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Co je farmakovigilancia?

Farmakovigilancia, dohl'ad nad bezpecnostou liekov

* Veda a aktivity spojené s detekciou, posudenim, poznanim a
prevenciou neziaducich ucinkov alebo inych liekovych
problémov.

e V sulade s touto vSeobecnou definiciou, cielom
farmakovigilancie je:

— prevencia poskodenia z neziaducich reakcii u fudi vzniknuté z
pouzivania registrovanych liekov v ramci alebo mimo ramca registracie
alebo pri pracovnej expozicii a

— podpora bezpecného a efektivneho pouzivania liekov, hlavhe pomocou
vcasnych informacii o bezpecnosti liekov uréenych pacientom,
zdravotnickym pracovnikov a verejnosti.

Farmakovigilancia je teda aktivita podielajuca sa na ochrane
zdravia pacientov a verejného zdravia.
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Nova legislativa - ciel

* najvacsia zmena v predpisoch regulujucich humanne
lieky od roku 1995

e zvysenie bezpecnosti pacientov a ochrana
verejného zdravia prostrednictvom zlepsenia
prevencie, detekcie a hodnotenia neziaducich
ucinkov liekov

e predpokladané znizenie poctu umrti ako dosledok
neziaduceho ucinku az do 5000 rocCne
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Nova legislativa - prostriedky

e jasnejSie definované ulohy a povinnosti — pre liekové agentury,
drzitelov a dalSich zucastnenych

e zjednodusSenie procedur, znizenie duplicitnych aktivit
* znizenie administrativnej zataze
e posilnenie systému na zber kvalitnych udajov o bezpecnosti liekov

* podpora vedeckého hodnotenia, ktoré sleduje nielen pomer
prinosov a rizik liekov, ale aj opatrenia na znizenie rizika

e vacSia spolupraca s pacientmi a zdravotnickymi pracovnikmi

e podpora zverejnovania informacii pre verejnost, zvySena
transparentnost rozhodovacieho procesu
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Nové predpisy

e EU:
— Nariadenie EU ¢&. 1235/2010 (od 2. jdla 2012)
— Smernica 2010/84/EU (od 21. jila 2012)

— Vlykondvacie nariadenie Komisie (EU) €. 520/2012

(od 10. jula 2012, resp. 0d10. januara 2013 — pre uréené casti)

* SR:
— Zakon 244/2012 Z.z. — novela Zakona 362/2011

l.2. (od 1. septembra 2012)
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POKYNY A ODPORUCANIA
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Pokyny a odporucania

Before After

* Eudralex —Volume 9A * Guidelines on good
Guidelines on pharmacovigilance practices
Pharmacovigilance for (GVP guidelines)

Medicinal Products for
Human Use

Spravna farmakovigilancna
prax

subor odporucani pre
vykonavanie
farmakovigilancie v EU

tyka sa drzitelov aj liekovych
agentur

pripravované postupne
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Struktdra Odporudani pre GVP

e rozdelené do modulov
* jeden modul — jeden postup vo farmakovigilancii

e kazdy modul — 3 sekcie:

— sekcia A —,,Introduction”: pravne, technické a odborné
informacie suvisiace s postupom

— sekcia B — ,,Structures and processes”: odporucania
zalozené na medzinarodne schvalenych alebo zauzivanych
odbornych a regulacnych pristupoch, formatoch a
standardoch

— sekcia C—,,Operation of the EU ngtwork”: zamerana na
pristupy, formaty a Standardy v EU
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Draft list of GVP Modules (ema/500020/2012)

GUIDANCE ON GOOD PHARMACOVIGILANCE PRACTICES (GVP)

INTRODUCTION

MODULE I
MODULE I
MODULE 111
MODULE IV
MODULE V
MODULE VI
MODULE VI
MODULE Vil
MODULE IX
MODULE X
MODULE XI
MODULE XlI

MODULE Xlli
MODULE XIV
MODULE XV
MODULE XVI

Legal Basis and Structure of Pharmacovigilance Guidance
Pharmacovigilance Systems and their Quality Systems
Pharmacovigilance System Master File
Pharmacovigilance Inspections

Pharmacovigilance Audits

Risk Management Systems

Management and Reporting of Adverse Reactions to Medicinal Products
Periodic Safety Update Report

Post-Authorisation Safety Studies

Signal Management

Additional Monitoring

Public Participation in Pharmacovigilance

Continuous Pharmacovigilance, Ongoing Benefit-Risk Evaluation, Regulatory Action
and Planning of Public Communication

Incident Management (tbc)

International Collaboration (tbc)

Safety Communication

Tools, Educational Materials and Effectiveness Measurement for Risk Minimisation

PRODUCT- AND POPULATION-SPECIFIC CONSIDERATIONS

ANNEX |
ANNEX II
ANNEX I
ANNEX IV
ANNEXV

DEFINITIONS

TERMINOLOGIES

TEMPLATES

LIST OF INTERNATIONAL PHARMACOVIGILANCE GUIDANCE DOCUMENTS
LIST OF OTHER GUIDANCE DOCUMENTS
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Draft list of GVP Modules (ema/500020/2012)

GUIDANCE ON GOOD PHARMACOVIGILANCE PRACTICES (GVP)

INTRODUCTION

MODULE I
MODULE I
MODULE 111
MODULE IV
MODULE V
MODULE VI

MODULE VI
MODULE Vil
MODULE IX
MODULE X
MODULE XI
MODULE Xl

MODULE XllI
MODULE XIV
MODULE XV
MODULE XVI

Legal Basis and Structure of Pharmacovigilance Guidance

Pharmacovigilance Systems and their Quality Systems — Dr. Gibala, Dr. Fundarkova
Pharmacovigilance System Master File — Dr. Gibala, Dr. Fundarkova
Pharmacovigilance Inspections — Dr. Gibala

Pharmacovigilance Audits

Risk Management Systems

Management and Reporting of Adverse Reactions to Medicinal Products
— Dr. Kamenska

Periodic Safety Update Report — Dr. Magalova
Post-Authorisation Safety Studies — Dr. Gibala
Signal Management

Additional Monitoring

Public Participation in Pharmacovigilance

Continuous Pharmacovigilance, Ongoing Benefit-Risk Evaluation, Regulatory Action
and Planning of Public Communication

Incident Management (tbc)

International Collaboration (tbc)

Safety Communication

Tools, Educational Materials and Effectiveness Measurement for Risk Minimisation

PRODUCT- AND POPULATION-SPECIFIC CONSIDERATIONS

ANNEX |
ANNEX II
ANNEX I
ANNEX IV
ANNEXV

DEFINITIONS

TERMINOLOGIES

TEMPLATES

LIST OF INTERNATIONAL PHARMACOVIGILANCE GUIDANCE DOCUMENTS
LIST OF OTHER GUIDANCE DOCUMENTS
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FPost-opini . - . .
i b Good pharmacovigilance practices (GVFP) are a set of measures drawn up to facilitate the performance of pharmacovigilance in

Post-authorisation the Eurcpean Union (EU).

Product information GWF apply to marketing-authorisation holders, the Agency and medicines regulatery authorities in EU Member States. They cover

medicines authorised centrally via the Agency as well as medicines authorised at national level.
Scientific advice and

protocol assistance GVEP modules

Scientific guidelines The guideline on GVP is divided into 16 modules, each of which covers one major process in pharmacovigilance. Each meodule is

Innavation Task Force developed by a team consisting of experts from the European Medicines Agency and from EU Member States.

Regulatory and The modules are a key deliverable of the 2010 pharmaceovigilance legislation.

procedural guidance
The Agency published the first batch of seven modules in June 2012, after a public consultation pericd from February to April

SME office 2012Z2. It released modules III and X for consultation in June 2012 and modules IV and XV in July 2012, The full set of 16 final

o o modules is scheduled to be available by early 2013,
Faediatric medicine

The remaining five draft modules of the GVF package are under development and are scheduled for release for an eight-week

Orphan designation
public consultation during the third and fourth quarters (Q2 and Q4) of 2012:

Herbal products

Referral procedures Module numbear Module title Date of release for public consultation

: S FPublic participation in
Article 58 applications w1 P ) |:| Q4 2012
pharmacovigilance

Continuous pharmacovigilance,

* Pharmacovigilance

ongoing benefit-risk evaluation,
XII . . Q4 2012
regulatory action and planning of

2010

e public communication

legislation Incident management (to be

®III Q4 2012

Electronic submission confirmed)

of information

International cooperation (to be
KIV . Q4 2012
confirmed)

Good
pharmacovigilance

- Risk-minimisation measures: selection Q3/4 2012

practices
of tools and effectiveness indicators

European Risk



SUKLO
Kde hladat dalSie pokyny?

* www.ema.europa.eu (Regulatory 2 Human
medicines = Pharmacovigilance)
— odkazy na pravne predpisy
— GVP guidelines
— implementacny plan novych predpisov
— Otazky a odpovede EMA o prechodnom obdobi
— odkaz na Otazky a odpovede EK o prechodnom obdobi
— pokyny na predkladanie roznych dokumentov
— vzory dokumentov
— odborné usmernenia
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Human medicines

Pharmacovigilance

Pre-authorisation

RodsineNch The pharmacovigilance system in the European Union (EU) operates with the

management and involvement of national competent authorities, the European
Commission and the European Medicines Agency. In some Member States, regional
centres are in place under the co-ordination of the national competent authority.

Post-authorisation
Product information

Scientific advice and

. Within this system, it is the role of the Agency to co-ordinate the EU pharmacovigilance
protocol assistance

Scientific guidelines ] .
More information

Q 2010 pharmacovigilance legislation >
b Electronic su or information on medicines

} Good pharmacovigilance practices

Innovation Task Force

Regulatory and
procedural guidance

SME office F European Risk Management Strategy

Paediatric medicine » Eudravigilance

» Funding for medicine safety studies: European Commission Seventh Framewaork

Pr
<E Regulatory and procedural gu@

How useful is this page?

Orphan designation

Herbal products

Referral procedures

Article 58 applications
Average rating:

ik

See all ratings

Add your rating:
Compassiohate use

o Based on 37 ratings
* Pharmacovigilance

2010

AllAlA

system and to ensure the provision of advice for the safe and effective use of medicines.

An agency of the European Union

GO

Site-wide search
Follow us: | {E

Quick links

o

[ Email (=) Print @ Help Share

Related information

F Mational competent authorities
for human medicines

b European Network of Centres for
Pharmacoepidemiology and
Pharmacovigilance (ENCePP)

F Pharmacovigilance Working Party

F Pharmacovigilance Risk
Assessment Committee

E Brochure - Pharmacovigilance
(29/03/2011)




SUKLO
Kde hladat dalSie pokyny?

* www.sukl.sk/bezpecnost-liekov
— prehlad europskych a slovenskych pravnych predpisov

— aktualizované pokyny pre drzitelov podla eurdpskych
a slovenskych pravnych predpisov — priebezne
dopiriané

— Otazky a odpovede EMA o prechodnom obdobi
prelozené do slovenciny s komentarmi pre Slovensko



 S0KL: Pokyny - Windows Internet Explorer provided by SUKL AD 662012

@?} = |g, hikkps f fremeney subd sk skfbezpecnost-liekow fpokyny fpage_id=535

:Sf Live Search

|| B+ x

=10 x]
o

File Edit Miew Favorites  Tools

Help

'ﬂfr Favworites ﬁ ;'5.1

Y e v Page - Safety + Tools+ @ 0 A A

SUKLO

© HLAVNA STRANKA
o 0O NAS

© REGISTRACIA
HUMANNYCH LIEKOV

© LABORATORNA
KONTROLA

o INSPEKCIA

© DROGOVE
PREKURZORY
© BEZPECHOST LIEKOV

— Aktuality

_ Hlgsenie o
nediaducich Udinkoch

_ Bezpecnostné
opatrenia a
upozornenia

_ Stidie bezpefnosti
lieku

_ Vakadny

_ Krv a transfizne

ligky
_— - -
_ Ligkowé riziko

_ Oznamy dréitelov
_ Linky
_ Kontskt

© KLINICKE SKUSANIE
LIEKOV

o RFEKI AMA | TFEOW

Slovenska verzia > Bezpednost liekov

DEFINECTE ZAKLADNYCH POIMOV FARMAKOVIGILANCIE o

NOVE ALEBO ZMENENE PROCEDURY SUVISIACE S APLIKACIOU NOVED] FARMAKOVIGILANCNED LEGISLATIVY V
PRECHODNOM OBDOBI

FORMULAR NA OZNAMENIE KONTAKTNE] OS0BY PRE FARMAKOVIGILANCIU

PRECHODNE OPATRENIA SUVISIACE S IMPLEMENTACIOU NOVE] LEGISLATIVY VO FARMAKOVIGILANCII — OTAZKY A
ODPOVEDE

EUROPSKA LIEKOVA AGENTURA ZVEREINILA ODPORUCANIA PRE SPRAVNU FARMAKOVIGILANCHD PRAX

PRAVNE PREDPISY PRE FARMAKOVIGILANCIU A SPRAVHA FARMAKOVIGILACNA PRAX V PRECHODNOM OBDOBI
NOVA LEGISLATIVA EUROPSKE] ONIE ZAMERANA NA FARMAKOVIGILANCIU
POZIADAVKY NA HLASENIE NEZIADUCICH UCINKOV V PRECHODNOM OBDOBI

PR.EDLOZEHIE ]HFORHACII 0 LIEKOCH REGISTROVANYCH V EU V ELEKTRONICKE] FORME - VYZVA PRE DRZITELOV
ROZHODNUTI O REGISTRACTI LIEKOV

POMBCKA NA PRIPRAVU TEXTOV SMPC A PIL 2
ZMENY V SMPC A PIL ODSUHLASENE PHV WP A CMDH NA IMPLEMENTACIU

PSUR WORK SHARING PROJEKT

FA}’ +4212 5550 0022

FORMULAR PRE DETAILNE UDAJE DRZITELA/SPONZORA PRE ELEKTRONICKE HLASENIE
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Kde hladat dalSie pokyny?

« www.hma.eu/cmdh.html

— Otazky a odpovede CMDh

— odporucania pre klasifikaciu zmien (zavedenie a zmeny
suhrnu systému farmakovigilancie, zavedenie a zmeny
RMP)

— odporucania pre predkladanie ziadosti o predlzenie
registracie liekov

e www.hma.eu/80.html
— informacie o PSUR Worksharingu, jeho dalSom
(ne)pokracovani

— terminy predkladania PSUR-ov, kym bude zavazny zoznam
EURD



/= Heads of Medicines Agencies: Pharmacovigilance Legislation - Windows Internet Explorer provided by SUKL AD 662012 = |EI|

@ - IHMR btk f e hima,euf 310, heml j @ @ @ I:f Live Search @

File Edit Wiew Favorites Tools  Help

.7 Favarites ﬁ - = [ @ ~ Page ~ Safety ~ Tools ~ @v o o 3

enter search phrase ||5earch|
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Co-ordination Group for Mutual R
and Decentralised Procedures - Human

Heads of Agencies | CMDh | MRI Product Index | Directory ]

You are here: Human Medicines > CMDh = Pharmacovigilance Legislation

' About CMDh

Questions and Answers from CMDh

Statistics uestions & Answers (July 2012

Press Releases

Procedural Guidance Links to additional information
CMDh-Referrals Information on the transitional arrangements - Published on the European Commission's website (20 February 2012)
Product Information uestions and answers on practical transitional measures for the implementation of the pharmacovigilance legislation -
Advice from CMDh Published on the EMA's website (23 May 2012)
Templates
CMD Working Parties / Heads of Medicines Agencies
Working Groups . . o

e - l Home | HMA Joint | Human Medicines | Veterinary Medicines
Paediatric Regulation

- [ Heads of Agencies | CMDh | MRI Product Index | Directory ]

Pharmacovigilance
Leg=aitonr You are here: Human Medicines > Heads of Agencies > About HMA = Working Groups = PSUR Work Sharing and Synchronisation Project

Questions & Answers

Contact Form

HMA-Management

Group / Permanent
| What's new history ) Secretariat

Clinical Trials
Stakeholders should be aware of the list of "Union reference dates and frequency of submission of Periodic Safety Update

Contact Points

the EURD list enters into force on the 1st of April 2013 (the publication is indeed planned in October 2012 at the latest).
Further precisions will be provided in due course.

mailbox: P-PV-Helpdesk@ema.europa.eu.

Stakeholder Information
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PREHLAD ZMIEN TYKAJUCICH SA
DRZITELOV
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Prehlad zmien — novinky (1)

* rozsirenie definicie neziaduceho ucinku
— povodna definicia:
reakcia na liek, ktora je skodliva a nechcena a ktora vznikla
po podani lieku v davkach bezne pouzivanych na

profylaxiu, diagnostiku alebo lieCcbu chorob alebo na
obnovenie, upravu alebo zmenu fyziologickych funkcii

—nova definicia:
reakcia na liek, ktora je skodliva a
nechcena



Prehlad zmien — novinky (2)

e additional monitoring + black symbol

* vyzva na hlasenie neziaducich ucinkov v textoch
SmPC a PIL s moznostami hlasenia — postupné
zavedenie novych QRD templatov

* povinnost zaevidovat liek registrovany kdekolvek v
EU do EudraVigilance a v pripade potreby
aktualizovat predlozené udaje (Art. 57(2))
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Prehlad zmien — nova registracia

Before

Detailed description of the
pharmacovigilance system
(DDPS) — suhrn systému
farmakovigilancie — Modul
1.8.1

RMP — len u niektorych
liekov — podla potreby
(identifikované rizik3,
potencialne rizika, malo
udajov z KS) — Modul 1.8.2

After

Pharmacovigilance system
master file (PSMF),
predklada sa len suhrn
systému farmakovigilancie —
Modul 1.8.1

RMP povinny pre vsetky
novoregistrované lieky
(okrem tradic¢nych
rastlinnych liekov a
homeopatik) — Modul 1.8.2
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Prehlad zmien — predlzenie registracie

Before After

» Ziadost najneskor 6 o Ziadost najneskor 9
mesiacov pred ukoncenim mesiacov pred ukoncenim
platnosti platnosti

* PSUR ako priloha k ziadosti * vyhodnotenie rizika,
prinosu, pomer prinosu a

rizika
* pripredlzeni je potrebné
zaviest suhrn systému

farmakovigilancie (pre lieky
s aj bez DDPS)
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Predlzenie registracie — odporucania — CAPs

Guideline on the processing of renewals in the centralised procedure
(EMEA/CHMP/2990/00 Rev.4, uc¢innost od 2. jula 2012)
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FUESLL UL This page lists the European Medicines Agency's regulatory and procedural guidance documents on renewals of marketing
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Templates for F Full regulatory and procedural guidance index
3558550rS Back to top ~

Templates for
industry Document(s) m First published Last updated Effective Date

1~ Guideline on the processing
of renewals in the centralised
procedurs

Dossier submission

Improving quality of
submissions E Overview of comments
received on 'guideline for the
processing of renewals in the

centralised procedure’

Post-authorisation (English anly) 02/07/2012

procedural Q&A

AEERIET TR @ Guideline on the processing

Variations regulation of renewals in the centralised  (English only) adopted 20/10/2005 20/11/2005
procedure
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PredlZenie registracie — odporucania — MRP/DCP

CMDh Best Practice Guide on the processing of renewals in the
MRP/DCP - draft revision 7 (April 2012) [Tracked version]
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Proceed to Survey generate PDF-Version of this page

[ Heads of Agencies | CMDh | MRI Product Index | Directory ]

You are he@l‘dedicines > CMDh = Procedural Guidance = Re@

About CMDh

Renewal Procedure

In order to view some of the documents on this website you need Acrobat Reader
Press Releases (click here to download)

Statistics

Procedural Guidance

General Info CMDh Best Practice Guide on the processing of renewals in the MRP/DCP(May 2011) [Tracked version]
Application for MA

Generics
This DRAFT version of the BPG on the processing of renewals in MRP/DCP is published for transparency reasons in order to

give guidance to companies on the content of renewal submissions after coming into force of Directive 2010/84/EU. The
revised documentation requirements will apply to renewal applications submitted on or after 21st July 2012.

Applicant s
Responses
Renewal

The DRAFT wversion is subject to review, mainly on procedural aspects. A FINAL version will be published in due course.

USR Public consultation feedback form

Art 61.3 Procedure

Common grounds seen for delaying Day 0 Renewals (July 2008)

Consultation with
target patient groups Data requested for Variations and/or Renewal Applications in the MRP/DCP

Post Referral Phase Requirements on Electronic submissions {NeeS and eCTD) and paper documentation for Variations and Renewals

Pandemic Plan within MRP, DCP or National procedures (December 2010)

C i i i i MRP /DCP - draft revision 7 (April 2012) [Tracked
eSubmissions version]
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PrediZenie registracie — odporucania — MRP/DCP
CMDh Best Practice Guide on the processing of renewals in the
MRP/DCP (September 2012) [Tracked version]
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Data requested for Variations and/or Renewal Applications in the MRP/DCP

Statistics

Procedural Guidance

General Info CMDh Best Practice Guide on the processing of renewals in the |

Application for MA

Common grounds seen for delaying Day 0 Renewals (July 2008
eSubmissions

Generics

Applicant s Requirements on Electronic submissions (NeeS and eCTD) and paper documentation for Variations and Renewals
Responses within MRP, DCP or National procedures {December 2010)

Renewal
Languages to be used for Marketing Authorisation Application {MAA), Variations and Renewals (June 2012

Variation

Mock-ups, Specimens and Samples for variations and renewals (June 2012}

[
0
]

Art 61.3 Procedure

Consultation with
target patient groups

Post Referral Phase

Pandemic Plan
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Prehlad zmien — povinnosti drzitela po registracii

Before After
* PSUR * PSUR
— povinné pre vsetky lieky — vybrané skupiny liekov

vynimka z predkladania

— terminy predkladania — od — novy format a obsah

datumu registracie — terminy predkladania — EURD
 hlasenie neziaducich * hlasenie neziaducich
ucinkov ucinkov
— iba zavazné NU — z4vaZné aj nezavazné NU

— Clenskym Statom — iba do EudraVigilance
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PRECHODNE OBDOBIE
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Prechodné obdobie — odporucania,
obsah a format dokumentov

 GVP guidelines:
— postupny prechod z Vol. 9A na GVP guidelines
— v oblasti, pre ktoru este nie je zverejnené schvalené znenie
GVP modulu, sa postupuje podla Vol. 9A

* Format a obsah PSUR, RMP, PASS:

— Vykonavacie nariadenie — od 10. januara 2013
— GVP moduly su uz schvalené a platné
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Jechnické” prechodné obdobie

* do vyhlasenia plnej funkcnosti databaz:

— podozrenia na neziaduce ucinky:

* zasielanie ICSRs priamo a iba do EudraVigilance — datum
vyhlasenia plnej funkénosti + 6 mesiacov

* dovtedy — jednotlivym MSs podla poziadaviek uvedenych v
GVP VI a na stranke EMA (EMA/321386/2012)

— PSUR-y:
» predkladanie PSUR-ov iba prostrednictvom uloziska — datum
vyhlasenia plnej funkénosti + 12 mesiacov

* dovtedy — MAH predklada liekovej agenture kazdého MS,
kde je liek registrovany, podla poziadaviek na stranke EMA
(EMA/413951/2012)



SUKLO
Jerminovée” prechodné obdobie

* PSMF a suhrn systému farmakovigilancie — doplnenie pre lieky
registrované pred 2./21. julom 2012:
— so ziadostou o predizenie registracie lieku
— do 2./21.jula 2015

e PASS — poziadavky zavedené Smernicou:
— iba pre Studie, ktoré zacali po 2./21. juli 2012

* terminy predkladania PSUR-ov - lieCivo na zozname EURD:

— zoznam EURD a vsSetky jeho zmeny nadobudaju ucinnost
6 mesiacov po zverejneni

—predpokladany datum zverejnenia/ucinnosti:
1. oktéber 2012/1. april 2013
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