, pericarditis, Odese 2. Moderna mRNA-1273 in 18-29 years kinase /CK-MB), corticosteroids; and
myopericarditis 3. Janssen Ad26. COVZ inflammatory markerslike  colchicine
4. Oxford- AstraZeneca CRP, ESR or hormones like
ChAdOx1-S brain natsinretic
(BNP).CXR: ECG; CT or
MRI of the heart;
Endomyocardial biopsy
(EMB)
Vaccine-Induced Immune 0.2-20/ million 1. Janssen Ad26.COV2 18-59 years; mean ageof By 442 post [ dose Complete blood count, Anticoagulants,
Thrombocytopenia vaccinated people after 2. Oxford- AstraZeneca 4548 blood smear, D-dimerand  intravenous
Thrombosis or vaccine-assoclated I dose ChAdOx1-S levels, activated  immune globulin {IVIG),
thrombesis with thrombocytopenia 2-3/million pann! thromboplastin time,  corticosteroids, and
syndrome vaccinated le after mbin time, and  ta thera
: e 1T dose R \mI/CfandUSGo{the L Py e
chest/abdomen/brain
Miller Fisher Syndrome Rare L. Plizer-BioNTech 14-84 years; Medianage = 7—$2dayspostlorll CSF analysis; MRIofbrain ~ IVIG
Ataxia, ophthalmoplegia, areflexia and BNT162b2 of 64 vears and spine; nerve
diplopia 2. Oxford-AstraZeneca conduction studies;
ChAdOx1-S electromyography
Myasthenia Gravis Rare 1. Pfizer-BioNTech 13-91 years; Medianage  1-28dayspostlorll Serum AchR and MuSX Oral oz IV dose of
Slurred speech, diplopia, binocular BNT162b2 of 64 vears antibodies; MR! or CT of Pyridostigmine, plasma
diplopia, bilateral ptosis, dysarthria 2. Oxford-AstraZeneca the brain; exchange, and IVIG
and genera! muscle weakness ChAdOx1-5 electromyography
3. Modema mRNA-1273
Guillain-Barre Syndrome 1-10/ million L. Oxford- AstraZeneca 12-86 years; 142 post [ dese CSF analysis; MRI of brain ~ IVIG; plasma exchange;
Limb weakness (proximal and distal), vaccinated people after  ChAdOx1-S prednuunant!) 50-55 and spine; nerve ozal steroids;
facial nerve palsy, areflexia, acute Idose 2. Janssen Ad26.COV2 conduction studies; anti-convulsants;
inflammatory demyelinating 3. Plizer-BioNTech electromyography interleukin-6 blockers
potymuropa!hy (AIDP), dysesthesias, BNT162b2 {(tocilizumab),
decreased deep tendon reflexes, 4. Moderna mRNA-1273
paresthesia

Rinmonlecriilec 2024 14 1200



Table 2. Cont.

Clinical Presentation :,"n‘;‘:f:n‘g Predominant Vaccine Type Age of Onset Time of Onset Diagnosis Treatment
Demyelinating Diseases Rare L. Plizer-BioNTech 19-78 years 8-35dayspost Ll or CSF for protein levels, IVMPT, IVIG, plasma
Headache, low-grade fever, chills, hmb BNT162b2 Median age of 40 years III dose y detection in exchange, and oral
pain, muscle weakness, diplopia, 2. Oxford-AstraZeneca serum or CSF for OCBs, corticosteroids
paresthesia, paraparesis, blurry vision, ChAdOx1-S NMO MOG antibodies;
and progressive quadriparesis 3. Modema mRNA-1273 MRI of the brain or spine

4. Sinopharm Covilo and evoke potential

estimation

Bell’s Pals Rare L. Pfizer-B:oNTech 20-79 years 142 days Iorll CT and MRI of the brain, Oral oz IV corticosteroids
Facial w , dysarthria, BNT162b2 Median age of 49 years dose, v [ dose electromyography and including prednisone or
lagophthalmos, dysgeusia, dribbling, 2. Oxford-AstraZeneca nerve ion studies methyiprednisone,
drooling and overall facial paralysis ChAdOx1-S antivirals, IVIG, and

3. Moderma mRNA-1273 plasma exchange

4. Sinovac Coronavac

5. Gameleya Sputnik
Autoimmune Encephalitis Rare L. Oxford-AstraZeneca 12-82 years; Medianage  1-30dayspostlorll CSF analysis for pleocytosis Methyiprednisone—oral or
Headache, altered mental status, ChAdOX1-S of 40 years dose and elevated protein levels; IV
aphasia, behavioral changes, confusion, 2. Plizer-BioNTech CT and MRI of the brain
loss of attention and concentration, BNT162b2
dysarthria, and seizures 3. Moderma mRNA-1273
Small Fiber Neuropathy Rare 1. Pfizer-BioNTech 22-66 years 1-10days postIor 11 Quantitative sensory IVIG and steroids
Weakness, gait disturbances, BNT162b2 dose (mostly) testing and nerve
dysesthesla, palpitations, paresthesia, 2. Moderma mRNA-1273 conduction studies

and dysphagia

Biomolecules 2024, 14, 1320
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Systematic Review

Cardiac Adverse Events after Vaccination—A Systematic Review

Kanak Parmar 1-*, Sai Subramanyam 2, Gaspar Del Rio-Pertuz 177, Pooja Sethi ? and Erwin Argueta-Sosa 3

» 1990-2018 arasi VAERS data analizi (COVID-19 Oncesi )
Miyokardit gelisen olgular

* 19-49 yas arasi

* %90 1 erkek

* Semptom baslama zamani: asilamadan 8-14 gin
* Olusma Sikhgina gore asi : Cicek, antraks, tifo, inaktive influenza

* Daha seyrek olarak rapor edilen diger kardiyak yan etki:
 HBV, Zona, HAV, Varisella , H.infuenza, Polio ve Pnomokok



Aslya bagli kardiyomiyopati:

Taninin dizgln tanimlanmasi 6neml

* Cok nadir * European Society of Cardiology
 Olgular hafif tip ve kisa sure sonra (ESC.) =Inf|amat.uvar
diizelmis kardiyomiyopatiler 4 grup:
. Ackeri de cicek . @nflamasyon negatif virls negatif
SKErt personelde ¢lcek aslisina * Inflamasyon pozitif virus negatif :
karsi toplu agilama sonrasi asiya bagh kardiyomiyopati
tammlanm.@ | * inflamasyon negatif viris pozitif
* 2002 de insidans %0,08 /1000 as! * inflamasyon pozitif, viriis pozitif

dan 0,11/1000 asI

e Covid-1 ariile ilgili 1.7
Covid 9a§ . €lig / Raporlanmada farkindalik artisi

110001000 Bu nedenle asi kararsizligina gerek olmadigi ancak siiphe varliginda
e Viral grup: 10_22/100,000 takip ve raporlanmanin gecikmeden yapilmasi 6nemli

Husby et al



Marbidity and Mortality \Weekly Report

Use of mRNA COVID-19 Vaccine After Reports of Myocarditis
Among Vaccine Recipients: Update from the Advisory Committee on
Immunization Practices — United States, June 2021
US Degartment of Health and Human ServicediCentars for Diseste Control and Presention MMWR 5 July 9, 2021 £ val. 70 S Mo 27

ABD de Haziran 2021 e kadar ortalama 296 milyon doz mRNA COVID-19
uygulanmis (Pfizer-BioNTech ile Moderna COVID-19 asi tipi)

* Miyokardit 1,226 adet raporlanmis

e Ortalama yas 26 yas (range = 12—-94 yas)
 Semptom baslama: ortalama 3 giin sonra (range = 0-179 giin )

* Halen uzun donem etkileri takip ediliyor (1 yili gecen dénemsel )



Marbidity and Mortality \Weekly Report

Use of mRNA COVID-19 Vaccine After Reports of Myocarditis
Among Vaccine Recipients: Update from the Advisory Committee on

o : : Summary
Immunization Practices — United States, June 2021
What is already known about this topic?
TABLE 2. Individual-level estimated number of COVID-19 cases and COVID-19-associated hospitalizations, intensive care unit admissions, and An elevated risk for myocarditis among mANA COVID-19 vaccinees
deaths prevented after use of 2-dose mRNA COVID-19 vaccine for 120 days and number of myocarditis cases expected per million second hias been observed, particularly In males aged 12-29 years.
mRNA vaccine doses administered, by sex and age group* — United States, 2021 :
T What is added by this report?

No. per million vaccine doses administered in each age group (yrs)*

On June 23, 2021, the Advisory Committee on Immunization

Sex/Benefits and harms from mRNA vaccination 12-29 12-17 18-24 25-29 230 concluded that the benefits of COVID-19 vaccination
Male Practices ’

Benefit to Individual persons and at the population leve! clearly
COVID-19 cases preventedS 11,000 5,700 12,100 15,200 15,300 outweighed the risks of myocarditis after vaccination,
Hospitalizations prevented 560 215 530 936 4,598 : :

ICU admissions prevented 138 71 127 215 1,242 What are the Imp"awns for pubﬁc heaith pracncel

Deaths prevented 6 2 3 13 700 Continued use of mANA COVID-19 vaccines in all recommended
Harms — roups will prevent morbldity and mortality from COVID-19
Myocarditis cases expected” 39-47 56-69 45-56 15-18 3-4 ﬁgar e:;ed the number o:?;?es of mm’;yms mﬁd '
Female '
L Infarmation regarding the risk for myocarditts with mRNA
COVID-19 cases preventedS 12,500 8,500 14,300 14,700 14,900 COVID-19 vaccines should be disseminated to providers to
Hospitalizations prevented 922 183 1,127 1,459 3,484 share with vaccine redplmts.

ICU admissions prevented 73 38 93 87 707

Deaths prevented 6 1 13 4 347

Harm

Myocarditis cases expected? 4-5 8-10 4-5 2 1

Abbreviations: ICU = intensive care unit; VAERS = Vaccine Adverse Event Reporting System.

* This analysis evaluated direct benefits and harms, per million second doses of mRNA COVID-19 vaccine given in each age group, over 120 days. The numbers of
events per million persons aged 12-29 years are the averages of numbers per million persons aged 12-17 years, 18-24 years, and 25-29 years.

T Receipt of 2 doses of mMRNA COVID-19 vaccine, compared with no vaccination.

§ Case numbers have been rounded to the nearest hundred.

9 Ranges calculated as +10% of crude VAERS reporting rates. Estimates include cases of myocarditis, pericarditis, and myopericarditis.
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Incidence and clinical characteristics of adverse neurological events and
stroke-like syndrome associated with immune stress-related response after Tablﬂ

COVID-19 vaccination in 2021 from Thailand

Wikawee Sirisuk *, Wasithep Limvorapitak *, Praween Lolekha *, Kanthida Methaset ',

Incdence of adverse vents following COVID-1Y immunizaton,

Kongkiat Kulkantrakorn ™’

BNT16202

[~

CoronaVach [Tl

e 2021 yili 1 Mart-30 Eylul arasi : Mmbr % Mm% Nmbr

245,799 asi dozu uygulanmis

Total vaceinated 246,404 13,59 199515 )

* Viral vektor asiSI =chadox-1nCov-19 A<l b 0 44 3
inaktive ve mRNA asilarina gére daha fazla Total vaceineted adult 579 00 422 1000 194 100 3106 1000
raporlanmis Total AEFls eported 19650 088 M6 156 %0 1w 30
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related response): Stroke Newolgie ymptons (oot o AE) RN 246 7 I I 1R T N 11

benzeri tablo e i W W m w7 s
* hafif ve orta diizeyde MWeknes 1656 . 16t bl g 59 14 60
* 30 giin icinde diizelmis Ninbnes s

Neurologic AEH requiring medicalatenton



Clinical Neurology and Neurosurgery

ELSEVIER

Journal homepage: wvew, alamviur. oM oLV Ein e
Al [nactivated virs ChadOx-1 nCoV-19 BNT162b2
vaccines vaccines vaccine N=2
N=119 N =26 N =91 Incidence and clinical characteristics of adverse neurological events and

stroke-like syndrome associated with immune stress-related response after

COVID-19 vaccination in 2021 from Thailand
Wikawee Sirisuk *, Wasithep Limvorapitak *, Praween Lolekha *, Kanthida Methaset ',

Ko-morbidite: DM HT, Dislipidemi

Kongkiat Kulkantrakorn ™
Table 2
Baseline characteristics of patients with neurological AEFls.
Characteristics All vaccines Inactivated virus vaccines ChAdOx-1 nCoV-19 vaccine BNT162b2 P-value
N=119 N=26 N=91 N=2
Median age (range) - years 48 (18-98) 41 (21-66) 52 (18-86) 90 (81-98)  0.007
Age group 0.041
18-49 years 60 (50.4) 18 (69.2) 42 (46.2) 4]
> 50 years 59 (49.6) 8 (30.8) 49 (53.8) 2(100)
Female sex 82 (68.9) 19 (73.1) 62 (68.1) 1({50.0) 0.669
Median bone mass index (range) - kg/m* 248 25.5 24.0 313 0.292
(16.4-33.2) (16.4-34.2) (17.3-33.3)

History of laboratory confirm COVID-19 at any time before vaccination 1(0.9) [} 1(L1) 0 1.000
Hypertension 33(27.7) 3(11.5) 28 (30.8) 2(100.0) 0.011
Diabetes mellitus 19 (16.0) 2(7.7) 16 (17.6) 1({50.0) 0171
Dyslipidemia 40(33.6) 7 (26.9) 32(35.2) 1(50.0) 0.678
Coronary artery disease 2(1.7) ] 2(22) 0 1.000
Atrial fibrillation/flutter 3(2.5) 0 3(3.3) 0 1.000
New onset atrial fibrillation 2(L.7) 0 o 2{100) < 0.001
Valvular heart diseases 1(0.9) ] 1(L1) o 1.000
History of ischemic stroke 6{5.0) 1(3.8) 5(5.5) o 1.000
History of intracranial hemorrhage 1{0.9) 0 1(1L1) (¥ 1.000
Migraine 4(3.4) 1(3.8) 3{33) o 1.000
Psychiatric disease 6(5.0) 2(7.7) 4(4.4) 0 0.650
Current smoking (N = 76) 1(1.3) 0 1(1.6) 0 1.000
Current alcohol drinking (N = 75) 1(1.3) 0 1(1.6) 0 1.000
Medications
- Aspirin 8(6.7) 1(3.8) 6 (6.6) 1(50.0) 0.184
- Clopidogrel 2(1.7) 0 2(22) 0 1.000
- Anticoagulants 1(0.9) 0 1(L1) 0 1.000
- Antihypertensive drugs 24(20.2) 2(7.7) 21 (23.1) 1 (50.0) 0272
- Antidiabetic drugs 18 (15.1) 2077 15 (16.5) 1(50.0) 0.368
- NSAIDs 8(6.7) 1(3.8) 7(2.7) 4] 0.844
Median baseline modified Rankin scale (range) 0(0-5) 0 (0-0) 0(0-5) 3(1-5) < 0.001
Vaccination number 18 (69.2) 85 (93.4) 2(100.0) 0.009

- First dose 8(30.8) 5(5.5) o

- Second dose 0 1{1.1) o

- Third dose
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Coronavirus Disease 2019 (CoVvID-19) Vaccine

Safety

Ciddi yan etki : Nadir
Anaflaksi : 5 olgu/1 milyon

Guillain-Barré sendromu: immun sistemin sinirlere yaptig|
hasara baglh kas gl¢sizligiinden- bazenparaliziye giden tablo

* J&J/lanssen COVID-19ilk dozdan 21 giin sonra Pfizer-BioNTech
or Moderna (mRNA) COVID-19 asilarina gore 21kat fazla olgu

* Mayis 2023 den bu yana ACIP Pfizer-BionTech veya Moderna
asilarini oneriyor. (Asi Mayis 2023 den beri bulunmuyor)
Trombositopeni Sendromu ile seyreden Tromboz (TTS):

* 4 olgu/1 milyon doz=, 30-49 yas Kadin. Olgulara J&J/Janssen
asisi sonrasl saptanmis Reports of deaths

ﬁlﬁm: astlamalardan sonra gelisen 6limler net degil halen
takip altinda

* Covid-19 asilamadan sonra 6lim raporlama nedeni olabilecek
faktorler: FDA agilama takip siresinde her tlrli 6limin
raporlanmasini istedigi icin

*  Toplumun COVID-19 asilari ile ilgili farkindalik artisi

* Verilerin incelenmesi Covid 19 asisina baglh 6lim riskinin non
Covid nedenlere bagh artisinin olmadigi

* Covid 19 asisi olmayanlarin Covid-19 afllananlara gore Covid-
19 a bagh hastalikdan dolayi 6lim oranlari daha fazla

What do | need to know about
Johnson & Johnson's Janssen COVID-19

Vaccine (J&J/Janssen) now?

There is a risk of a rare but serious condition involving blood
clots and low platelets in people after receiving the J&)/Janssen
COVID-15Vaccine. This risk fs very low.

This problem is rare and happened in about 7 per 1
million vacdnated women between 18 and 49 years old.

For women 50 years and older and men of any age, this problem
& even more rare.

This problem has not been linked to the other two COYID-19
vaccines (Pfizer-BioNTech and Modemna).



AsiI GUvenligi Veri data baglantisi (VSD), 2023-2024
sezonu boyunca mRNA COVID-19 asilari icin
saptanan yan etki uyarisi:

- Guillain-Barré sendromu (GBS)
e Pfizer COVID-19 asisi sonras 1265 yas lGzerinde

* Daha onceki yil mRNA asilarinda ne VSD ne de diger sistemlerde bu bulguya
rastlanmamais.

* Bu nedenle toplumda saptanan bu bulgunun gercgek riski yansitip yansitmadigi heniiz ne degil

. Gerﬁek bir risk varsa, milyon doz basina 4,1'lik tahmini artis olabilecek GBS olgularin diger
eriskin asilar icin de dnceki tahminlere bezer oranda oldugu belirtiimektedir
* influenza : 1-2 olgu/milyon doz
* Rekombinan Zoster asisi: 3-6 olgu /milyon doz
* RSV asisi 1-2 olgu /milyon doz

INME:

 Moderna (265 yas) ve Pfizer bivalan asi (50-64 yas ) 2022-2023 donemi asilama sonrasi
inme datasinda VSD istatiksel artis uyarisi almis

* Ancak eldeki takip verileriinme ile ilgili net ve istikrarli veri saptamamis



SONUC : Daha baska yan etki 2023-2024 dénemi COVID-19 asilari icin raporlanmamis.
Hastaliga bagl gelisen komplikasyonlarin asi yan etkisine gore cok daha ciddi
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