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EV data masking policy

 EDPS EudraVigilance audit — 03/2023
— Recommendations 13 and 16 —
zverejnény v dokumentu EMA
EudraVigilance — Retention of
personal data (EMA/341609/2024)
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Uchovavani dat v FV systémech - EV data masking policy

Recommendation

Action Required

Additional

2.2.2. Pseudonymisation procedures and personal data masking

Recommendation 13

Adopt - together with the joint controllers of
the processing operations taking place in the
context of the EudraVigilance database
(Buropean Commission and EEA member
states) - a common masking policy that
should be complied with by all reporting

entities.

2.3 Retention of personal data

Recommendation 16

Deemed necessary

EMA re-assess the necessity and
proportionality of keeping personal data
included in the reports in EudraVigilance for
an unlimited period of time and ensure that
personal data that are no longer necessary
for the purpose for which they have been
collected are erased or anonymised to

ensure compliance with Article 4(1)(e).

Paolo TDPO, H

Alcini

Georgy  TDA

Genov

Timeframe to comply - start

from date of receipt of report

03/05/2024

12 months -

3 May 2025

12 months -

3 May 2025
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EV data masking policy

V dokumentu Cast 2 - Purposes of the personal data processing

% Legislativni podklad pro sbér osobnich tdajti v hlaenich NU — splnéni legislativou
danych povinnosti — sbér dat pro detekci FV signdll, datova pole pro ICSR

% Vyznam/nutnost mit velmi dobfe popsand hlageni NU pro dalsi hodnoceni signalu
(accurate, complete, and bona fide information is very important for MAHs and regulatory
agencies identifying and assessing ADR reports)

= Detekce duplicitnich hlaseni v databdazi — skuteéna ¢etnost NU pro lécivou latku
= Odpoveédi na specifické dotazy — neni mozné bez osobnich udajl pacienta
Priklady —

* silné menstruacni krvaceni a Spikevax;

 referral k paracetamolu 06/2024
* referral k fluorochinolonim
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EV data masking policy

Ze strany EMA analyza (s DPO) podle 2 aspektU
identifikace dat v ICSR, ktera obsahujici osobni udaje nebo tzv. quasi identifiers

QIO

identifikace dat v ICSR, ktera jsou nezbytna pro ucely popsané v ¢asti 2

Vysledek — rozdéleni dat na
, data, ktera neobsahuji osobni udaje
* data, ktera je obsahuiji a jsou nezbytnd pro zpracovani/hodnoceni

%, data, kterd je obsahuji a nejsou nezbytna pro zpracovani/hodnoceni
* Data, ktera muzou byt zadana jako nullflavor MISK
* Data, ktera nemohou byt zadana jako nullflavor MSK (podle EV BRs) — a musi zlstat prazdna

(blank)
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EV data masking policy

=, Seznam datovych poli, ktera nejsou
nezbytnd a maji/musi byt zaslana jako
MSK (i kdyz je znam jejich obsah) - tonjey | ICSRICHE2BORS) Element | pary e ewent NAME

nebo pripadné jind hodnota pro tato pole - — S—
(ASKU, NASK, UNK) nebo prazdné pole podle e car1z Reporter's Given Narme

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

Situace ICH C.2.r.1.3 Reporter’s Middle Name
ICH C.2r.1.4 Reporter’s Family Name
ICH C.2.r.2.1 Reporter’s Organisation
ICH C.2.r.2.2 Reporter's Department
ICH C.2.r.2.3 Reporter’s Street
ICH C.2.r.2.6 Reporter’s Postcode
ICH C.2.r.2.7 Reporter’'s Telephone
IcH DAAA Patient Medical Record Number(s) and Source(s) of the

Record Number (GP Medical Record Number)

Patient Medical Record Number(s) and Source(s) of the

s R Record Number (Specialist Record Number)

ICcH D.1.1.3 Patient Medical Record Number(s) and Source(s) of the
D Record Number (Hospital Record Number)

ICH D.10.1 Parent Identification
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=, Seznam datovych poli, ktera nejsou
nezbytnd a odesilatelem maji/musi
byt zaslana jako blank — prazdna

s, pro tato pole nesmi byt dle EU
pravidel zvolena hodnota zadného
nullflavoru — ani MSK
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ICH/EU E2B(R3) Data Elements in line with EU ISCR Implementation Guide

ICSR ICH E2B(R3) Element

DATA ELEMENT NAME
Reference

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
C34.1 Sender’s Street Address
C.3.4.2 Sender’s City

C.3.4.3 Sender’s State or Province
C344 Sender’s Postcode
C.3.45 Sender’s Country Code
C.3.4.6 Sender’s Telephone
C.3.4.7 Sender’s Fax
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EV data masking policy — domluvené kroky a nastaveni

Pro vSechny EV ucastniky - nastaveni spolecného postupu ochrany a uchovavani

udaju

%, 24 datovych poli (slides 6 a 7) musi byt do EMA odesilana bud' s nullflavorem
MSK nebo prazdnych — NE JINAK

"~ budou uchovana ve FV systému drzitele (dle interniho nastaveni)

% zbyla pole, pokud jsou odesilateli znama, nemaji byt MSK/prazdna

% pro hlaseni uz v EV db uloZzena (legacy data) — EMA nastavi hodnotu MSK nebo
uplné vymaze obsah uvedenych 24 datovych poli

= Xml soubory téchto hlaseni budou v originalni verzi uloZzena v EMA, pfistup k nim
pro vybrané lidi z EMA, ale pristupné na vyzadani pro clenské staty v pripade FV
inspekci
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EV data masking policy

=~ beze zmény v EV Business Rules
", beze zmény v EU ICSR Implementation Guide
= po schvaleni vyborem PRAC bude zverejnéno v 06/2025

Pri prijeti hlaseni s vyplnénymi udaji (které byt vyplnéné nemaji)
* Po zverejnéni bude EMA kontaktovat ty uzivatele, kteri to nerespektuji, se zadosti o opravu
svého nastaveni
 EMA sama nahradi hodnotou MSK/blank

* Re-routing do NCAs bez informace o hlasiteli/odesilateli (kromé Primary source country
a Reporter’s qualification)

=, Dodrzovani personal data protection pravidel bude predmétem FV inspekci
(i vkoordinaci s EMA) — plati i pro nadbytecné osobni informace v Case narrative !
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Uchovavani dat v FV systémech - EV data masking policy

GVP Module VI Addendum Il — 05/2025

[

l17 February 2025|
2 EMA/E2658/2025

3  Guideline on good pharmacovigilance practices (GVP)

4 Module VI Addendum II — Masking of personal data in individual case safety

reports submitted to EudraVigilance

Draft finalised by the Agency in collaboration with Member States™®

Draft agreed by the EU Network Pharmacovigilance Oversight Group (EU- TBC
POG)
Draft adopted by the Executive Director as final TBC
Date for coming into effect™ TBC
6
* This document has been developed in consultation with the EMA Data Protection Officer, EMA EudraVigilance
internal data controllers, the Pharmacovigilance Business Team, the EudraVigilance Expert Working Group and the
EMA Pharmacovigilance Inspections Working Party. It has been agreed by the Pharmacovigilance Risk Assessment
Committee (PRAC) on XX-XXX-2025
7
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EV data masking policy

Implementace nového nastaveni — po zverejnéni GVP M VI Add Il

" As soon as possible and within a reasonable timeframe

%, Odhad casového ramce pro implementaci v systému drzitele zdokumentovany
a zduvodnény v internich dokumentech spolecnosti
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Hlaseni non-compliance FV systému do EMA a regulacnim autoritam
%, Aktualizace postupu (a textu na webu EMA) pro nahlaseni compliance issues

with pharmacovigilance obligations — 03/2025 a 04/2025

% Hl3aseni jakychkoliv problému/odchylek pfi plnéni FV povinnosti ze strany MAH —
snaha harmonizovat postup oznameni autoritam

Plivodni nastaveni (od 2020)

, hlaseni na e-mail phv-noncompliance@ema.europa.eu

* plus popis napravnich a i preventivnich akci vzhledem k hlasenému problému a casovy odhad
reseni

"~ EMA s tim nalozi dle svych postupu pro PHV non-compliance
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Hlaseni non-compliance FV systému do EMA a regulacnim autoritam

Otazky po prvni aktualizaci (03/2025) ...

)

Co vyznamem/dopadem spada do nahlaseni non-compliance? Hlasit vSechno?

)

Je nahlaseni pozdniho zaslani ICSRs do EV pro MAH povinnost nebo moznost?

)

Jaka mira pozdniho nahlaseni ICSR je uz predmétem nahlaseni non-compliance?

)

Které typy non-compliance hlasit NCAs vs EMA?
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Hlaseni non-compliance FV systému do EMA a regulacnim autoritam

"~ Doplnéni z 04/2025

, Deviace ve smyslu vyznamného non-compliance v oblasti farmakovigilance
(vtom i pozdni zaslani hlaseni do EV)

* co je vyznamné — ponechano na hodnoceni drzitele pro dany pripad — definovano jako which
might impact the safety profile of an authorised medicinal product(s)

e pozdni zaslani nékolika ICSRs neni typickym pripadem vyznamné deviace

=, Nahlaseni e-mailem na phv-noncompliance@ema.europa.eu (EMA)
a prislusnému MS (PhV non-compliance contact points at NCA level je prilozen) —
tedy kazdému zvlast
* v pripadé CAP: MS, ktery je supervisory authority pro LP
* v pripadé NAR: vSem dotcenym MSs, kde je registrovan

, Pozdni zaslani ICSRs — Template for late submission of ICSRs to EV
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E -DIC y AGENC Search
- o EUROPEAN MEDICINES AGENCY

Medicines ~ Human regulatory ~ Veterinary regulatory ~ Committees ~ New nts ~ Partners & networks = About us ~

Home > About us > Contacts at the European Medicines Agency

Contacts at the European Medicines Agency

On this page you can find several ways to contact the European Medicines Agency (EMA) depending on your need for assistance or type of request.

(Corporate) (Medicines )

Page contents Updated 7 May:

'Quality defects, recalls and falsified medicines' and 'Pharmacovigilance'
Also on this topic

Added 29 April:
Report an issue with an authorise ‘Whistleblowers'
product

Updated 14 April 2025:
‘Compliance issues with pharmacovigilance obligations’

Ask for assistance with an EMA IT
system

Request access to documents

Ask a question . =
‘ Also on this topic

EMA switchboard number

How to find us
Directions to the EMA building

Business hours and holidays

Other contact details
N Send a question to the European Medicines Agency

Related documents

Collapse all
Report an issue with an authorised product
[ coltapse section |

Product emergency hotline (outside EMA business hours) v
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Hlaseni non-compliance FV systému do EMA a regulacnim autoritam

Page contents

Also on this topic

eport an issue with an authorised product
Collapse section |

Rep
product Product emergency hotline (outside EMA business hours) ~
Ask for assistance with an EMA IT - v -
Sstern Quality defects, recalls and falsified medicines ~
Request access to documents Emerging safety issues ~
Ask a question v
Withdrawn products ~

EMA switchboard number

—_—D Compliance issues with pharmacovigilance obligations ~
Directions to the EMA building
Other contact detalls Extensions to ICSR submission timeframes ~

Related documents

Ask for assistance with an EMA IT system

EMA's Service Desk provides technical support for issues related to information technology (IT) systems that are
hosted by EMA. This includes creating new accounts, accessing existing accounts, uploading data and
using databases.

EMA IT system Contact details
Clinical Trials Information System (CTIS), Union Pharmacovigilance Database, Union Use the EMA Service Desk
Product Database, EudraCT, EudraGMDP, Eudralink, EudraVigilance, IRIS and SPOR (Servi ow)

services

You can log in using your existing EMA username and password.

If you do not have an account or do not know your username and password:
- Sign up for a new account or reset your login credentials CF

For urgent technical matters, contact +31 (0)88 781 8520.

Request access to documents

EMA is committed to ensuring the widest possible access to the documents that it produces, receives and has in its
possession.

For access to documents that are not already published, use our online form:

« Send a question to the European Medicines Agency
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Hlaseni non-compliance FV systému do EMA a regulacnim autoritam

Page contents
Also on this topic

Report an ue with an autho:

product

Ask for assistance with an EMA IT
system

Request access to documents
Ask a question

EMA switchboard number
Directions to the EMA building
Other contact details

Related documents

Withdrawn products N

Compliance issues with pharmacovigilance obligations ~

If marketing authorisation holders of medicinal products for human use, while managing and resolving
deviations from their quality system, identify the need to inform EMA and national competent authorities
(NCAs), the guidance outlined below should be followed.

The decision on notifying EMA and NCA should be based on whether the deviation constitutes significant non-
compliance (including reporting obligations to EudraVigilance) which might impact the safety profile of an
authorised medicinal product(s). There is no single threshold for reporting; it should be tailored to the specific
pharmacovigilance system, product and issue. The submission of few individual late cases to the EudraVigilance
database would not typically be regarded as significant deviation. EMA and NCAs will assess the notification in
line with their procedures.

Guidance for reporting:

Send an e-mail to EMA (phv-noncompliance@ema.europa.eu) and the appropriate Supervisory Authority or
concerned Member State. Contacts are available at PhV non-compliance notification contact points at
National Competent Authority (NCA) level.
o If the pharmacovigilance system encompasses centrally authorised products, include the supervisory
authority.
o If the pharmacovigilance system only encompasses nationally authorised products, include all Member
States where the affected products are authorised.
There is no required template or standardized reporting format for the e-mail notification.
In your notification, please state the corrective and preventative actions, along with timelines.
For notifications related to late submissions of ICSRs to EudraVigilance (i.e., non-compliance with timelines
set in the legislations) please include also the following template: Template for late submission of ICSRs to
EV. If ICSRs have not been submitted at the time of the first notification, please send the completed
template once all the cases have been submitted.
Technical Support: For assistance with EudraVigilance, contact the EMA Service Desk (ServiceNow) Cf
instead.

EMA and NCAs have been receiving these notifications via various channels.

This guidance has been developed to harmonise the notification process and streamline the receipt and
assessment by NCAs and EMA.

Extensions to ICSR submission timeframes ~

Ask for assistance with an EMA IT syste

EMA's Service Desk provides technical support for issues related to information technology (IT) systems that are
hosted by EMA. This includes creating new accounts, accessing existing accounts, uploading data and
using databases.

EMA IT system Contact details
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%~ Po pilotni fazi a opravach chyb (2024 — 1Q 2025) — spusténi
= 05-06/2025 pro vSsechny NCAs a 50 MAH s nejvyssim poctem hlaseni posilanych do EV
= 0d 09/2025 — plus vSichni ostatni drzitelé

Mésicni zprava o dodrzovani Ihut pro odesilani hlaseni do EV systému (7/15/90 dni pro hlaseni
zEVCT i EVPM) — pokracovani aktivity z let 2009 — 2010

=, 3 typy zprav doruceny na zacatku mésice EU QPPV nebo RP for EV pro sponzory nebo RA:

= EVCTM — Notification on adherence to 7/15 days reporting timelines of ICSRS (pro inicidini hidseni
SUSAR s fatdlnim vysledkem reakce nebo ohroZzenim Zivota — pro EVCTM)

= EVPM — Notification on adherence to 15 days reporting timeline of ICSRs (pro viechna ostatni zdvaznd
ICSR - inicidlni a follow-ups)

= EVPM — Notification on adherence to 90 days reporting timeline of ICSRs (pro nezdvaznd hidseni -
inicialni i follow-ups)
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: . R EUROPEAN MEDICINES AGENCY
EUROPEAN MEDICINES AGENCY
) o . . Organisation Sender ID: Listing of Non-Compliant Individual Cases Submitted tc
Organisation Sender ID: Overview of ICSRs "ﬂlll)]ll]‘s‘-;lt)llr to EVPM Within/Outside Organisation Name: EVPM Outside 15 Days Reporting Period - October 202
Organisation Name: 15 Days Reporting Period — October 2023

Reportin EV Local Number of Number of
ol EV World Wide Unique Case
15 Days Time Report \dentifier ICSRs - ICSRs -
Reporting | Number of ICSRs - Initial Lot in Days Number Initial Follow-up
Follow-up 19 1 0
Period = 1 0
Within 1208 744 = i o
Outside 13 4 2% 0 1
1 0
28 1 0
a1 L 9
EUROPEAN MEDICINES AGENCY L 9
54 0 1
59 0 1
93 1 0
Organisation Sender 1D: Overview of Submission Timelines of ICSRs 141 1 0
Organisation Name: to EVPM: 15 Days Reporting Period October 2022 149 1 0
551 1 0
806 1 0
1043 1 0
3
Reporting Time in | Number of ICSRs - | Number of ICSRs - 250 L l
Days Initial Follow-up
01 0 1
02 4 2 s EUROPEAN MEDICINES AGENCY
03 5 5 '
04 4 4‘ DOrganisation Sender 1D: Overview of ICSRs Submission to EVPM Within/Outside
05 15 16 Oroanisation Name: 15 Days Reporting Period - Octaber 2022
06 86 a7
07 225 119
08 242 176
09 227 110 -
10 155 108 zﬂ"ﬁr‘:iﬂ:‘ 26.94% 1'}.
1 127 73
12 65 50
13 35 14
14 10 12 '
15 8 7 F%Tr'—'%ﬁi 59.47% usl%
1% 3 5 Loy
o 0% 0% 0% 0% i00%
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ICSR reporting timelines Compliance notifications

>, Notifikace bude obsahovat:
* jméno a ID organizace
* mésic, pro ktery je zprava vytvorena

* informace o zakonnych pozadavcich na ¢asové |hity pro odeslani hlaseni —
pro EVCTM/EVPM

vysvetleni, na zakladé kterych E2B (R3) poli je time compliance vypocitavano
nazev PDF souboru s daty ohledné time compliance a vysvéetleni, co predstavuiji

%, Zprava je poskytovana pro informaci pro ucastniky EV systému

%, Ocekava se rozbor divodu nedodrzeni time compliance a ndprava deviaci,

resp. nové nastaveni ze strany organizace (idealné mit evidované)
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ICSR reporting timelines Compliance notifications

%, 74dné odeslané hlageni do EVCTM/EVPM v daném obdobi = 74dn4 notifikace

, z compliance notification jsou vylouceny tyto typy hlaseni:

* Error reports —s kddem CR v ack k hlaseni
* Nullification reports — v poli Report Nullification/ Amendment s volbou 1
 Amendment reports - v poli Report Nullification/ Amendment s volbou 2

% pokud v ramci jednoho mésice odeslano do EV hlaseni (inicialni nebo FU)
a nasledné i jeho nulifikace nebo amendment, bude v compliance notification
pofdd zohlednéno odeslani inicialniho ICSR/FU
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ICSR reporting timelines Compliance notifications

Komunikace EMA pred/po spusténi aktivity
% update EMA webu k EudraVigilance — i FAQ/user guide

"~ e-mailova zprava s informaci vSem novym prijemcum pred kazdym z kol spusténi

(05-06/2025 i 09/2025)

, webinare — vzdy tyden po kazdém odeslani prvni 3 mésice
* 05,06, 07/2025
* 09, 10, 11/2025

%, proskoleni lidi v EMA Service desku
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Aktualizace informaci k hlaSenim NU uvadénych v SmPC a PIL

% zvefejnéna 2. 4. 2025 na webu SUKL:
 Informace o hlageni nezddoucich ucinkd v SmPC a PIL — SUKL

e Upozornéni SUKL tykajici se aktualizovanych informaci k hldeni nezadoucich udink(
uvadénych v SmPC a PIL — SUKL

% souvisi se zménou webové adresy SUKL — zavedenim domény sukl.gov.cz

= Webovd adresa www.sukl.cz/nahlasit-nezadouci-ucinek,, na které je k dispozici

webovy formular pro hlaseni nezadoucich ucinku [éCivych pripravku a ktera byla
doposud uvedena v SmPC a PIL i v Dodatku V, je zménéna na adresu:
sukl.gov.cz/nezadouciucinky

% SUKL garantuje, Ze pGvodni webova adresa www.sukl.cz/nahlasit-nezadouci-
ucinek bude presmérovana na webovy formular k hlaseni nezadoucich ucinku
minimalné do roku 2030.
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' PS Aktuality k hlasenim neZadoucich Gcinkd
’ Aktualizace informaci k hlaSenim neZadoucich uéinkti v SmPC a PIL

Aktualizace informaci k hlaSenim NU uvadénych v SmPC a PIL

Jak postupovat pFi Upravé informaci k hlageni NU v textech - viz web SUKL

%, pro novou registraci — uvést informace k hlaenim NU v souladu se zvefejnénymi
pokyny Informace o hlaseni nezadoucich ucinku v SmPC a PIL — SUKL

% pro prodlouzeni platnosti/zméné registrace — Uprava ponechdana zcela na drziteli,
bez stanoveného prechodného obdobi (garantovano presmeérovani do 2030)

» pokud Uprava informaci — potfeba provést ve vSech textech soucasné (SmPC, PIL)

%, pro CAP — aktualizace bez regulacni akce - v elektronické verzi musi byt uveden
aktivni hypertextovy odkaz na Dodatek V (ktery byl v EMA aktualizovan)
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r
Aktuality k hlasenim neZadoucich Gcinkd
Aktualizace informaci k hlaSenim neZadoucich uéinkti v SmPC a PIL

Aktualizace informaci k hlaSenim NU uvadénych v SmPC a PIL

FAQ: Zména adresy pro hlaseni nezadoucich ucinkut LP je zménéna na
sukl.gov.cz/nezadouciucinky , nicméné po zadani adresy do prikazového radku
vyhleddvace, se zobrazuje nazev: https://nezadouciucinky.sukl.cz/

> Adresa pro hlaseni nezadoucich ucinku byla upravena tak, aby reflektovala
prechod na novou doménu SUKL, ktera je v souladu s oznaéenim domén
ostatnich organu statni spravy. Adresa sukl.gov.cz/nezadouciucinky odkazuje na
alternativni url adresu pro webovy formular pro nahlaseni nezadoucich ucinku
|écivych prlpravku https: //nezadouuucmky sukl.cz/, protoze samotny webovy
formulaF stoji mimo feSeni webu SUKL

* situace neni jind nez pred touto zménou — i tehdy plvodni link www.sukl.cz/nahlasit-
nezadouci-ucinek pfesméroval uzivatele na https://nezadouciucinky.sukl.cz/

%, V textech k hlasenim nezddoucich ucinkl v SmPC a PIL je nutné pouZivat adresu
sukl.gov.cz/nezadouciucinky
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' . Aktuality k hlaSenim nezadoucich uéinkd
‘ Hladeni NU z SpLP

Hlaseni NU z SpLP
% soucast farmakovigilancnich aktivit nastavenych v programu SpLP (sber,
vyhodnoceni, hlaseni NU v ramci SpLP)

https://sukl.eov.cz/informace-pro-predkladatele-specifickych-lecebnych-
programu/farmakovigilancni-aktivity-v-ramci-specifickeho-lecebneho/

% Jak hlasit NU:

https://sukl.eov.cz/faqg/jak-hlasit-nu-v-ramci-specifickeho-lecebneho-programu/

", osoba zodpovédna za monitorovani SpLP (uvedena v planu programu)
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(“\ s U KL Aktuality k hlagenim ne:ratgz:::ll:ztf::;:
Hlaseni NU z SpLP

Predkladatel SpLP Predkladatel je Kam hlasit NU z Pravidla po Typ hlaseni

je MAH pro LP v registrovan v SpLP nahlaseni

jiném state EU? systému EV

ANO ANO do EV prfimo zadvazna do 15dnl, Solicited (Report
nezavazna do 90 from study), pokud neni
dn& nastaveno jinak

NE ANO do EV/pres SUKL zdvazna do 15dnl, Solicited (Report
nezdvazna do 90 from study), pokud neni
dnlOJ nastaveno jinak

NE NE pres SUKL zdvazna do 15dnl, Solicited (Report
nezavazna do 90 from study), pokud neni
dn& nastaveno jinak
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' ‘ Aktuality k hlaSenim nezadoucich uéinkd
‘ Hladeni NU z SpLP

Hlaseni NU z SpLP

Hlageni pFes SUKL :

% vyplnéni pdf formulare (CIOMS) qjeho zaslani na farmakovigilance@sukl.gov.cz
nebo postou (kontakty na webu SUKL)

% vyplnéni webového formulafe pro nahladeni NU sukl.gov.cz/nezadouciucinky
(https://nezadouciucinky.sukl.cz/ ) a odeslani

o EV zadle SUKL

0 poznamky v textu uvést ,pripravek v SpLP*

~d
~d
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' PS Aktuality k hlasenim neZadoucich Gcinkd
’ Hladeni NU z SpLP

Hlaseni NU z SpLP
Co hlasit?

> Nezadouci reakce (ADR) — s podezfenim na kauzalni souvislost mezi podanym LP
a NU

% Informovani SUKL e-mailem (navic k samotnému nahlageni do EV) v pfipadé
smrti/ohrozeni zivota pacienta, které souvisi (nebo je podezreni na souvislost)
s LP podanym v ramci SpLP, do 7 dni na adresu farmakovigilance@sukl.gov.cz

Co nehlasit?

» Nezddouci prihody (AE) —ty zaznamenat a hodnotit v Prlilbézné/Zavérecné
zprave SplLP

v pfipadé smrti/ohroZeni zivota pacienta bez souvislosti s LP podanym v ramci
SpLP neposilat zpravu na SUKL
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' PS Aktuality k hlasenim nezadoucich ucinku
’ Hladeni NU z SpLP

Hlaseni z Early Access a Post-Trial Access programu

Dotaz: Existuje pozadavek pro hlaseni umrti a zivot ohrozujicich ADR v souvislosti
s podanim lécivého pfipravku/lécivé latky v EAP, CUP nebo PTA programu? Stejné
nastaveni jako pro SpLP o informovani SUKL emailem do 7 dni?

Ne.

% SpLP je schvalovany MZ na zakladé pfedchoziho doporuéeni SUKL
* jasne stanovené podminky pouziti LP i podminky pro sledovani jeho bezpecnosti — vcetne
informovani o NU se smrti nebo ohrozenim zivota, aby mohl byt prfipadné SpLP zastaven

= EAP, PTA — bez tohoto ramce, SUKL neschvaluje ani nehodnoti, nema informace
o kontextu.

* NU z EAP, PTA hlasit pfimo do EV (pFislusSny modul) ve IhGtach danych pro hlaseni; pokud neni
registrace v EV, tak pres SUKL obdobné jako je to popsano pro SpLP — uvést v hlaseni
poznamku ,pripravek v PTA“

© STATNi USTAV PRO KONTROLU LECIV e 06.06.2025



V4
' PS Aktuality k hlasenim neZadoucich Gcinkd
’ Zadosti o follow-up k hlasenim ze SUKL

Follow-upy k hlasenim ze SUKL

Je moZné pozadat o FU ke hlageni, které bylo do EV zaslano SUKL!
Dle pravidel pokynu PHV-4 &3st 4.3. Zadost o follow-up:

 Ne rutinni FU - zddvodnéni zadosti
* Doplnéni informace nezbytné k vyvhodnoceni pripadu
* Objasnéni nekonzistentnich udajd v hlaseni
 Ziskani dalSich informaci pri vyhodnocovani FV signalu apod.

=, Zadost poslat na e-mail farmakovigilance@sukl.gov.cz

%, V zadosti uvést WWID cislo hlaseni, zdivodnéni FU, zaslat ve formé jasné
formulovanych dotazu (nejlépe v Cesting)
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' PS Aktuality k hlasenim neZadoucich Gcinkd
’ Zadosti o follow-up k hlasenim ze SUKL

Follow-upy k hlaSenim ze SUKL

% Co nedélat/neni akceptovano:
* opakované se ptat na fakta, ktera jsou v hlaseni uz uvedena
* forma dotazniku drzitele
« zadat o kontakt na hlasitele

%, Jak se k informacim z FU dostat?

* pfes download follow-upu z EV, ktery po ziskani pozadovanych informaci SUKL pFipravi
a odesle (dalsi verze hlaseni)

* FU nebylo moZno provést/nebylo nic zjisténo — SUKL kontaktuje Zadatele o FU e-mailem
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' PS Aktuality k hlasenim neZadoucich Gcinkd
’ Pfipomenuti

ICSR management — pripomenuti

SUKL FV data management:
Folfox, folfiri, folfoxiri, fufa, capox — nazvy pro rezimy chemoterapii

= nemohou byt pouzity v nazvu podaneho pripravku (podezrelého, soubézného)
v sekci G.k.2 — takovy pripravek NENI registrovan!

s, smes sestavena z jednotlivych LP — pokud neni znam jejich nazev, uvadét nazvy
ucinnych latek do samostatnych radku

* Napr. folfoxiri - ve 4 samostatnych zaznamech jako folinic acid, 5-fluorouracil,
oxaliplatin a irinotecan

~ Chyba/slozitost i pro EMA — nemoznost analyzy dat v EV, nutnost manudlniho
rekédovani
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Dotaznik spokojenosti: E ] E

Mate zkusenosti se SUKL?

Podélte se o né s nami!
SUKL se jako kazdda organizace snazi zlep3ovat a rozvijet poskytované sluzby.

Budeme proto radi, kdyz nam date zpétnou vazbu vyplnénim nasledujiciho
dotazniku.

DOTAZNIK SPOKOJENOSTI

Predem dékujeme za spolupraci a za ¢as vénovany odpovédim.


https://forms.office.com/r/wsBLCYs3W6

e, SUKL

DEKUJEME ZA POZORNOST

STATNi USTAV PRO KONTROLU LECIV
Srobarova 49/48, 100 00 Praha 10
Tel.: +420 272 185 111

e-mail: posta@sukl.gov.cz

sukl.gov.cz

E

RECEP

T

Uz mate nasi aplikaci eRecept?

Aplikace navic nabizi i benefity pro
pacienty, napf. moznost pristupu ke
viem Udajum o své elektronické
preskripci, v€etné |ékového zaznamu
a nastaveni souhlast k nému.

Upozornujeme, Ze pri aktivaci
aplikace budete vyzvani k ovéreni
vasi identity prostrednictvim identity
obcana.

Aplikace ke stazeni:

# Download on the GETITON
@& AppStore > Google Play
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