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Tejto konferencie sa zucastnujem ako individualny expert a nereprezentujem na nej vybor PRAC.

Prezentované informacie su moje osobné nazory a nesmu sa chapat ani interpretovat ako stanovisko
vyboru PRAC.

| attend this conference as an individual expert, and do not represent the PRAC. The views expressed

here are my personal views and may not be understood or quoted as being made on behalf of the
PRAC or reflecting the position of the PRAC.
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- moznosti, Statistiky

- najcastejsie chyby

- aktualizacia usmerneni:
e politika pristupu k udajom v databaze
Hlasenia podozreni EudraVigilance

2 L -  politika maskovania osobnych udajov
na neziaduce ucinky liekov P yeh tda)

v hlaseniach podozreni na neziaduce ucinky
liekov zasielanych do databazy EudraVigilance

@ z pohladu... « aktualizdcia oznamovania problémov

s dodrziavanim farmakovigilancnych povinnosti
- aktualizacia znenia vyzvy na hlasenie podozreni

na neziaduce ucinky liekov (v textoch EM a DHPC
a Vv Prilohe V)

SUKLO
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- politika pristupu k udajom v databaze
European Medicines Agency EudraVigilance

pollcy on access - pristup je definovany na zaklade zaujmov a potrieb
to EudraVigilance data zainteresovanych stran (Stakeholder Group)

for medicinal products

vyplyvajuci z dodrZiavania pravnych predpisov EU
a predpisov o ochrane osobnych udajov
for human use

12-2015 08-2019
— 151 adopted by EMA update GDPR
EUdraVIgl lance Access Management Board legislation
POllcy > verzia 1.0 >> verzia 2.0 >> verzia 3.0>> verzia 4.0 verzia 5.0
Z X
08-2014 12-2016 >
start of public update of Annex B -

consultation New EV system
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EudraVigilance Access Policy

Skupina Zahrnuje

\ ' /
Stakeholder Group NCAV EEA, EC, EMA ‘Q‘ zopakovanie...
Stakeholder Group |l zdravotnicki pracovnici, verejnost =
Stakeholder Group MAH
Stakeholder Group IV akademické institucie v EEA
Stakeholder Group V medzinarodné organizacie (napr. WHO UMC)
Stakeholder Group VI NCA tretich krajin
Uroven pristupu (1<2C<2A<2B<3)
_evel 1 verejné udaje z hlaseni
_evel 2A, 2B, 2C rozsirené udaje z hlaseni (2B vratane opisu pripadu)
_evel 3 vsetky udaje z hlaseni

SUKLO

SARAP Modul 1, 3. jun 2025 5



EudraVigilance Access Policy

Skupina |Zahrnuje Uroven pristupu o,
NCA v EEA, EC, EMA evel 3 -,Q- zopakovanie...

I zdravotnicki pracovnici, verejnost _evel 1 =
|l MAH _evel 1, 2A, 2B, 3

V akademickeé institucie v EEA Level 1, 2A

V medzinarodné organizacie (napr. WHO UMC) _evel 1, 2C

VI NCA tretich krajin _evel 1, 2C

;’rrl,‘;‘t’j:u Opis (1<2C <2A< 2B < 3) Skupina

_evel 1 verejné udaje z hlaseni LIV, V, VI

_evel 2A | rozsSirené udaje z hlaseni , IV

_evel 2B | rozsirené udaje z hlaseni, vratane opisu pripadu | llI

Level 2C | rozsirené udaje z hlaseni V, VI _ ®
_evel 3 vSetky udaje z hlaseni L, 1l SUKL
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EudraVigilance Access Policy

\ll

_/O\_ verzia 5.0 zo dna 16.4.2025 (publikované 5.5.2025)

- zhrnutie zmien:

* pridana skupina Stakeholder Group VIl — zadavatelia klinickych skusani v sulade s Nariadenim
Eurépskeho parlamentu a Rady (EU) 2014/536, prideleny pristup na Grovni 1 a 3

e aktualizacia pristupu na trovni 2C v sulade s Nariadenim Eurépskeho parlamentu a Rady (EU)
2018/1725

e aktualizacia pristupu na urovni 2A pre akademické institucie so sidlom v EEA a aktualizacia
zoznamu datovych poli poskytovanych ako vystupy pre ziadosti — odstranenie dvoch poli
s volnym textom (H.2 Reporter's Comments a H.4 Sender’'s Comments)

e aktualizacia priloh B a C v sulade s Nariadenim Eurdpskeho parlamentu a Rady (EU) 2016/679 a
prilohy D — Ochrana osobnych udajov a zavazok mlcanlivosti pre akademické institucie

SUKLO



Table 3. Overview of number of ICH E2B(R3) ICSR data elements accessible by stakeholder group (excl. batch wrapper and message header)

Stakeholder

Group
V &VI

Level 2C

ICH E2B(R3) ICSR Implementation Guide Stakeholder | Stakeholder Stakeholder | Stakeholder Stakeholder

ICSR sections Group I | Group II-VI Group Group 111 Group
I11 & 1V IIT & VII

—]

Level 1 Level 2A Level 2B Level 3*

C.1 Identification of the case safety report 20 20 E 20 E
C.2.r Primary source(s) of information 15 15 E 4 15 E
C.3 Information on sender of case safety 16 16 E 3 16 E
information " '
C.4.r Literature reference(s) 2 P E 1 2 E
C.5 Study identification o 6 E 4 5] E
D. Patient characteristics 96 96 E 4 96 E
E.i Reaction(s)/event(s) 21 21 E 11 21 E
F.r Results of tests and procedures 13 13 E 0 13 E
relevant to the investigation of the Patient E E
G.k Drug(s) information 76 76 E 23 76 E
H. Narrative case summary and further 7 7 E 0 7 E
information \ '
Grand Total 272 272 E 53 272 E

*|CSRs that an MAH, Clinical trial sponsor have sent to EudraVigilance or ICSRs resulting from the medical literature monitoring activities performed by the Agency pursuant to Article 27
of Regulation (EC) No 726/2004 . SARAP Modul 1, 3. jtin 2025 8



D. Patient characteristics

C e
QDT

Stakeholder | Stakeholder | Stakeholder | Stakeholder | Stakeholder

Group | Group ll-VIl | Group lll & Group lll Group Il &
ICH/EU E2B(R3) Data Elements in line IV Vi
with EU ICSR Implementation Guide
Level 1 Level 2A Level 2B Level 3*

D.1 Patient (hame or initials) Y N N N Y
D.2.1 Date of Birth Y N N N Y
D.2.2a |Age at Time of Onset of

D.2.2b | Reaction/Event (number, unit) Y N Y Y Y

D.5 Sex Y Y Y Y Y

Y=YES,N=NO
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H. Narrative case summary and further information

C e
QDT

Stakeholder | Stakeholder | Stakeholder | Stakeholder | Stakeholder
Group | Group ll-VIl | Group lll & Group lll Group Il &

ICH/EU E2B(R3) Data Elements in line IV Vii

with EU ICSR Implementation Guide
Level 3 Level 1 Level 2A Level 2B Level 3*

Case Narrative Including
Clinical Course, Therapeutic

el Measures, Outcome and i N N i i
Additional Relevant Information
Case Summary and Reporter’s

H.5.r.1a | Comments Text in Native Y N N Y Y

Language

Y=YES, N=NO
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- na zaklade auditu EudraVigilance, ktory vykonal
European Data Protection Supervisor (EDPS)
v suvislosti s postupmi pseudonymizacie a

GVP Module VI maskovania osobnych udajov, EDPS odporucil EMA,
aby spolu s EC a NCA clenskych krajin prijala

Addendum Il - spoloénu politiku maskovania

Masking of personal data - postidené boli vietky ICH-E2B(R3) datové polia

In individual case safety z pohladu:

reports submitted ,Q;lp\ obsah osobnych udajov

to EudraVigilance

potreba pre farmakovigilancné procesy
@ (proces riadenia signalov, detekcia duplikatov
a spracovanie ICSRSs)

SUKLO
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GVP Module VI Addendum Il - Masking of personal data @ j
in individual case safety reports submitted to EudraVigilance

. platné a zverejnené coskoro na stranke EMA (planované v maji 2025)

N\ /

',O\' ucinnost: Senders of individual case safety reports should implement the instructions described
= Inthis document as soon as possible and within a reasonable timeframe. Such timeframe
should be documented as part of the senders’internal procedures to demonstrate when and how

this will be achieved.

- analyza 282 datovych poli (ICH-E2B(R3)) identifikovala:

e 73 poli neobsahuje osobné udaje

e 209 poli s potencialnymi osobnymi udajmi (na zaklade identifikatorov (krajina, vek pacienta,
pohlavie, anamnéza, reakcia, ...) alebo kvazi-identifikatorov (nazov lieku, ...))
e znich bolo identifikovanych 24 poli, ktoré nie su potrebné pre farmakovigilancné procesy —
mozno ich ,maskovat” alebo ponechat prazdne

SUKLO
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ICH-E2B(R3) datové polia - ,,maskované* (nullFlavour MSK)

* 13 datovych poli, ktoré sa tykaju Casti:
 oznamovatel hlasenia
(Primary Source = Reporter)
* identifikacia pacienta, resp. rodica

* ak ma odosielatel hlasenia tieto udaje k dispozicii,
priich spracovani pouzije nullFlavour MSK

* ak nema odosielatel hlasenia tieto udaje k dispozicii,
pouzije nullFlavour ASKU, NASK, UNK alebo
ponecha uvedené polia prazdne
(v sulade ICH-E2B(R3) a EU ICSR Implementation
Guide)

 nullFlavour: MSK = masked, ASKU = asked but unknown, NASK = not
asked, UNK = unknown

SARAP Modul 1, 3. jun 2025
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QDT

ICH/EU E2B(R3) Data Elements in line with EU ICSR

Implementation Guide
C.2.r.1.1 Reporter’s Title

C.2.r1.2 Reporter’s Given Name

C.2.r1.3 Reporter’s Middle Name

C.2.r.1.4 Reporter’s Family Name

C.2.r.2.1 Reporter’s Organisation

C.2.r.2.2 Reporter’s Department

C.2.r.2.3 Reporter’s Street

C.2.r.2.6 Reporter’s Postcode

C.2.r.2.7 Reporter’s Telephone

Patient Medical Record Number(s) and

D.1.1.1 Source(s) of the Record Number
(GP Medical Record Number)

Patient Medical Record Number(s) and

D.1.1.2 Source(s) of the Record Number
(Specialist Record Number)

Patient Medical Record Number(s) and

D.1.1.3 Source(s) of the Record Number
(Hospital Record Number)

D.10.1 Parent Identification

13



ICH-E2B(R3) datové polia - prazdne

* 11 datovych poli, ktoré sa tykaju casti odosielatel

hlasenia (Sender)

* kedze pouzitie nullFlavors nie je v tychto poliach
novoleneé, odosielatel hlasenia ich pri spracovani
nonecha prazdne

ICH/EU E2B(R3) Data Elements in line with EU ICSR
Implementation Guide

C.3.3.2 Sender’s Title

C.3.3.3 Sender’s Given Name
C.3.34 Sender’s Middle Name
C.3.3.5 Sender’s Family Name
C.3.4.1 Sender’s Street Address
C.3.4.2 Sender’s City

C.3.4.3 Sender’s State or Province
C.3.4.4 Sender’s Postcode
C.3.4.5 Sender’s Country Code
C.3.4.6 Sender’s Telephone
C.3.4.7 Sender’s Fax

SARAP Modul 1, 3. jun 2025
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ICH-E2B(R3) datové polia — obsahuju osobné udaje a
vyzaduju sa pre farmakovigilancné procesy

; ; ; ICH/EU E2B(R3) Data Elements in line with EU ICSR
* 185 datovych poli

Implementation Guide

C.2.r.2.4 Reporter’s City
* ak ma odosielatel hlasenia tieto udaje k dispozicii, C.2.r.2.5 Reporter’s State or Province
spracuje ich do prisliichajucich poli a nepouzije C.2.r3 Reporter’s Country Code
nullFlavour MSK alebo nenechd uvedené pole C.3.2 Sender’s organisation
orazdne C.3.3.1 Sender’s Department
C.3.4.8 Sender’s E-mail Address
D.1 Patient (name or initials)
D.2.1 Date of Birth
D.2.23, Age at Time of Onset of Reaction/Event
D.2.2b (number, unit)
D.5 Sex

SARAP Modul 1, 3. jun 2025
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ICH-E2B(R3) datoveé polia — neobsahuju osobne udaje a

vyzaduju sa pre farmakovigilancné procesy

e 73 datovych poli

ICH/EU E2B(R3) Data Elements in line with EU ICSR

Implementation Guide

* ak ma odosielatel hlasenia tieto udaje k dispozicii,

spracuje ich do prisluchajucich poli a nepouzije
nullFlavour MSK alebo nenecha uvedené pole

prazdne

C.1.2 Date of Creation
C.1.3 Type of Report

Date of Most Recent Information for This
C.1.5

Report
C.1.6.1 Are Additional Documents Available?
D.8.r.6a MedDRA Version for Indication
D.8.r.7a MedDRA Version for Reaction
F.r.3.1.CSV |Test Result (code) code system version
F.r.4 Normal Low Value
F.r.5 Normal High Value

: Time Interval between Beginning of Drug

G.k.9.i.3.1a, .. . .
G.k9.i3.1b Administration and Start of Reaction/Event

(number, unit)

SARAP Modul 1, 3. jun 2025
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GVP Module VI
Addendum Il -

Masking of personal data
Iin individual case safety
reports submitted

to EudraVigilance

PocetICH-E2B(R3) 3 11 | 185 | 73
datovych poli
Spracovanie MSK |prazdne| vyplnit | vyplnit

udajov

Osobné udaje

Farmakovigilancné
procesy

Y,
®

9,
®

9,
9,

VI.Add II.3. ICH-E2B(R3) data elements to be masked

VI.Add.ll.4. ICH-E2B(R3) data elements to be left blank

VI.Add.II.5. ICH-E2B(R3) data elements that may contain personal data and which are
required for pharmacovigilance processes

VI.Add.II.6. ICH-E2B(R3) data elements that do not contain personal data and which are
required for pharmacovigilance processes

SARAP Modul 1, 3. jun 2025
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- aktualizacia oznamovania problémov j[ Q
s dodrziavanim farmakovigilancnych povinnosti

- rozhodnutie o informovani EMA a NCA vychadza
z toho Ci odchylka predstavuje zavazné nedodrzanie

. . poziadaviek, ktoré méze mat vplyv na bezpecnostny
Compllance ISSUES profil lieku

with pharmacovigilance

- neexistuje ziadna jednotna hranica pre zaslanie
oznamenia (zavisi to od konkrétneho FV systému,
lieku a problému)

obligations

- predlozenie niekolkych oneskorenych ICSRs
= aktualizacia 14.4.2025 do EudraVigilance sa zvyCajne nepovazuje
za vyznamnu odchylku

- EMA a NCA posudia oznamenie v sulade

SO svojimi postupmi SU KLO

SARAP Modul 1, 3. jun 2025 18



O/W

Compliance issues with pharmacovigilance obligations @

- usmernenie k oznamovaniu:
* odoslat e-mail EMA (phv-noncompliance@ema.europa.eu) a prislusnej NCA v zavislosti od typu
registracie lieku (pre SK: sfp-inspekcie@sukl.sk)
e zoznam kontaktov na prislusné NCA je zverejneny na stranke EMA: PhV non-compliance
notification contact points at National Competent Authority (NCA) level

* voznameni uviest napravne a preventivhe opatrenia spolu s casovym harmonogramom

* v pripade oznamenia oneskoreného zaslania ICSRs do EudraVigilance prilozit Template for late
submission of ICSRs to EV

- priklady oznameni:
* oneskorené zaslania ICSRs do EudraVigilance
* nespravne spracované ICSRs, nulifikacie ICSRs
 migracia/problémy s databazou MAH-a

SUKLO
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Moznosti...

Statistiky...

o @

Najcastejs

e chykl
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Najcastejsie chyby v hlaseniach

- nesulad v nazve lieku — nazov lieku pri registracii vs. nazov lieku v Article 57 database (povinnost MAH-a
aktualizovat udaje up-to-date, Nariadenie Europskeho parlamentu a Rady (ES) ¢. 726/2004)

- medicinsky potvrdené hlasenie — v pripade hlasenia od nezdravotnickych pracovnikov je mozné reakciu
oznacit ako medicinsky potvrdenu, ak je verifikovana zdravotnickym pracovnikom alebo zdravotnou
dokumentaciou (E.i.8 Medical Confirmation by Healthcare Professional, GVP Module VI, VI.A.1.5.)

- nespecifikovane reakcie (kodované len ako ,,adverse drug reaction®) — potrebné vykonat FUP a
Specifikovat reakciu, v pripade nedoplnenia hlasenie nulifikovat (high/medium/low impact errors: Detailed
guide regarding the EudraVigilance data management activities by the European Medicines Agency)

- nahlasené ,,off-label use* bez neziaducej reakcie — hlasenie sa nezasiela do EudraVigilance, ale
vyhodnoti sa v PSURe (Good practice guide on recording, coding, reporting and assessment of medication
errors)

- odporucanie:
e pouzivat 6 kritérii zavaznosti, vratane inak medicinsky vyznamnych reakcii (GVP Module VI, VI.A.1.6.)

 kodovat neziaduce reakcie v sulade s MedDRA® TERM SELECTION: Points to Consider,
APPENDIX B: MedDRA CONCEPT DESCRIPTIONS S KLO

SARAP Modul 1, 3. jun 2025 21



Aktualizacia znenia vyzvy
ha hlasenie podozreni

F 7 o

ha neziaduce ucinky liekov

PRILOHA ¢&. 2 ku MP 144/2023 v2
PRILOHA ¢&. 1 ku MP 146/2023 v1

@
LG

- vzhladom na zmeny v organizacnej strukture
od 1.4.2025, ziadame aktualizovat nazov sekcie v zneni
vyzvy ha hlasenie podozreni na neziaduce ucinky liekov
v textoch edukacnych materialov i v priamej
komunikacii zdravotnickym pracovnikom (DHPC):

Statny ustav pre kontrolu liediv
Sekcia vigilancie

Kvetna 11, 825 08 Bratislava

tel.: +421 2507 01 206

e-mail: neziaduce.ucinky@sukl.sk

- MP144/2023 a MP 146/2023 budu aktualizované
coskoro

SUKLO
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- vzhladom na zmeny v organizacnej strukture Q
od 1.4.2025, cez Working Group on Quality Review

of Documents (QRD) bola zaslana ziadost
o aktualizaciu Prilohy V (SPC/PIL):

. . . ., Statny ustav pre kontrolu liediv
Aktualizacia znenia vyzvy e

na hlasenie podozreni Kvetna 11

na neziaduce uéinky liekov SK-825 08 Bratislava
y Tel: + 421 2507 01 206

e-mail: neziaduce.ucinky@sukl.sk

Tlacivo na hlasenie podozrenia na neziaduci ucinok
= Priloha V (SPC/PIL) lieku je na webovej stranke www.sukl.sk v casti
Bezpecnost liekov/Hlasenie podozreni na
heziaduce ucinky liekov

Formular na elektronicke podavanie hlaseni:
https://portal.sukl.sk/eskadra/

SARAP Modul 1, 3. jun 2025 23



Dakujem za pozornost

PharmDr. Miroslava Gocova

miroslava.gocova@sukl.sk

@ +421 2 507 01 337
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Guideline on good pharmacovigilance practices (GVP) - Module VI - Collection, management and submission of reports of suspected adverse
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-vi-collection-management-and-submission-
reports-suspected-adverse-reactions-medicinal-products-rev-2_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-management-activities-european-medicines-agency_en.pdf

Good practice guide on recording, coding, reporting and assessment of medication errors
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-recording-coding-reporting-and-assessment-medication-errors_en.pdf

Guidance documents related to data submission for authorised medicines
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/data-medicines-iso-idmp-standards-post-authorisation/reporting-requirements-marketing-
authorisation-holders/guidance-documents-related-data-submission-authorised-medicines

Compliance issues with pharmacovigilance obligations https://www.ema.europa.eu/en/about-us/contacts-european-medicines-agency

Liekove riziko https://www.sukl.sk/buxus/generate_page.php?page_id=6493 S U K L O

MedDRA® TERM SELECTION: Points to Consider https://www.meddra.org/how-to-use/support-documentation/english
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https://www.ema.europa.eu/en/documents/other/european-medicines-agency-policy-access-eudravigilance-data-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-union-individual-case-safety-report-icsr-implementation-guide_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-vi-collection-management-and-submission-reports-suspected-adverse-reactions-medicinal-products-rev-2_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-vi-collection-management-and-submission-reports-suspected-adverse-reactions-medicinal-products-rev-2_en.pdf
https://www.ema.europa.eu/en/documents/other/detailed-guide-regarding-eudravigilance-data-management-activities-european-medicines-agency_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-recording-coding-reporting-and-assessment-medication-errors_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/data-medicines-iso-idmp-standards-post-authorisation/reporting-requirements-marketing-authorisation-holders/guidance-documents-related-data-submission-authorised-medicines
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/data-medicines-iso-idmp-standards-post-authorisation/reporting-requirements-marketing-authorisation-holders/guidance-documents-related-data-submission-authorised-medicines
https://www.ema.europa.eu/en/about-us/contacts-european-medicines-agency
https://www.sukl.sk/buxus/generate_page.php?page_id=6493
https://www.meddra.org/how-to-use/support-documentation/english

Pouzité skratky

DHPC Direct healthcare professional communications — Priama komunikacia zdravotnickym pracovnikom
EC European Commission — Europska komisia

EDPS European Data Protection Supervisor

EEA European Economic Area — Europsky hospodarsky priestor

EU  Eurdépska Unia

EV EudraVigilance

EM edukacny material

EMA European Medicines Agency — Europska liekova agentura

FUP follow-up k hlaseniu

FV farmakovigilancia, farmakovigilancny

ICH International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use
ICSR Individual Case Safety Report — Jednotlivé hlasenie neziaduceho ucinku

MAH Marketing Authorisation Holder — Drzitel rozhodnutia o registracii lieku

MP metodicky pokyn

NCA National Competent Authority — Narodna liekova agentura

PIL Pisomna informacia pre pouzivatela

PSUR Periodic Safety Update Report — Periodické hodnotenie bezpecnosti lieku

SPC Suhrn charakteristickych vlastnosti lieku

UMC Uppsala Monitoring Centre

WHO World Health Organization — Svetova zdravotnicka organizacia

SUKLO
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