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Obsah prezentace

% Hlageni NU na covid-19 vakciny — pfehled pro obdobi 12/2020 — 04/2022
% Hlageni NU v dobé covidu-19 — co nds naucila (zmé&ny postupl i organizace prace)

"~ Pokyny EMA souvisejici s hlasenim na covid-19 vakciny (ve spolupraci s NCAs) —
presahujici i k ostatnim (ne-covid) LP

%, Co dal — pouceni do budoucna, nové naroky na komunikaci
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Seznam pouzitych zkratek

CZ - &esky, Cesko

db - databaze

EMA — Evropska agentura pro lécivé pripravky

EV — EudraVigilance

FU — follow-up, hlaseni s naslednym doplnénim informaci

FV — farmakovigilance, farmakovigilancni

HCP — healthcare professional — pracovnik ve zdravotnictvi (se zdravotnickym vzdélanim)

ICSR — Individual Case Safety Report, hldseni nezddouciho ucinku Ié¢ivého pripravku (vztazené k jednotlivému pacientovi)
L1-L5 — Level 1 aZ Level 5 — mira priority

LLT — lowest level term v MedDRA terminologii

LP — IéCivy pripravek

MAH — Marketing Authorisation Holder (drzitel rozhodnuti o registraci LP)

MedDRA — Medical Dictionary for Regulatory Activities, odborna Iékafskd terminologie, sou¢ast 1SO standardu pro hlaseni NU
MS — member state (v Evropské unii)

MZ — Ministerstvo zdravotnictvi

NA — not applicable

NU — nezadouci Géinek

PhV BT — Pharmacovigilance Business Team (expertni skupina pfi EMA)

SmPC — summary of product characteristics

SUKL — Statni Gstav pro kontrolu |é&iv
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Vakciny proti covid-19 — jak prichazely

Nazev vakciny
Comirnaty

Covid-19 Vaccine Moderna
Covid-19 Vaccine AstraZeneca

Covid-19 Vaccine Janssen

Nuvaxovid
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Datum udeéleni podminecné
registrace

21.12.2020
06.01.2021

29.01.2021

11.03.2021

20.12.2021

Novy obchodni nazev

NA
Spikevax od 23.6.2021
Vaxzevria od 31.3.2021

Jcovden od 28.4.2022

NA

10.06.2022
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Covidova léta 2020, 2021, 2022 (do 04/2022)

%, Srovnani poctu hlaseni

Pocty hlaseni 2020, 2021, 2022
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Statistika hlaseni v obdobi (12/2020 - 04/2022)

"~ Nejvyssi pocet hlaseni/mésic:
03/2021 (pocet hlaseni 1814)
12/2021 (pocet hlaseni 1614)

"~ Nejvyssi narust za mésic:
02 —03/2021 (o 710 hlaseni)
10-11/2021 (o 559 hlaseni)

%% SUKL covid-19 hlaeni/celkovy pocet CZ hlaseni:
2021: 72.6 %
01-04/2022: 54.3 %
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Hlaseni na vakciny proti Covid-19
% Podil Covid-19 ICSRs pfijatych pfimo na SUKL (HCP, pacienti)

Hld%eni v db SUKL/Covid -19 hlaseni pFijatad pfimo na SUKL (2021, 2022)
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Statistika hlaseni v obdobi (12/2020 — 04/2022)

*,Procento zavazinych celkové:
2021: 51.3%
01-04/2022:57.1 %

% Procento zavaznych v skupiné SUKL covid ICSRs
2021: 42.5 %
01-04/2022: 42.2 %

~Nejvyssi podil zavaznych covid-19 ICSRs (mésic/rok):
09/2021 - 61 %
10/2021 - 59 %
03/2022 —58 %
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Podil zdvaznych hlaseni (2021 — 04/2022)

CZ hlaseni celkem CZ SUKL hlaseni
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S Su KL Zpracovani hlaseni NU v dobé covid-19
Statistika hlaseni v obdobi (12/2020 - 04/2022)

% Kdo hlasi vic? Podil hlddeni od zdravotnikd a pacientl (ze skupiny hlaéeni nahladenych pfimo SUKL)

hlaseni 2021 hlaseni 01 - 04/2022

m HCP m Consumer m HCP = Consumer

skupina Covid hlaseni 2021 skupina Covid hlaseni 01 - 04/2022

© 2022 STATNI USTAV PRO KONTROLU LECIV m HCP = Consumer m HCP = Consumer
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Lécba covid-19 infekci

% Inosine pranobex (Isoprinosine)
" Ivermectine (Soolantra...)

Nova virostatika a monoklonalni protilatky

= Remdesivir (Veklury)

", Favipiravir (Avigan)

s, Bamlanivimab (nékdy v kombinaci s etesevimabem)
~ Imdevimab/casirivimab (REGN-COV2)

>, Molnupiravir (Lagevrio)

%, Tixagevimab/cilgavimab (Evusheld)

"~ PF-07321332 (Paxlovid)
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Lécba covid-19 infekci

pocty hlaseni 2020-04/2022

remdesivir

favipiravir
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ivermectine
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50

prevazné neregistrované LP
(kromé inosinu, remdesiviru a
ivermectinu)

nutna domluva o predavani
hlaseni SUKL — drzitel povoleni
k dovozu

regulované podani dle podminek
dovozu

(jen) HCP hlaseni

hldseni malo — jednotky/desitky
pripadu

10.06.2022
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Hlaseni na vakciny proti covid-19 — krizovy management hlaseni NU

-
e pifes 100/den

e Telefonaty
ohledné
hlaseni

)

Enormni
\ narust
poctu
hlaseni

Zvyseny
spol. a
e medialni
zajem
e dotazy
J V\Zpisy web
SUKL/MZ
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e ze 7 na 35
e zaskolovani
¢ koordinace

(

Pocet lidi

pro data
entry

Pocet lidi
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hodnoceni

¢ triage
e pocCet FU
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Hlaseni na vakciny proti covid-19 — krizovy management hlaseni NU

Koordinace procesti

%, nutnost stanovit koordinatora
- rozdéleni prace, predavani informaci

% nutnost zavést jednotné postupy (a kontrola jejich dodrzovani)
— standardni text popisu,
— sjednoceni kddovani typl reakci (napft. krvdceni mimo menstruacni cyklus,
syndrom trombozy s trombocytopenii)

= nutnost zavést zjednodusSené postupy — covid nezdvazna hlaseni
— mira zjednoduseni v souladu s doporuc¢enim EMA
— bez EN prekladu
— spojeni skupiny reakci (flu-like symptoms, lokalni reakce v misté vpichu)
— bez (nerelevantni) anamnézy pacienta, bez testl — jen v Case narrative
— bez ovéreni u lékare pro pacientska hlaseni

© 2022 STATNI USTAV PRO KONTROLU LECIV 10.06.2022
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Hlaseni na vakciny proti covid-19 — krizovy management hlaseni NU

Prioritizace procest

= Nastaveni po domluvé s hodnotiteli FVH (i v souladu s doporucenim EMA):
— covid zavazna ICSRs
— necovid zavazna ICSRs
— covid nezavazna ICSRs
— necovid nezavazna ICSRs

%, Prioritizace i zavaznych covid hlaseni — prifazeni Urovné priority (levels)
— L1: hldseni s umrtim, hlaseni se specialné sledovanymi zavaznymi reakcemi (trombdza s trombocytopenii,
perikarditida/myokarditida)
— L2: vSechna hlaseni s ohrozenim Zivota, s hospitalizaci — bez ohledu na hlasenou reakci

— L3: zavaina hlaseni s reakci ze seznamu sledovanych reakci pro covid vakciny (tromboembolie, paréza, herpes
zoster, ztrata chuti a Cichu... priddvdno dle aktudlniho hodnoceni)

— L4: ostatni zavazna covid hlaseni
— L5: nezavazna hlaseni

© 2022 STATNI USTAV PRO KONTROLU LECIV 10.06.2022
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Hlaseni na vakciny proti covid-19 — krizovy management hlaseni NU — backlog

FU

Povinnost

casovj
naroénost

potvrzeni
kauzality
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Hlaseni na vakciny proti covid-19 — spoluprace s EMA a EU MSs

=, Hlaseni v EV databazi
- SirSi EU kontext pres www.adrreports.eu

- hl3seni na covid-19 vakciny v EV: 1 742 000 = i pro EMA velka vyzva (analyza rizné zadanych dat
z jednotlivych zdroju — MSs, MAHSs)

= Nutnost sjednoceni zadavani pro dalsi datovou analyzu
- informace o nazvech covid vakcin a ucinnych latek
- navrhy na zpUsob prioritizace — zjednoduseni zadavani pro non-serious a listed
- jiné dokumenty sjednocujici postupy (1. davka, 2. davka, 3. davka)

=, Backlog a nabizena pomoc
— nabizend pomoc (omezend na praci s EN textem nebo automatickou knihovnu CZ pojmu)
— informace od nas — stav backlogu mésicné

— 202 000 backlog covid-19 ICSRs u vsech MSs celkem (info z 02/2022) — bude zpracovdno s pomoci
EMA do 12/2022

© 2022 STATNI USTAV PRO KONTROLU LECIV 10.06.2022
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EMA covid-19 related dokumenty

=, Detailed guidance on ICSRs in the context of COVID-19 — Validity nad coding ICSRs — 04/2020;
04/2022

s, Detailed proposal on temporary reduction of data processing in ICSRs for National Competent
Authorities during COVID-19 pandemic (pro PhVBT) — update nékolikrat v pribéhu 2021

= Note for guidance — Management of reports of COVID-19 infection, Vaccination failure/ Lack of
prophylactic/ therapeutic efficacy in the context of the vaccination against COVID-19 — 08/2021,
followed up on booster dose 02/2022

~» EU Coding guidance on vaccine dose schedule in ICH E2B messages — 12/2021
= Guidance management ICSRs related to unspecified COVID-19 vaccines — draft z 02/2022

» Guidance on number cases to be created when reactions reported in single report are linked to
different dosing regimen of the same or mixed administered COVID-19 vaccines — draft z 02/2022

», Derogation to EudraVigilance access policy for products distributed under national early access
mechanisms or compassionate use mechanisms
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EMA covid-19 related dokumenty
Detailed guidance on ICSRs in the context of COVID-19 — Validity and coding ICSRs

%, varianta pred ockovanim covid-19 vakcinami (04/2020)

- MedDRA kddovani covid-19 related indikaci, anamnézy, testd, reakci obecné/opisem — covid-19
terminy implementované az v MedDRA 23.1 (11/2020)

- Off-label use LP uzivanych pro lécbu covid-19, hlaseni Lack of therapeutic effect (?)

% update dokumentu o zkuSenosti s covid-19 ockovanim (04/2022)
— koddovani v MedDRA presnymi LLT terminy
— Dosage text — jak psat informaci o poradi davky
— Instrukce k situacim X-ta davka/reakce
— kdédovani selhani vakcinace

© 2022 STATNI USTAV PRO KONTROLU LECIV 10.06.2022
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EMA covid-19 related dokumenty

Note for guidance — Management of reports of COVID-19 infection, Vaccination failure/ Lack of
prophylactic/ therapeutic efficacy in the context of the vaccination against COVID-19

s, pro covid-19 vakciny je selhani vakcinace i nedc¢innost uznana jako reportovatelna do 15 dni do
EV (Ié¢ba/prevence Zivot ohrozujiciho stavu) — i bez dal$iho NU

= selhani vakcinace — spolu s okolnostmi hlasené situace (host related, vaccine related, usage
related)

, definuje selhani vakcinace hlasitelné do EV, kdyz:

— je pacient o¢kovan v souladu s SmPC vakciny (pocet davek, prip. booster)
— covid-19 se vyskytne v normalnim casovém obdobi po imunizaci

— infekce covid-19 je potvrzena testem — musi byt uveden v hlaseni

= normalni ¢asové obdobi:
— pro kazdou vakcinu jiné,
— pozdrzeny booster nedavnym Covidem-19

© 2022 STATNI USTAV PRO KONTROLU LECIV 10.06.2022
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Guidance management ICSRs related to unspecified COVID-19 vaccines

Odeslani?

neni znam presny nazev covid-19 vakciny (mRNA vakcina, covid vakcina)
neni znam jiny identifikator (Sarze, ID pacienta)

hlageni NENI validni
neposila se do EV databaze

nutny pokus o FU (evidovat)
hlaseni uchovano v FV systému, pouzito pro FV Cinnosti

© 2022 STATNI USTAV PRO KONTROLU LECIV
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EMA covid-19 related dokumenty

EU Coding guidance on vaccine dose schedule in ICH E2B messages

% Potfeba zachytit informaci, po které davce NU nastal: poradi davky uvést v poli G.k.4.r.8 (Dosage
text) v radku pro jednotliva podani Dose 1, Dose 2...

, Postup pro zadani situaci, kdy:
— jsou NU po obou/viech podanych dévkéch stejné vakciny

— je NU jen po X-té ddavce, ale NE po (X-1)-té davce stejné vakciny: X-td v Suspect, (X-1)-ta jako Past
drug

— jsou po raznych davkach riznych covid-19 vakcin (mixed Covid vaccines): novy MedDRA termin
Revaccination with different Covid-19 vaccine

© 2022 STATNI USTAV PRO KONTROLU LECIV 10.06.2022
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EMA covid-19 related dokumenty

, z Detailed guidance on ICSRs in the context of COVID-19: pro situaci, kdy je 1. davka Vaxzevria a 2.

davka Comirnaty

( TreicHicsr

ca | P
Identification of the Case Safety Report

c.ar

1st dose (not-suspected):
Information on previous administration

with Vaxzevria recorded in 'Relevant Past
Drug History’ section [ICH E2B(R3) D.8.r]

Primary source(s) of information

c3

Information on Sender of Case Safety
Repont

Car

Literature Reference(s)

cs

“Revaccination with different COVID-19

vaccine” recorded in ‘Reaction(s)/
Event(s)’ section [ICH E2B(R3) E.i].

"%, " Dose 2” recorded for Comirnaty in

2nd dose (suspected):
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EMA covid-19 related dokumenty

Guidance on number cases to be created when reactions reported in single report are linked to
different dosing regimen of the same or mixed administered COVID-19 vaccines

Split or not to split?

= Pro situace, kdy:
— v 1 hlaseni popsany reakce po podani 2 i vice davek vakciny
— mixed vakcinace s rlznymi reakcemi po jednotlivych vakcinach

— (mixed) vakcinace s podobnymi reakcemi po obou vakcinach (po 1. davce reakce vymizela, po 2. se opét
objevila (nebo objevila v silnéjsi podobé)
— (mixed) vakcinace s rliznymi reakcemi po rlznych davkach a s nékterymi reakcemi, které se prekryvaiji...

% Vliv na polet ICSRs v EV (T pracnost), na hodnoceni kauzality NU/vakciny (Thodnocem’)

© 2022 STATNI USTAV PRO KONTROLU LECIV 10.06.2022
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EMA Covid-19 related dokumenty
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,Pouceni z krizového vyvoje”

=, VCasné Upravy postupu dle trendl — vidét (alespon) o dva tydny dopredu
, Prioritizace prace — dokonalost jde stranou
—

=~ Komunikace (s hodnotiteli) — potreby unifikace postupt — komunikace
(EMA, data entry)

| to, co se nezddlo dulezité, se tim najednou muze stat...

1 to, co se zdalo neménné, se mlze zménit...

Also, the EudraVigilance Access Policy would need to be amended to allow pharmaceutical
companies to access, in EudraVigilance, ICSRs concerning their products distributed to patients under
named patient use, compassionate use, emergency use that are collected and submitted to

EudraVigilance by Member States.

Intelligence is the ability to adapt to change.  Stephen Hawking

© 2022 STATNI USTAV PRO KONTROLU LECIV 10.06.2022



