











e Systém farmakovigilancie

e Subsystémy farmakovigilancie — obsahové a
priestorove, lokalny systéem a LQPPV

* |CSR, Edukacné materialy, Farmakovigilancia v
registracnhej dokumentacii






Stanovenie podmienok

Kontrola splnenia
podmienok (zakonné a
podzakonné)

Napravné opatrenia

Vedna oblast farmakovigilancie
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Principy spravnej pruxe

farmakovigilancie

Musia byt’ splnené by , zdravotnickych pracovnikov a verejnosti
ohladne bezpecnosti liekov

mang ma mat’ veducu ulohu v implementacii systému kvality a
motivacii zamestnancov ohl'adne cielov kvality.

Vsetci pracovnici v celej organizacii maju byt' zaangazovani v
podla cyklu kvality

Musia sa ziskat’ o0 pomere prinosov a rizik lieku a vSetky

relevantné aspekty, ktoré mézu ovplyvinovat’ tento pomer a pouzitie lieku, sa
maju pouzit’ pri rozchodovacom procese.

per medzi MAH, CA, lekarskymi organizaciami, pacientmi, ZP a
ostatnymi skupinami v sulade s pravnymi predpismi.




SUKLO
Legislativha poziadavka

Marcus Tullius Cicero

* Legum servi sumus ut liberi esse possimus.
Sme sluzobnici zakonov, aby sme boli slobodni

* Sme sluzobnici zakonov, aby boli pacienti
chraneni.



* Preco je farmakovigilancia ddlezita

e Subsystémy farmakovigilancie — obsahové a
priestorove, lokalny systéem a LQPPV

* |CSR, Edukacné materialy, Farmakovigilancia v
registracnhej dokumentacii
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SUKLO

Farmakovigilancia
Nie je (len) Je (aj)

Hlasenia neziaducich « Multidisciplinarna ¢innost
el &5 L * Nastroj na vyuzivanie
Posudzovanie rizika a novych informacii o lieku
PHNGESE * Priebezna Cinnost
Narazova aktivita (PSUR, ,
predizenie...) * Systematicka Cinnost
Zadina aZ po schvéleni * Cielavedoma cCinnost

registracie
Poregistracna kontrola
Poistka pre napravu
Vsemocna

e Podcenovana
e Obchadzana

Skolenie pracovnikov SUKL
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Medical literature
monitoring

Pharmacovigilance
fees

¥ Good
pharmacovigilance
practices

GYP development

Superseded
guidance

Medication errors

Risk-management
plans

Signal managernent

Medicines under
additional monitoring

Fost-authorisation
safety studies

Periodic safety update
reports

European Risk
Management Strategy

Eudravigilance

Incident management
plan

Patient registries

Guidance

Data submission on
medicines

Advanced therapies

“liniral triale

3> J E| Microsoft PowerPoint - [...

Product- or population-specific considerations

The chapters on product- or population-specific considerations are currently under development. They are being released for
public consultation one by one. The first GWP considerations chapter was published in December 20132, i.e. GVP P 1 on
pharmacoyigilance for vaccines for prophylaxis against infectious diseases.

Currently, the following is under development and scheduled for release for an eight-week public consultation as indicated
belaw:

Date of release for public

Eliapler Tl consultation

Chapter number

P11 Biological medicinal products Third quarter 2015

Archives of documents

b Archive of development of GwP
b Superseded pharmacovigilance guidance documents

Table of contents

b Introduction

b Final GWP modules

F Final GYP product- or population-specific considerations
b Final GWP annex I - Definitions

¥ Final GYP annex II - Templates

F Final GYP annex III - Other pharmacovigilance guidance
»

Final GWP annex IV - International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Wse (ICH) guidelines for pharmacovigilance

b Final GWP annex W - Abbreviations

b Draft GWP chapters and annexes for public consultation
» Templates for subrmission of comments

¥ Privacy statement for public consultation

Introduction
Back to top -~

Document(s) First published Last updated Effective Date
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LQPPV

e Uloha vedtceho pre danu oblast a regidn
— Vzdelanie v danej oblasti
— Prehlad o vsetkych aktivitach a povinnostiach
— Vedenie ostatnych zamestnancov
— Prisp6sobovanie miestnym podmienkam
— Spolupraca s CA
— Komunikacia s pacientmi, zdrav. pracovnikmi
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Nominovana (kontaktna) osoba-
farmakovigilanciu

posobi na Slovensku, je sucastou systému farmakovigilancie
drzitela

Ma presne stanovené povinnosti
je nalezite skolena v problematike farmakovigilancie.
zabezpeduje kontakt medzi SUKL - QPPV - drzitelom

podiela sa na

— preverovani udajov v hlaseniach o podozreni na neziaduce ucinky
(vratane doplnujucich udajov k hlaseniam — follow-up),

— priprave prekladov a rozposielani DHPC,
— priprave a poskytovani edukacnych materialov
— plnenie stanovenych podmienok registracie.
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Poziadavky na Lokalnu kontaktnu osobu

Ma byt schopna vykonavat poverené ulohy vdanom
regione (State).

Ma mat adekvatny tréning vo farmakovigilancii,
vzdelanie nie je predpisané, poznat SOP MaH

Ma mat kontakt na QPPV
Ma poznat lokdlny jazyk a zdrav. systém

Ma mat dostupnost odbornej expertizy (Skolenie vo
farmakoviglancii)

MoOZe zastavat aj iné funkcie napr. QPPV, osoby
zodpovednej za registraciu
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QPPV vs. Nominovana osoba

QPPV

Povinnosti su presne

stanovené v smerniciayVv
GVP

Sluzi ako jednotny
kontaktny bod pre narodné
liekové agentury a EMA na
24/7 baze

Ma nahradnika

Oznamovanie zmien je
urcené

Nominovana osoba

Legislativna poziadavka

— Kde sa nachadza?
Povinnosti su stanovené vo
firemnych dokumentoch a
mozZu byt rozne

Kontakt

— kedy je dostupny?

— Ako v pripade nedostupnosti?
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Aka napln prace - priklady

Priprava lokalnych SOP

Prijimanie oznamov o podozreniach NU

Ziskavanie novych informacii o NU

Skolenie vietkych zamestnancov vo farmakovigilancii
Sledovanie lokalnej literatury (vendori pri outsourcing)
Priprava edukacnych materialov a riadenie ich distribucie
PASS, registre, podporné programy, vyskum trhu
Komunikacia s QPPV a CA
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Oznamenie kontaktnej osoby pre farmakovigilanciu na Slovensk
alebo jej zmeny

Drzitel’ rozhodnutia o registracii
lieku

Nominovana osoba

PoStova adresa

Telefon

Mobil

email

fax

Datum od ktor¢ho sa vykonava tato funkcia

Datum podania ozndmenia

Dalgie funkcie vykonavané pre drzitela (doplnit 4no/nie)

Osoba zodpovedna za farmakovigilanciu (QPPV)

Osoba zodpovedna za registraciu

Osoba zodpovedna za kvalitu

Osoba zodpovedna za prepustenie Sarze

Marketing, farmaceuticky reprezentant

Klinické skusanie liekov

Kategorizacia liekov

Iné (vypisat)
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Potrebujeme LQPPV ak SUKL
nemarketujeme?

Nemarketujeme, teda nepotrebujeme

— Ale vyhlasujeme v 1.8.1, ze vSetko mame
zabezpecené

Ak zacheme, budeme mat vsetko funkcéné
— Ale to treba dopredu pripravit

System ma byt pripraveny uz pri podavani

Ziadosti

LQPPV pred marketovanim






Podozrenia na neZiaduce/vedlajsié- -

ucinky - ICSR
VSetci zamestnanci maju byt zapojeni
Tracking systém
Vztah medzi LQPPV a centralnou databankou
Zabezpeceny elektronicky prenos

Sucasny systém sa zmeni



SCIENCE MEDICINES HEALTH p Advanced document search

0 EUROPEAN MEDICINES AGENCY site-wide search [ co» |

Home Find medicine BGITNEIRENTNE GG Veterinary regulatory Committees News & events Partners & networks About us

. P Home B Human regulatery b Research and develepment b Pharmacovigilance b Eudra¥igilance » EudraVigilance training
Overview

EudraVigilance training (4 Email () Print @ Help (@) Share

Research and

development

_ The European Medicines Agency (EMA) has developed a modular training course to support stakeholders in meeting
e their pharmacovigilance obligations when using EudraVigilance.

Advanced therapies At least one user from each national competent authority, marketing authorisation holder or sponsor of clinical trials in the

European Economic Area (EEA) should complete the training to ensure the information collected in Eudravigilance is of the highest
quality and integrity.

Clinical trials

Compassionate use

Users who have successfully completed the currently available EudraVigilance training courses and the subseguent registration
process will be able to start the electronic submission of individual case safety reports (ICSRs) and ICSR acknowledgements to
meet their reporting obligations in relation to pharmacovigilance or clinical trials authorised in the EEA.

Geriatric medicine

Innovation in
medicines

Training courses on the current EudraVigilance system

Non-pharmaceutical
products EudraVigilance training on electronic reporting of ICSRs in the EEA

Orphan designation b Marketing authorisation holders and clinical trial sponsors

b All prospective users of EudraVigilance - attendees who pass the final test will be able to register

Paediatri dici Target audience A VE A o
SECISHIE mEdiEinEs with EudraVigilance and report ICSRs to EMA or national competent authorities

* Pharmacovigilance
*EudraVigilance Duration 3 days

S SIS After successfully completing the course, participants will be able to:

describe the Webtrader functions;

Electronic reporting ¥ apply ICH rules to safety reporting;
Registration b describe the registration process wit-h _I_E_g_g_r_;_l_'g{-ig_i_l:g_r]_:_;_g;
¥ understand the concepts of electronic transmission of ICSRs;
Change b describe the EudraVigilance Gateway;
e )
3

Access to data explain the reporting processes for fully-automated organisations, post-function users, and

¥ EudraVigilance Learning outcomes EVWEB users;
training b create, validate and send safety messages;
b create, validate and send follow-up reports, nullification reports, literature reports, parent-child

PRIME: priority reports and study reports, reports with medical and drug history;

medicines

apply EudraVigilance business rules;
Scientific advice and
protocol assistance

create and send acknowledgments of received ICSR messages;
search and download safety reports;
search and view MedDRA through EVWEB.

* v v v

Scientific guidelines

Markﬁfir‘]
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Pharmacovigilance

Baclk to top =

F Expand all items in this list

+ I+ O+ D+ N -+ I+

Introduction to EMA’s training offering (PhV-M0D)

Mew EudraVigilance functionalities and the 2010 pharmacovigilance legislation (PhV-M1)
Implementing IS0 ICSR/ICH E2ZB({R3): Impact on adverse reaction reporting (Phv-M2a)
Implementing IS0 ICSR/ICH E2B({R3): Backwards and forwards conversion (PhV-M2h)

How to prepare for simplified adverse drug reaction reporting in the European Union (PhV-M3)

Revised EudraVigilance access policy: impact on stakeholders (PhV-M4)

EudraVigilance

Baclk to top =

F Expand all items in this list

+ B O+ SO+ O+ DN+ O -+ O+

Introduction to EV system components and system functionalities (EV-M2)

EV Reporting process for users: EV Gateway, Web-Trader, EW-Post functions (EV-M3a)
EV Reporting process for users: Introduction to EVWEB (EV-M3h)

EV Reporting process for users: Export functions in EVWEB (EV-M3c)

EV Reporting process for users: Create and send ICSRs using EVWEB (EV-M3d)
EVDAS training for Mational Competent Authorities (EV-M5a)

EVDAS training for Marketing Authorisation Holders (EV-M5h)

ADRreports.eu portal (EV-MG)

EudraVigilance IT systems

Back to top -

F Expand all items in this list

IS0 ICSR standard implementation for IT system developers (IT-M1)

IS0 ICSR (EZB({R3)) system implementers workshop
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chyba

aktivita, aktivita,_,
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Trendy v hlaseni NU

Vzostup hlaseni, lekari, MaH, pacienti

Literarne zdroje — pravidelnhe nedostatky
— Neuvedeny zdroj

Hlasenia poantibiotickych hnaciek
Hlasenia vysledkov testov dermatologmi






Opatrenia na
minimalizaciu rizika

Dodatocna minimalizacia

e Edukacny program pre
— Lekarov, farmaceutov
— Pacientov

e Algoritmus pre
predpisovanie (checklist)

* Kontrolovana dostupnost
lieku

e DHPC —urgentna informacia

* PPP —Program prevencie
tehotenstva

Rutinna minimalizacia

Spo6sob vydaja
Velkost balenia
SmPC

PIL

Obal

Pseudoefedrin
Rekreacné drogy,
Urgentna antikoncepcia



(LO

H MA : EUROPEAN MEDICINES AGENCY

Heads of Medicines Agencies SCIENCE MEDICINES HEALTH

8 December 2015
EMA/61341/2015

Guideline on good pharmacovigilance practices (GVP)
Module XVI Addendum I - Educational materials

Draft finalised by the Agency in collaboration with Member States for 24 March 2015
submission to ERMS FG

Draft agreed by the European Risk Management Strategy Facilitation 30 March 2015
Group (ERMS FG)

Draft adopted by the Executive Director 18 April 2015
Released for public consultation 27 April 2015
End of consultation (deadline for comments) 30 June 2015
Revised draft finalised by the Agency in collaboration with Member 17 November 2015
States

Revised draft agreed by ERMS FG 24 November 2015
Revised draft adopted by Executive Director as final 8 December 2015
Date for coming into effect 16 December 2015




XVI. Add 1.3. Submission of educational materials

. ] 5
If no other national requirements apply, the draft educational material should be submitted to the > U K L '® @

competent authorities of Member States as follows:
+ with a cover letter and/or request form including the following information:

- the contact details of the marketing authorisation holder and, if applicable, another
organisation to which it has subcontracted the submission (at least names and e-mail
addresses);

- the regulatory procedure which has led to the need of the educational material(s) with
supportive documents (e.g. CHMP opinion, CMDh position and/or European Commission
decision including conditions of the marketing authorisation and other annexes, national
competent authority opinion, approved RMP, assessment report identifying the need for this
ARMM);

- a detailed implementation plan for the educational material with the following information:
- target population(s);

- dissemination method (2.g. paper, e-mail, via social media, learned societies and/or
patient associations, publication on websites);

- time point when dissemination is anticipated to start and frequency of further
disseminations;

- estimated date of launch or date of start of the marketing of the product (in the case of a
new marketing authorisation);

« as documents in a common open text-processing electronic format of the proposed materials in
language(s) required by the Member State(s);

# the intended layout and, where applicable, images and graphic presentations of the information
(e.g. pictures, charts, diagrams, video).

When changes of the risk and/or the need for aRMM have been identified and changes in the key
elements and/or in the content of the educational material(s) have been agreed at EU level and/or by
the national competent authorities, the marketing authorisation holder should submit to the competent
authorities of Member States revised proposals of the educational material for assessment and
approval. In the revised educational material, the changes to the materials previously approved by the
competent authority should be highlighted.




Edukacné materialy

ldeal — jedno lieCivo — jeden edukacny material
Email: pavol.gibala@sukl.sk

Predmet: (Liek/liec¢ivo) edukacény material verzia
Uvedené, kto to schvalil a preco.

Prilohy

— Schvalena verzia (anglicka) - definitivna

— Spravny preklad, narodné udaje — wordovy dokument
— Distribucny plan — cielova skupina, kedy, ako

V dostatocnom predstihu pred marketovanim.
Rozdielne lieCiva samostatne
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mailto:pavol.gibala@sukl.sk

Spolupraca drzitelov = jednotriy '

edukacny material — SARAP?

Jednotna procedura, na

Jeden navrh, spolocny ©
Jedna osoba na komuni
Vstup generika na trh

pr. referal

‘otoznée lieCivo, obsah, graficka uprava
Uvedenie jednotlivych drzitelov

istribucny plan

kaciu so SUKL

— Nutnost dalSieho rovnakého materidlu pre ZP?

— Materialy pre pacienta?

—
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Karta pre pacienta — ako?

* Prostrednictvom lekara

— Lekdr ma poucit o liecbe

— Predpisané vysetrenia, kontroly...
* Prilozena k lieku

— Vacsia zaruka, ze ju pacient dostane ale chyba
inStruktaz lekara

— Potreba prebalenia pri obsahovej zmene
e Poskytnuta lekarnikom

— Chyba instruktaz lekara

— Problém s logistikou
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Plan distribucie

Cielova skupina (Specializacie), lokalne podmienky
Pred uvedenim na trh

Priama distribdlcia

— Zistovanie potreby, nespoliehat sa na lekara, ze si vypyta
materialy

— Dokumentovanie dorucenia

Emailova distribucia

— Iba pre lekarov, lekarnikov, nie pacientov
— Potvrdenie o prijati, otvoreni dokumentu

Webové stranky nenahradzaju distribuciu
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Hlisenie-podozrenia-na-vedlPajsinucinoks

Mozete-prispiet’ tvm,-Ze nahlasite-akékol'vek vedlajsieicinky, -ak-sa-u-vasvyskyvtni. -Ak-sa-u-vas-
vvskvine-akvkol'vek-vedlajsi-icinok,-obrit'te-sa-na-svojho-lekira, lekiarnika -alebo - zdravotni-

informacii-pre-pouzivatel'a.-Vedl'ajsie-acinky -mozete-hlasit’-aj priamo-prostrednictvom-
nirodného-systému-hlisenia-uvedeného-v-Prilohe-V.-Hlasenimvedl'ajsich-acinkov-mozZete-
prispiet’k%iskaniu-d"alSich-informacii-o-bezpecnosti-tohto-lieku.q

|

Hlasenie-podozrenia-na-vedlajsi-uéinoky

Mézete- poméct- tak,- Ze- budete- hlasit- podozrenia- na- vedlajsie- uéinky,- ktoré- sa- u-vas-
vyskytnu.-Ak-sa-u-vas-vyskytne-akykolvek-vedlajsi-uéinok,-ocbratte-sa-na-svojho-lekara,-
lekarnika-alebo-zdravotnu-sestru.-To-sa-tyka-aj-akychkolvek-vedlajsich-acinkov,-ktoré-nie-

_________________________________________________________________________________________ -

su-uvedené-v-pisomnej-informacii.-Vedlajsie-ucinky-mobzete-hlasit-aj-priamo-spolotnosti-

bezpeénosti-lieku




M1.8.1 Sthrn systému | SUKL®
farmakovigilancie

* Prehlasenie MAH na 5 e My sa zaoberame iba v

otazok pre vsetky lieky pripade
/skupinu liekov — Postdenia RMP
 Sucast registra¢nej — Narodné predizenia
dokumentacie — InSpekcii GVP ako
podklad

* Potreba zvalidovat pri
validacii registracne; Priklady chyb
dokumentacie - Podpis iba QPPV

- Prehlasenie existuje ale
skuto¢nost
jeina
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Farmakovigilacna dokumentacia Typy od poruéanl'
pri predizeni

( eCTD nazov
Suhrn PSMF

RMS RMP

Zamietnutie

Addendum

to Clinical

N A R Overview

SPC

Elektronicky

R/B
profil
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O 90 Udaje z MCR, referenény
o @i S liek, hlavigka posudku

& & 1

OO OO Gasti 1.8.1,1.8.2, 2.5
OO OO a SmPC zeCTD
|
@ @ ( Cast 1.8.1 — kontrola
udajov
Datahanka s
%
Cast 1.8.2 - RMP

1]
Cast' 2.5 Addendum to
Clinical overview

|
SmPC —
*Kontrola textu
*Kontrola s referenénym 5
liekom ‘
«Zakomponovanie RMP,

1




Vyzvy — MaH aj SUKL

Implementacia legislativy

E2B (R3) a novy systém zasielania ICSR

Jednotné edukacné materialy na liecCivo
Elektronicka komunikacia

Sledovanie ucinnosti farmakovigilancie
Komunikacia s pacientmi

Transparentnost

Aktivny pristup k prevencii liekoveho poskodenia
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Tesime sa na otazky




