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Aktualne

e ,new EudraVigilance” od 22.11.2017 — pouzivanie medzinarodnych standardov QE
pre format hlaseni NUL (1SO ICSR/ICH E2B(R2) a (R3) format)

* centralizovany reporting — vSetky hlasenia sa zasielaju priamo do EudraV|g|Iance (EV)
(od NCA, MAH aj CT sponzora) \
* MAH neposiela hlasenia NCA Y
* NCA neposiela hlasenia MAH-om, nepreposiela hlasenia od MAH-a do EV
* NCA neposiela hlasenia do WHO
o vl : . . ap’
e literarne clanky sa viac neposielaju e-mailom NCA ( P
\/

* do EV sa zasielaju hlasenia zavazné (do 15 dni) i nezavazné (do 90 dni) -

e,
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Aktualne
* re-routing rules — automatické preposielanie hlaseni z EV NCA a do WHO QC
re-routing
[hlasenla od MAH} p | SUKL I,..-f”‘\ R
O\

vyhladavaci systém EVDAS

* pristupova politika EV (EudraVigilance Access Policy)
» SUKL — Stakeholder Group I, Grover pristupu Level 3

 MAH — Stakeholder Group lll, drovne pristupu Level 1, 2A, 2B, 3
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Povinnost ISO ICSR/ICH E2B(R3) formatu

« ,new EudraVigilance” od 30.6.2022 - povinné pouzZivanie medzinarodnych QE
§tandardov pre format hlaseni NUL (ISO ICSR/ICH E2B(R3) format)

* platné dve ISO normy: \/\

1. norma ICSR (ISO 27953-2:2011) a sp6soby implementacie tejto normy, ako
su definované v usmerneni ICH E2B (R3)

2. terminoldgia farmaceutickych liekovych foriem a cesty podania lieku (/
(ISO/FDIS 11239: 2012), v sulade s References Management Service (RMS) ‘

A
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Povinnost ISO ICSR/ICH E2B(R3) formatu

* revidované usmernenia budu obsahovat aktualizacie tykajuce sa: QE
e proces registracie do EudraVigilance

e obchodné pravidla EudraVigilance s
* ochrana Gdajov (GDPR) a nariadenie EU o ochrane tidajov (DPR) \
* zmeny poziadaviek na podavanie sprav o klinickych skdsaniach, ktoré budi—
platit po uvedeni informacného systému pre klinické skasania (Clinical Trials
Information System - CTIS)
Vi
|/

 k dispozicii v testovacom prostredi EudraVigilance (XCOMP) zaciatkom roku 2022 S

A



* SUKL nevyzaduje od MAH-a notifikaciu (e-mail/posta/

elektronicka schranka) o zmene zasielania hlaseni vo
formate I1SO ICSR/ICH E2B(R3)

cpeg 7 o * na odoslanie ICSRs prostrednictvom EV Web/Gate[
Notifikacie

sa nevyzaduje testovanie so SUKL, iba testovanie s

na §0 KL agenturou EMA

* ak 1 CRO predklada ICSRs v mene niekolkych Q:

farmaceutickych spolo¢nosti, SUKL nevyzaduje
notifikaciu o zaCiatku zasielania ICSRs v mene novej

spolocCnosti alebo poskytnutie ID drzitela rozhodnutia §
registracii lieku é

A




Detailed guidance on ICSRs in the context
of COVID-19

Validity and coding of ICSRs QC

30 October 2020, EMA/174312/2020, Data Analytics and Methods Taskforce

%
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Detailed guidance on ICSRs in the context
of COVID-19

Validity and coding of ICSRs C
30 Ocher 2020, EMA/174312/2020, Data Analytics and Methods Taskforce
Aktualizacia - oznacovanie poradia davky a kddovanie kombinacie vakcin

The patient received one or multiple doses of the same COVID vaccine
The patient received doses of different mixed COVID vaccines F



Detailed guide regarding the EudraVigilance
data management activities by the EMA

15 June 2020, EMA/533039/2019 rev 1, Information Management Divi
* Annex 1 — Classification of errors as part of the ICSR quality assurance

7

high impact errors dopad na detekciu signalov
> oprava hlaseni (ASAP/do 15 dni)
medium impact errors kontrola databdazy a SOPs (opakovany problém?)
N —_—
P
: administrativne alebo typograficke chyby
low impact errors . P
oprava hlaseni p.p. (amendment alebo follow-up)

A\
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High impact errors

Opis chyby s vysokym dopadom

Informacie o liekoch nie su uvedené v Casti Liek, ale v opise pripadu alebo v inych volnych
poliach.

(

Ako podozrivé lieky su kddované ,antibiotika® ,radioterapia“ ...

Nespravne kddovanie reakcii v slovniku MedDRA.

® |®® ®

Nevalidné hlasenia:

* nedostatocnad identifikacia pacienta (nepouzivat len ,,PRIVACY“ alebo ,,UNKNOWN®)
e viaceri pacienti v jednom hlaseni (napr. hlasenia z literatury)

e reakcia len ,,No adverse event”, , Adverse reaction”...

e vysledok reakcie, napr. hospitalizacia kédovany ako reakcia

e podla opisu pripadu hlasenie nevalidné a bude nulifikované, ale stale je v databaze.

Chyba identifikacného cisla hlasenia (Worldwide unique case safety ID).

N\

®|®

Chybajuce alebo nespravne vyplnené kritéria zavaznosti.

Ry
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Medium impact errors

Opis chyby so strednym dopadom

®

Chybajuce alebo nespravne vyplnené:

e sila lieku

e cesta podania lieku

e ¢innost vykonana s liekom

e ¢asové Udaje — uzivanie/podavanie lieku, vznik/odznenie reakcii.

[

Informacie vyplnené len v opise pripadu a nie v prislichajucich strukturovanych poliach
(napr. demografické informacie o pacientovi, referencia u hlaseni z literatury, ...).

Nespravny typ hlasenia.

Opis pripadu v porovnani so Strukturovanymi poliami obsahuje protichodné a navzajom si
odporujuce informacie (pacient zotaveny vs. nezotaveny, lieCba ukoncena vs. pretrvavajuca, ...).

Nespravne oznacené suvisiace hlasenia (Linked reports) a duplicitné hlasenia.

® | ® ® ® ®

V opise pripadu uvedené posudenie oznamovatela/odosielatela (Reporter’s comments/

-

Sender’s comments).
e %
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Low impact errors

Opis chyby s nizkym dopadom

Administrativne alebo typografické chyby (preklepy):
® nespravne meno oznamovatela
e nespravne nedemografické informacie o pacientovi %\

e nespravna referencia u hlaseni z literatury. -

Informacie vyplnené len v opise pripadu a nie v prislichajucich strukturovanych poliach
(napr. nedemografické informacie o pacientovi, ...).

Nesprdvne vyplneny prvy odosielatel hlasenia (Regulator/Other).

Opis pripadu v porovnani so Strukturovanymi poliami obsahuje protichodné a navzajom si
odporujuce informacie, ktoré su zo Strukturovanych poli jasné (karcindm prostaty, pohlavie
pacienta — muz, v opise pripadu pohlavie pacienta — zena).

® ® ® ®
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Kédovanie v slovniku MedDRA

 podla MedDRA® TERM SELECTION: Points to Consider
APPENDIX B: MedDRA CONCEPT DESCRIPTIONS

MedDRA Term

Application site # Injection site

CONCEPT DESCRIPTIONS

application site — topical medication in the form of a cream, lotion or patch
(e.g., an estrogen hormone patch)

High Blood Pressure # Blood
pressure increased

LLT Blood pressure high is linked to PT Hypertension in SOC Vascular disorders
LLT Blood pressure increased is linked to PT Blood pressure increased in
SOC Investigations

Cancer/Carcinoma

"carcinoma" and "cancer" are synonymous
"Carcinoma" terms are generally subordinate to "cancer" terms (e.g., LLT Skin
carcinoma is linked to PT Skin cancer)

Relapse/Recurrent

“relapse” and “recurrent” are synonymous

Aggravated/Exacerbation/
Worsened/worsening

N\

aggravated, exacerbated and worsened is interchangeable

/\14
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Slovnik MedDRA a COVID-19

e 173 novych LLT terminov v suvislosti s COVID-19 a oc¢kovanim (v23.0 —v24.1)
« SMQ COVID-19 (od v23.0)

https://www.meddra.org/ |Hll' MedDRA | Vedal Dictonary for SSA_

https://www.meddra.org/

COVID-19-terms-and- A senoemin - | v - | e - | suin - | wewscene = 8 |+

MedDRA COVID-19 Terms and MedDRA Support Documentation / How to Use | #

This page is a central repository on the MedDRA website for information related to the inclusion of COVID-19 related terms and revisions

in MedDRA. This page will be updated as the M350 provides more information about the implementation of COWVID-19 terms in MedDRA.
The following is provided:

COVID-19 _ _ _
MedDRA Management Committes announcement about COVID-19 terms in MedDRA (10 April 2020)
Please go to the COVID-19 page +  MedDRA Management Committee announcement about COVID-19 terms in MedDRA (16 April 2020)
for information about COVID-19 » COVID-19 Related Mew Terms MedDRA 23.0 - 24 1 Spreadsheet
terms and revisions in MedDRA *  MedDRA Version 23.0 Update document /}”
N *  Recording and presentation of MS30 webinar called “MedDRA and COVID-19" (17 April 2020). This recording is also available for
23.0 - 24.1. SMQ COVID-19 is | ecorinaEnd (17 April 2020) g
included in MedDRA 24.1 on the /
Downloads page. Please contact the MSS0 Help Desk if you have any guestions.

~ N\



LLT terminy suvisiace s COVID-19 a ockovanim

LLT Code |LLT PT HLT |Primarv s50C Version added
10084510|N/A N/A Coronavirus infections Infections and infestations v23.0
1008445¢ | Asymptomatic COVID-19 Asymptomatic COVID-19 Coronavirus infections Infections and infestations v23.0
10084467 | Asymptomatic SARS-CoV-2 infection Asymptomatic COVID-19 Coronavirus infections Infections and infestations v23.0
10084382 |Coronavirus disease 2019 COVID-19 Coronavirus infections Infections and infestations v23.0
10084268|COVID-19 COVID-13 Coronavirus infections Infections and infestations v23.0
10084401 |COVID-19 respiratory infection COVID-19 Coronavirus infections Infections and infestations v23.0
10084270|SARS-CoV-2 acute respiratory disease COVID-19 Coronavirus infections Infections and infestations v23.0
10084272 |SARS-CoV-2 infection COVID-18 Coronavirus infections Infections and infestations v23.0
10084381|Coronavirus pneumonia COVID-18 pneumonia Coronavirus infections Infections and infestations v23.0
10084380 COVID-19 pneumonia COVID-19 pneumonia Coronavirus infections Infections and infestations v23.0
10084383 |Novel COVID-19-infected pneumonia COVID-19 pneumonia Coronavirus infections Infections and infestations v23.0
10084451|Suspected COVID-19 Suspected COVID-19 Coronavirus infections Infections and infestations v23.0
10084452 |Suspected SARS-CoV-2 infection Suspected COVID-19 Coronavirus infections Infections and infestations v23.0
10084461 |SARS-CoV-2 carrier SARS-CoV-2 carrier Infectious disorders carrier Infections and infestations v23.0
10084456|Exposure to SARS-CoV-2 Exposure to SARS-CoV-2 Exposures to agents or circumstances NEC |Injury, poisoning and procedural complications |[v23.0
10084393 | Occupational exposure to communicable disease Occupational exposure to communicable disease |Occupational exposures Injury, poisoning and procedural complications  |v23.0
10084394|Occupational exposure to SARS-CoV-2 Occupational exposure to SARS-CoV-2 Occupational exposures Injury, poisoning and procedural complications |v23.0
10084353 |Coronavirus test Coronavirus test Virus identification and serology Investigations v23.0
10084269 | Coronavirus test negative Coronavirus test negative Virus identification and serology Investigations v23.0
10084508|COVID-19 antibody test SARS-CoV-2 test Virus identification and serology Investigations v23.0
10084507|COVID-19 ELISA test SARS-CoV-2 test Virus identification and serology Investigations v23.0
10084500{COVID-19 molecular test SARS-CoV-2 test Virus identification and serology Investigations v23.0
10084441 |COVID-19 PCR test SARS-CoV-2 test Virus identification and serology Investigations v23.0
10084499|COVID-19 rapid POC test SARS-CoV-2 test Virus identification and serology Investigations v23.0
10084431|COVID-19 serology test SARS-CoV-2 test Virus identification and serology Investigations v23.0
10084356|COVID-19 virus test SARS-CoV-2 test Virus identification and serology Investigations v23.0
10084501 |SARS-CoV-2 antibody test SARS-CoV-2 test Virus identification and serology Investigations v23.0
10084493 | SARS-CoV-2 ELISA test SARS-CoV-2 test Virus identification and serology Investigations v23.0
10084434 |SARS-CoV-2 PCR test SARS-CoV-2 test Virus identification and serology Investigations v23.0
10084440|SARS-CoV-2 serology test SARS-CoV-2 test Virus identification and serology Investigations v23.0
10084354 |SARS-CoV-2 test SARS-CoV-2 test Virus identification and serology Investigations v23.0
10084481 |COVID-19 virus test false negative SARS-CoV-2 test false negative Virus identification and serology Investigations v23.0
10084480|SARS-CoV-2 test false negative SARS-CoV-2 test false negative Virus identification and serology Investigations v23.0
10084495|COVID-19 antibody test negative SARS-CoV-2 test negative Virus identification and serology Investigations v23.0
10084492|COVID-19 ELISA test negative SARS-CoV-2 test negative Virus identification and serology Investigations v23.0
10084504|COVID-19 molecular test negative SARS-CoV-2 test negative Virus identification and serology Investigations v23.0
1008443€ | COVID-19 PCR test negative SARS-CoV-2 test negative Virus identification and serology Investigations v23.0

16




SMQ COVID-19

& sma

El-swa COVID-19 (SMQ)

‘PT Asymptomatic COVID-19
PT
PT
PT
PT
PT
PT
PT
PT
PT
PT
PT
PT
PT
PT

Congenital COVID-19

Coronavirus infection

Coronavirus pneumonia

Coronavirus test positive

COVID-19

COVID-19 immunisation

COVID-19 pneumonia

COVID-19 prophylaxis

COVID-19 treatment

Exposure to SARS-CoV-2

Multisystem inflammatory syndrome
Multisystem inflammatory syndrome in adults
Multisystem inflammatory syndrome in children
Occupational exposure to SARS-CoV-2

PT
PT
PT
PT
PT
PT
PT
PT
PT
PT
PT
PT Thrombasis with thrombocytopenia syndrome
PT Vaccine derived SARS-CoV-2 infection

Post-acute COVID-19 syndrome
SARS-CoV-2 antibody test positive
SARS-CoV-2 carrier
SARS-CoV-2 RNA decreased
SARS-CoV-2 ENA fluctuation
SARS-CoV-2 RNA increased
SARS-CoV-2 sepsis
SARS5-CoV-2 test false negative
SARS-CoV-2 test positive
SARS-CoV-2 viraemia
Suspected COVID-19

FT Anti-platelet factor 4 antibody positive
FT Antiviral prophylaxis

‘FT Antiviral treatment

FT Coronavirus test

‘PT Coronavirus test negative

FT COVID-19 screening

‘FT Exposure to communicable disease
‘FT Pneumonia viral

FT SARS-CoV-2 antibody test

FT SARS-CoV-2 antibody test negative
FT SARS-CoV-2 RNA

FT SARS-CoV-2 RNA undetectable

FT SARS-CoV-2 test

FT SARS-CoV-2 test falze positive

PT SARS-CoV-2 test negative

PT Narrow scope, active
PT Broad scope, active

~ N\
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* podla Detailed guide regarding the EudraVigilance data management activitiesQC

Otazky ohl'adom hlaseni NUL @

by the European Medicines Agency

15 June 2020, EMA/533039/2019 rev 1, Information Management Division

\\
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e Annex 4 — How to contact the sender of an ICSR .-"'/ﬂ\‘\\% \

LY \v” '

Member Sender Typical first Contact address for ICSRs
State Identifier two sections of

ICSR WWIDs

Slovakia SUKLSK SK-SUKLSK- neziaduce.ucinky@sukl.sk

A




O
Kontaktné e-mailové adresy pre otazky
a predkladanie dokumentov

hlasenia podozreni na neziaduce ucinky liekov

neziaduce.ucinky@sukl.sk

DHPC

pharmacovigilance@sukl.sk

edukacné materialy

pharmacovigilance@sukl.sk

vSeobecné informacie o farmakovigilancii

pharmacovigilance@sukl.sk

vymenovanie a zmena QPPV alebo kontaktnej
osoby pre farmakovigilanciu v SR

fv-kontakt@sukl.sk

(\)

A\



Dakujem
za pozornost

miroslava.gocova@sukl.sk / +421 2 507 01 337
neziaduce.ucinky@sukl.sk
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PouZité skratky W,

CRO Contract Research Organisation

EV EudraVigilance

EVDAS EudraVigilance Data Analysis System P e

CT Clinical Trial (

ICH International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human l)se

ICSR Individual Case Safety Report

ISO International Organization for Standardization

MAH Marketing Authorisation Holder

MedDRA The Medical Dictionary for Regulatory Activities
LLT Lowest Level Term ,

PT Preferred Term

SOC System Organ Class

sSMQ Standardised MedDRA Query
NCA National Competent Authority
SOP Standard Operating Procedure

“-"I"l____
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Detailed guidance on ICSRs in the context of COVID-19

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/detailed-guidance-icsrs-context-covid-

19-validity-coding-icsrs en.pdf %

Detailed guide regarding the EudraVigilance data management activities by the European Medicines Agency

https://www.ema.europa.eu/en/documents/other/detailed-guide-regarding-eudravigilance-data-manageiments

activities-european-medicines-agency en.pdf :: \/;
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