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Ockovani a covid-19

Ockovani zpusobilo zasadni obrat v pandemii

18 miliont davek/7 miliont osob

Nikdy se v historii ockovani neaplikovalo tolik vakcin, Ockovani snizilo 3,5 x
tolika lidem a v tak kratkém case pocet umrti a pocet
ztracenych let zivota (YLL)
Nic ucinnéjsiho a lepsiho v prevenci covid-19 v CR o0 84-89 %*

nemame a nhebudeme mit

Ucinnost a bezpeénost se musi posuzovat na zakladé EBM
nikoli kazuistik a pribéh

*Dzlrova D. Vyhodnoceni vyznamu o¢kovani - Zachranéné a ztracené roky Zivota. Konference €LK O nemoci covid-19, 16.9.2022,
Praha. https://www.lkcr.cz/aktuality/100361cs-konference-clk-o-nemoci-covid-19; https://voutu.be/QFIxo3RjlIQ



https://youtu.be/QFIxo3RjIlQ
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Silné a jasné stanovisko WHO k ockovani

The mRNA COVID
vaccines are as
as other vaccin«

The mRNA vaccines cannot change
your DNA, they only deliver
information. The vaccines teach your
body how to make a protein that
triggers an immune response.

Getting vaccinated is a s:
way for you to develop

immunity against COVID-
than getting infected anc

COVID-19 is a life-threatening disease.
Don't risk your health. Get vaccinated
as soon as it's your turn.

RN,

World Health
Organization

COVID-19 vaccine
fact series

720 World Health
Organization

COVID-19 vaccine
fact series

22/03/2022
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** mRNA vakciny jsou
bezpecné

¢ Byt ockovany je
bezpecnéjsi nez spoléhat
na postinfekcni imunitu

+* Covid-19 vakciny jsou
ucinné proti delta a
omikron v prevenci
zavazného onemocnéni a
umrti

% Pribyva dlkazl, Ze déti

mohou byt bezpecné

ockovany

COVID-19 vaccines provide
strong protection against
serious illness and death
caused by Omicron

and Delta

:-. '
You can pretect yourself and others by get ated ' b v
and practicing other protective behaviours you guy & (Y »

3 - : v
do to avoid catching and spreading the %
risk of new variants emerging

< 

22/03/2022

rid Health
# Organization

There is growing
evidence that children
can be safely vaccinated
against COVID-19

COVID-1g vaccine
fact series

The risk of serious disease is low in healthy
adolescents and young children. Vaccinating
them is a lower priority than protecting health
workers, older adults, and adults and children
with underlying health conditions that increase
their risk of serious COVID-19.

22/03/2022

WHO. Vaccine facts. 13 April 2022.https://www.who.int/emergencies/diseases/novel-coronavirus-2019/covid-19-

vaccines/advice



6 soucasnych covid-19 vakcin

Bivalentni booster
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2020 Mirnaty (Pflzer); Spikevax (Moderna) ] > 5(6) let véku >5 let

29.1. j :
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Co nas ceka v ockovani proti covid-19?

® Fylogeneticky a evolucni vyvoj SARS-

T _‘I 1 1 1
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CoV2 Rychlé epidemiologické zmény SARS-CoV-2
® Sledovani ucinnosti a efektivnosti prien e e e pandeme
vakcinace v Case
® \/yresit preockovani a pocet booster ~ A o
davek
® \Vicevalentni vakciny — schvalené 1.9. et
e Upravy indikaci (déti, zdrava populace)
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® Kombinované vakciny

® Univerzalni vakciny




Age-Adjusted Rates of COVID-19-Associated Hospitalization by

Vaccination Status and Receipt of Booster Dose in Adults Ages 218 U Ei n n o St a efe ktivn OSt

Years, January 2021-June 2022
— benefit ockovanych versus neockovanych osob
C )

neotkovani USA (stav k ¢erven 2022)

ﬁ e Neockovani lidé 18+ let 4,6 x
vyssi pocet hospitalizaci /100
tisic nez ockovani alespon 1

bOOSter davkou Death Rates by Vaccination Status and Receipt of 1st and 2nd

o 2021 Apr 2021 o 2021 Oct 2021 Jan 2022 Apr 2022 e Neo é kova n é 0SO by >5 Iet Booster Dotses.Ar.nong People Ages 50+ Years April 3—-July 2, 2022
(25 U.S. Jurisdictions)

pulation @
e

Rate per 100000 population

—— ' mély 8x vyssi s covidem
Age-Adjusted Rates of COVID-19-Associated Deaths by asociovanou l.’l mrtnost v
Vaccination Status and Receipt of Booster Dose,* September 19 LAT X A . 6
2021 - July 2, 2022 (29 U.S. Jurisdictions) porovnva ni s ockova n,yml 3 50+ let 3 ]
m— Unvaccinated Vaccinated with primary series only Vaccinated with primary series and 1+ i a Ies po n 1 bOOSte r d aVkO u §' N:4OCkO‘\I,€E“
. a X VYSSi
0 g
, mren | e Osoby 50+ lets?2 boosterq g
S davkami mély 14x niZsi riziko |z
§ Delta . , 5+ Iet , , . ¢ ,
g : neotkovani umrti pro covid-19 ve )
8 7 s v 4 . E —
: srovnani s neotkovanymi a d
y 3x nizsi nez oc¢kovani 1 ’ May 2022 Jun 202
5 , Pasitive specimen collection date by start of week
E booster davkou
T ——— = Unvaccinated Primary series only === Primary series and 1 booster dose* =====Primary series and 2+ booster doses*
Nov 2021 Jan 2022 Mar 2022 May 2022

Positive specimen collection by start of week

CDC COVID Data Tracker. https://covid.cdc.gov/covid-data-tracker/#covidnet-hospitalizations-vaccination Accessed August 3, 2022



Pocet nové hospitalizovanych na JIP na 100 tis.

dané kategorie v populaci v daném dni

CR: Pocet nové hospitalizovanych s COVID-19 na JIP na 100tis. osob
v ockované a neockované populaci (populace 65+)
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7 denni prameér

Bez ockovani nebo nedokoncené ockovani
Ukoncené oCkovani — bez posilujici davky

Ukoncené ockovani — s posilujici davkou

Varianta Omikron

Zdroj: UZIS MZ, CR, 2022



Co vime o bivalentnich covid-19 vakcinach

O

e Covid-19 vakciny dosahuji vysoky stupen bezpecnosti pouziti

e Covid-19 vakciny poskytuji vysokou ochranu proti zavaznym formam nemoci

e Covid-19 booster davky vakciny zvysuji ochranu pred zavaznym prubéhem

(4 o/

omikron




Co nevime o bivalentnich covid-19 vakcinach

O

e Frekvenci myokarditid po bivalentnich vakcinach

e Miru narustu efektivnosti ockovani

e Délku ochrany




Efektivita covid-19 vakcin v dobé omikron

O

o Efektivita proti zavaznym prubéhim je stale vyssi a pretrvava déle nez proti
laboratorné potvrzené infekci

o Efektivita vdobé dominance BA.4/BA.5 je srovnatelna s efektivitou v dobé
BA.2

e 3. davka (preockovani) signifikantné zvysuje ochranu pred zavaznym
prubéhem ve vsech vékovych kategoriich a oslabuje pomaleji nez po 2
davkach

e 4. davka — proockovanost zatim mala a udaju neni dostatek

e Bivalentni vakcina — zejména s BA.4/BA.5 zvysi efektivitu a ochranny efekt
ockovani v soucasné epid dobé

Link-Gelles R. ACIP meeting 1 September 2022. CDC at: https://www.cdc.gov/vaccines/acip/meetings/slides-2022-09-01-02.html




Booster bivalentni vakciny- schvaleny EMA a EK

O

o Pfizer-BioNTech bivalentni booster s BA.1 nebo BA.4/5: 30 ug bivalent:
15 pg plvodni + 15 pug BA.1 nebo BA.4/5 pro 12+ let

e Moderna bivalentni booster davka s BA.1: 50 ug bivalent:
25 pg puvodni + 25 pg BA.1 pro 12+ let

e Minimalni interval 3 mésice od predchozi davky, 3 meésice od infekce
e ECDC&EMA (1.9.2022) — doporucuji pro

O prioritizace pro
seniory 60+ imunokompromitované rizikové chronicky nemocné pacienty
téhotné rezidenty socialnich zarizeni zdravotniky

o povoleno od 12 let véku




Imunogenicita bivalentni Moderna booster vakciny

O

All Participants No Prior Infection Prior Infection
3.8-fold 7.1-fold 4.4-fold 8.0-fold 2 5-fold 4.8-fold o
20,000 s e — = s rise 29 dnu po booster
‘ GMR: 1.78 GMR: 1.75 GMR: 1.90 ’ v
95% CI: 1,56, 2,04 95% CI: 149, 2.04 95% CI- 1.50, 2.40 7676 davce bYIO dosazeno
3886 HP
omicron 2070 - superiority u osob
Neutralizing 1933 1
Antibody 2,000 - 1473 18+ let jaks
IDS0 GMT )4 1 {
el prodeélanou infekci
sos tak bez predchozi
200 . infekce
Pre Day Pre Day Pre Day Pre Daw Pre Day Pre Day
Boost 29 Boost 29 Boost 29 Boost Boost 29 Boost 29
(N=367) (N =428) (N=260) (N= 334} (N = 08) (N = 94)

Chalkias et al. medRxiv 2022, doi: 10.1101/2022.06.24.22276703;
in press New Engl J Med

4t Dose 4™ Dose
mRNA-1273 mRMNA-1273.214

puvodni s BA.1

Chalkias S et al. A Bivalent Omicron-containing Booster Vaccine Against Covid-19 medRxiv preprint doi: https://doi.org/10.1101/2022.06.24.22276703



Imunogenicita bivalentni Pfizer booster vakciny u 55+ let

O

Participants WITHOUT Evidence of Infection up to 1 Month After First Study Vaccination

10.000 - mBA1 0OBAA4/5 . )
, BA.4/BA.5 response lower compared to BA.1 / Bivalentni BA.1

adaptovana Pfizer
vakcina aplikovana
jako 4. davka zvysila
neutralizacni
protilatky proti
omikron, vice proti
BA.1 nez BA.4/5

1,000

FFRNT,,

100 +

10 A

pivodni BNT162b2 30 ug sBA.1 Bivalent OMI BA.1 30 ug
n=17 n=13

FFRNT, fluorescent foci reduction neutralization test; LOD, Limit of Detection

CC-14

Swanson KA. Presented at: Vaccines and Related Biological Products Advisory Committee Meeting; 28 June 2022. https://www.fda.gov/media/159496/download. Accessed 28 June 2022.



Soucasné (aktualizace®) doporuéeni CVS k o¢kovani covid-19

O

25 mésicu*
Budoucnost doporuceni

> 3 mésice?®

Osoby ve véku 5-59 let
Déti 5-11 let 26 mésici #
Osoby ve véku 5 a vice let (dle schvdleni EMA a dop. CVS)

Posilovaci ddvka
Posilovaci ddvka u déti ve véku od 5 do 11 let
Posilovaci davka vakciny Comirnaty 10 mikrogramd muze byt podana u déti ve véku od 5 do 11 let
bez ohledu na predchozi pfeockovdni

intramuskularné za nejméné 6 mésicl po zakladnim ockovani

Osoby ve véku 60+ let a v riziku
24 mésicu*
> 3 mésice®

*EMA 23 mésice
*FDA 22 mésice

CVS Doporuceni 16.6. 2022: https://www.vakcinace.eu/data/files/downloads/doporuceni_cvs_4-davky_covid-1916_6_2022.pdf
Oliver S. ACIP Meeting 1 September 2022: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-09-01/08-COVID-Oliver-508.pdf




NEW CDC STUDY ON VACCINE EFFECTIVENESS
CDC studie z MARCH 11 - AUGUST 15

60 — 95% uéi nnost covid_lg va kc I'n 1h7.9.2'1’lpre\felréce = Johnson & Johnson's vaccine provides 71% protection
ospitalizaci 18+

= Pfizer's vaccine provided 88% protection

® Moderna's was 93% effective

Efficacy of COVID-19 vaccines in age and sex subgroups

Vaccine Table 2. Efficacies of main authorized vaccines in COVID-19 prevention.
|
Overall : @ Devel Trade N vacci Efficacy Preventing PCR-Confirmed COVID-  Efficacy Preventing Severe COVID-
| . leveloper rade Name dccine 19 19
| =" @ moderna
: b = BioNTech, Fosun Pharma and Ffizer Comirnaty ENT162b2 04-95% 75%
16!18 tO 55.’59 years Old I Astrazeneca Moderna COVID-19
: “ Modema Vacine MRNA-1273 94% 100%
anssen
1 o I University of Oxford and Vaxzevria ChAdOx1 nCoV-1 50-90% 100%
18 to 64 years old l —- AstraZeneca
|
50% : Janssen (Johnson and Johnson) Janssen CQWD_W Ad26.COV2.S 66-67% T7-85%
Vaccine
Health Canada '
>55/59 years old minimum threshold : Gamaleya Research Institute Sputnik V rA026-S ;nd rhdS- 91% 100%
to authorizea | —_—
vaccine foruse | =
>64 years old : - SENI?RI o )
I & * Chripka: po jedné davce 45-73 % dle véku
: * Pneumokokovy zapal plic: po jedné davce 89 % / 40 - 53 %
Male : e (PCV/PPSV)
= DETI
i * Cerny kasel: po 5 davkach 80 - 90 %
Female e P <A 9
: * Spalnicky: po dvou davkach 93 — 97 %
L= i CESTOVATELE
20 40 60 80 100 . ?Fiéni tyfus: po jedné davce za 1,5 roku 72%, za 3 roky 50%
- NE— * Zluta zimnice: po jedné davce za 10 dni 80-100%, za 30 dni 99%
How effective is the vaccine? (%) . S,
* Vzteklina: po 3 davkach 99 %
I

1.Pascual-Iglesias A, et al. An Overview of Vaccines against SARS-CoV-2 in the COVID-19 Pandemic Era. Pathogens. 2021 Aug 14;10(8):1030. doi: 10.3390/pathogens10081030. PMID: 34451494; 2.PMCID: PMC8402174; 2.Israeli MOH, Gertner Institute, Hebrew
university, 1 SEP 2021; 3.Beran J. Cim je G¢innost vakcin proti covid-19 ovliviiovana. Prezentace pro TK Mz, 22.2.2021; 4.Self WH, et al. Comparative Effectiveness of Moderna, Pfizer-BioNTech, and Janssen (Johnson & Johnson) Vaccines in Preventing COVID-
19 Hospitalizations Among Adults Without Immunocompromising Conditions — United States, March—August 2021. MMWR Morb Mortal Wkly Rep. ePub: 17 September 2021. DOI: http://dx.doi.org/10.15585/mmwr.mm7038elexternal icon



http://dx.doi.org/10.15585/mmwr.mm7038e1

Comirnaty
(BioNTech a Pfizer)

Bezpecnost vakcin (892 mil davek) v EU

-| Stav k 26. 6. 2022

649 000 000

davek podanych lidem v EU/EHP

848 204*
Hlaseni podezieni na neZadouci G&in
EU/EHP (viz www.adrreports.eu [2

* Hlasene pfipady se tykaji suspektnich

nezadoucich uginkd, tj. zdravotnich piiho
byly pozorovany po otkovani, ale které n
nutné souviset s vakcinou nebo ji zplisob

Spikevax
(Moderna)

- ( Vazné bezpecnostni problémy jsou extrémné vzacné

Stav k 26. 6. 2022

155 000 000

davek podanych lidem v EU/EHP

230 524%*
Hlageni podezieni na neZzadouci Ui
EU/EHP (viz www.adrreports.eu 2

* Hlasené pripady se tykaji suspektnich
nezadoucich G&inkd, tj. zdravotnich pFih
byly pozorovany po oCkovani, ale které
nutné souviset s vakcinou nebo ji zpliso

SUKL

« ,,Bezpecnostni profil vakcin proti covid-19 se podarilo poznat rychleji

neZ dosud u jinych LP“

Jcovden

0,28
%

(Janssen)

Stav k 26.06.2022

19 400 000

davek podanych lidem v EU/EHP

54 475%*
Hlaseni podezifeni na nezadouci Gcinky
EU/EHP (viz www.adrreports.eus )

* HlaSené piipady se tykaji suspektnich

nefadoucich G&inkd, tj. zdravotnich piihod,
byly pozorovany po ockovani, ale které nem
nutné souviset s vakcinou nebo ji zplsobit.

Vaxzevria

(AstraZeneca)

0,43

Stav k 26. 6. 2022 0

69 000 000

davek podanych lidem v EU/EHP

297 917*

Hlaseni podezifeni na neZzadouci 0¢
EU/EHP (viz www.adrreports.eu [2

* Hlasené pripady se tykaji suspekinich
neZddoucich aginkd, tj. zdravotnich pfih
byly pozorovany po ofkovani, ale které
nutné souviset s vakcinou nebo ji zplsq

* S soucasné dobé plati, Zze u mRNA vakcin pfinosy ockovani vyrazné

prevysuiji rizika vakcinace”

Nuvaxovid

(Novavax)
Stav k 26. 6. 2022

216 000

ddvek podanych lidem v EU/EHP

1 094*

Hldseni podezieni na neZadouci Ucinky v
EU/EHP (viz www.adrreports.eu? )

* Hlasené pripady se tykaji suspektnich
nezadoucich Gginkd, tj. zdravetnich pfihod, které
byly pozorovany po ofkovani, ale které nemusi
nutné souviset s vakcinou nebo ji zplsobit.

EMA. https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/safety-covid-19-vaccines



Bezpecnost booster mRNA vakcin (>123 mil davek) v USA
N

U.S. reports to VAERS following 15t and 2" mRNA COVID-19
booster vaccinations” (as of August 21, 2022)

Booster Total | Median Non-serious | Serious

dose reports | age n (%) n (%)

st
1%booster 153611 727 oyears  369(51) 348 (48) 723 (99) 4(1)
(5-11 years)

st

1%booster 4, 063616 64,265 S3years 21,841(34) 41,234(64) 57,048(89) 7,217 (11)
(212 years)
2" booster

20,145,400 12,619 68 years 4,556 (36) 7,973 (63) 11,895 (94) 724 (6)
(=250 years)

* Among persons receiving Pfizer-BioNTech dose 3: children ages 5-11 years vaccinated during May 17-August 21, 2022; children and adolescents ages 12-15 years vaccinated
during January 3—August 21, 2022, and ages 16—17 years vaccinated during December 9, 2021-August 21, 2022; adults ages 218 years vaccinated during September 22, 2021~
August 21, 2022. Among persons receiving Moderna dose 3: adults ages 218 years vaccinated during October 20, 2021-August 21, 2022. Among persons ages 250 years: dose 4
Pfizer-BioNTech or Moderna vaccine received during March 29-August 21, 2022.

* Doses of Pfizer-BioNTech dose 3 administered among children ages 5-11 years during June 16—August 18, 2022; children and adolescents ages 12—15 years during January 6—

August 18, 2022; adolescents ages 16-17 years during December 9, 2021-August 18, 2022; adults ages =18 years during September 22, 2021-August 18, 2022. Doses of Moderna
.|. dose 3 administered among adults ages 218 years during October 28, 2021-August 18, 2022. Among adults ages =50 years, 2" booster dose of Pfizer-BioNTech or Moderna

vaccine administered during March 28-=August 18, 2022.

VAERS *Sex was not reported in approximately 2% of reports.




Zaver

e Pfeockovani a aplikace booster davek zustava i v budoucnu nezbytna pro
posileni prevence onemocnéni covid-19
e Klinicka data (faze 2/3) jsou k dispozici

O bivalentni booster davka Pfizer i Moderna zvysSuje imunitni odpovéd u osob s primovakcinaci nebo
predchozim preockovanim (non-inferiority v odpovédi na puvodni varinatu a superiority na omikron)

O lokalni reaktogenita 4. davky bivalentni vakciny Moderna srovnatelna s 2. a 3. davkou, celkova nizsi nez
po 2. a 3. davce; Pfizer srovnatelna lokalni a celkova reaktogenita bivalentni vakciny u 55+

e Ocekavame Moderna bivalentni booster s BA.4/5
e Klinicka data k BA.4/5 zatim nejsou, ale budou!

e OCekavana schvaleni EMA

O Bivalentni Spikevax v rijnu 2022
O mMRNA pro déti 6m-11 let
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