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Neintervencni poregistracni studie bezpecnosti - prakticky navod [2]

Uvod aneb dnesni informace

% Co délat kdyz:

% chciprovadét PASS (voluntary - dobrovolné)
% musim provadét PASS (podminka registrace)

% SUKL registr a EU PAS

% dokumentace ke studiim: protokoly, zpravy o
pokroku, zavérecné zprdavy

% RMP, PSUR

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Legislativni zaklad

% GVP Module VI
% Smérnice (Dir.) 2010/84/EC - Chapter 4

% Novela Zol ¢.387/2007 Sb. (podminky §31aq,
§32a; studie se ridi §93j, §93k)

% Vyhldska ¢.228/2008 Sb. (novela se
pripravuje)

% PHV-3 verze 3

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Co délat kdyz: CHCI provést PASS
(voluntary PASS) v CR

% studie provddéna na zdkladé rozhodnuti
MAH (izv. dobrovolné)

% jasny bezpeénostni cil studie a metodika

studie v souladu s pravidly neintervencnosti
(viz PHV-3)

% protokol studie podle doporuceného
formatu / zdvérec¢nd zprava v
doporu¢ceném formatu (EMA Guidance k GVP §
provdadéci narizeni Komise ¢. 520/2012)

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Co délat kdyz: CHCI provést PASS
(voluntary PASS) v CR

% studii nahlésit do SUKL registru podle pokynu
PHV-3 (Zol)

% studii nahldsit do EU PAS (strongly

encouraged) + vioZit anglickou verzi abstraktu
protokolu a abstraktu zavérec¢né zpravy

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Co délat kdyz: MUSIM provést PASS
(vyzadané PASS)

% studie provadéné na zakladé povinnosti
uloZené Iékovou autoritou (SUKL, EMA, jiné

NA) v prubéhu procesu registrace (Zol §31q,
Dir.Art.21a)

% studie provadéné na zdkladé povinnosti
uloZzené Iékovou autoritou (SUKL, EMA, jiné
NA) v pripadé, Ze vyvstanou pochybnosti
tykajici se bezpecnostnich rizik
registrovaného pripravku (ZolL §32a,
Dir.Art.22a)

Mgr. Veronika Descikova

P P Semindr odd. farmakovigilance - ¢erven 2013
¢, SUKL
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Co délat kdyz: MUSIM provést PASS
(vyzddané PASS)

% jasny bezpeénostni cil, metodika a ¢asovy
harmonogram podle zadanych pozadavku
(autoritou, kterd podminku stanovila), moznost
konzultace

% protokol studie podle doporuéeného formatu /

zavérecnd zprdva v doporuc¢eném formatu
(EMA Guidance k GVP § provddéci predpis 520/2012)

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Co délat kdyz: MUSIM provést PASS
(vyzddané PASS)

% podminku ulozil SUKL podle Zol §31a/ §32a, Dir.
Art.21anar)/22a - studie je provadéna pouze v
CR:

% MAH seidi §93j a §93k Zol - ndavrh protokolu
predlozit nejméné 60dni pred zahdjenim studie, SUKL
vydq stanovisko souhlas se studii/nesouhlas s
oduvodnenlm/sdelenl Ze se jednd o KH; musi byt

pisemny souhlas SUKL se studii pred zqhq;enlm
podstatné zmény protokolu schvaluje SUKL

ozndmeni do SUKL registru, EU PAS

Dir.Art. 22a - dokumentace staci ¢esky + anglicka
verze abstraktu protokolu a abstraktu zdvérecné
zpravy do EU PAS

@

@

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Co délat kdyz: MUSIM provést PASS
(vyzddané PASS)

% podminka ulozena podle Dir. Art.21a (CAP,
MRP/DCP)/22a od EMA/jiné autority (RMS) - studie
je provadéna v CRi jinych MSs

@

5 postup podle Dir. Art. 107n - 107q

navrh protokolu predlozit PRAC, PRAC vyda stanovisko
do 60 dni od predlozeni : souhlas se studii/nesouhlas s
oduvodnénim/sdéleni, Ze se jednd o KH; musi byt
pisemny souhlas PRAC se studii pred zahdjenim;
podstatné zmény protokolu schvaluje PRAC

ozndmeni EU PAS, do SUKL registru
dokumentace anglicky

@

@

@

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Co délat kdyz: MUSIM provést PASS
(vyzddané PASS)

% podminku podle Dir.Art. 21a/22a ulozila .
EMA/jina NA - studie neni provadéna v CR

% ozndmeni do EU PAS + ndrodni pozadavky MSs
-

% jednollivé clenské staty definovaly svoje pozadavky
podle moznosti/existence vlastnich PAS registru

% pozadavky MSs: Annex to GVP Module ViIil:
hitp://www.ema.europa.ev/docs/en GB/document
library/Scientific quideline/2012/06/WC500129147.p
df

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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SUKL registr studii

% (stav md podle Zol naddle povinnost vést
registr neintervencnich poregistracnich studii
provadénych v CR (8§13 odst.3i)

% MAH je povinen SUKL informovat o zahdjeni a
ukonceni PASS provadéné v CR (vyhl.228/2008
Sb. — pozor bude novelizovana)

% stdvajici registr bude postupné upraven

% nutno disponovat elekironickym podpisem (Ceskda
posta, certifikacni autority)

hittp://www.sukl.cz/modules/nps/search.php

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Evropsky registr studii — EU PAS

% zatim tuto funkci pini ENCePP registr

% 19 bodU (otdzek) na 4 strdnkdch, studii zadava
bud' hlavni zkousejici nebo osoba povérena
MAHem, nemusi byt ¢lenem ENCePP, formular
se da editovat, je potreba vlozit protokol
(anebo abstrakt), po ukonéeni vlozit
zavérecnou zpravu (anebo abstrakt).

% EU PAS je verejny

http://www.encepp.eu/encepp studies/indexReg
ister.shiml

Mgr. Veronika Descikova

— r Semindr odd. farmakovigilance - ¢erven 2013
¢, SUKL
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Home > EU PAS Register

About Us
ENCePP Documents
Training in PhEpi and PY

EU PAS Register

#* EU PAS Register Guide

Code of Conduct
One of the EMCePP guiding principles is transparency to the public of ongoing reseg

Standards & Guidances . Lo C . . . -
medicines used in clinical practice, in particular information on post-authorisatia

ENCePP Study Seal Registration of protocols and study reports in the ENCePP E-Register of Studies is a to achieve
Public Consultation these objectives.
Glossary of terms The 2010 pharmacovigilance legislation also requires the EMA to publish in a public able register

the protocols and abstracts of results of post-authorisation safety studies (PASS)
Resources Database obligation by a competent autherity in accordance with Articles 10 or 10a of Regulation (EC) Mo
726/2004 or with Articles 21a or 22a of Directive 2001/83/EC. It also specifies that the final report of

T BT such studies must provide the date of registration in this register.

D

ut PASS which are initiated, managed or financed voluntarily by a MAH and which are
isk Management Plan (RMP) to further investigate safety concerns or to evaluate the
eftectiveness of risk minimisation activities, or any other PASS should also be entered into this
register in order to support the same level of transparency, scientific and quality standards.

¢ E-Register of Studies

4

EU PAS Register

Further information about the requirements for the registration of PASS is available in the guideline
on Good Pharmacovigilance Practices (GVP) module ¥III, chapter VIILB.4.

The publicly available register referred to as the ‘EU PAS Register’ in the GVP is to be maintained by
the EMA and will be built as an upgrade of the EMCePP E-Register of Studies.

Before the EU PAS Register is fully operational, the E-Register of Studies, therefore, serves as the
‘EU PAS Register’ for all pharmacoepidemiological and pharmacovigilance studies regardless of
whether they are initiated, managed or financed by a MAH, or whether they are conducted by a
research centre that is a partner of the ENCePP network or any other research centre, including from
outside the European Union.

For now, MAHs should therefore register their non-interventional PASS in the
E-Register of Studies.

To register a study, go to E-Register of Studies.
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ﬁ - B =] g@a * Stranka » Zabezpedeni ~ Mastroje - @-

Home = Studies Database :

About Us

B b TR Electronic Register of Studies

Training in PhEpi and PV

The E-Reqgister of Studies aims to provide a publicly accessible resource for the registration of

pharmacoepidemiological and pharmacovigilance studies. Its purpose is to:

Code of Conduct

+ Increase fransparency

+ Reduce publication bias

ENCePP Study Seal + Promote information exchange

Public Consultation + Facilitate collaborations within the scientific community.

+ Facilitate optimal use of pharmacoepidemiology and pharmacovigilance expertise in Europe by
preventing unnecessary duplication of research.

Standards & Guidances

Glossary of terms

Resources Database Registration of studies in the E-Register is mandatory only for "ENCePP Seal Studies™; it is voluntary
for all other studies.

k on the button below:

Partners forum If you want to search for s Es registered in the database, pleas2™g

Search register of studies

.

EU PAS Register If you would like to register a new ST s pamap Uutton below:

E-Register of Studies

If you wish to resume a draft application that you have started earlier (but have not submitted yet)
or update a returned application from the Secretariat, please follow the link:
Resume Draft/Returned application.

If you already have an entry in the E-Register of Studies and would like to update it please click

below:

For assistance please contact us at: encepp_studies@ema.europa.eu

© 1995-2010 European Medicines Agency | Contact Us | Privacy Policy | Admin Login | Disclaimer

o EUROPEAN MEDICINES AGENCY H
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":é Study Questionnaire ﬁ bl

Home = Study Questionnaire

About Us

ENCePP Documents QLIEStiO nnaire

Training in PhEpi and PY

Please fill in the form below for the purpose of entering your study into the database. The gquestionnaire
comprises 19 questions spread over 4 pages. A sample questionnaire, for offline review only, can be
downloaded using the following link: Study questionnaire. By ensuring the information you provide is
Standards & Guidances complete and up to date, the utility of this database will be enhanced.

ENCePP Study Seal
Public Consultation
Glossary of terms 1. Study identification® @

Code of Conduct

[* mandatory information ]

Resources Database Official title* |

Partners forum Study title acronym | (max. 50 charscters incl. spscs)

E-Register of Studies Study type*

O Active surveillance

EU PAS Register O Observational study

O Clinical trial
O other

Brief description of the study

2000 characters left.

‘Was this study requested by a regulator?

O ves
O No
O Dont know
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Dokumentace k PASS

% Protokol studie - format:

% od 10.1.2013 sjednocen format podle doporu¢eni EMA
Guidance k GVP - v CR plati pro vsechny studie
bezpecnosti zahdjené po platnosti novely Zol

doporuceno ponechat vsechny kapitoly (uvést N/A v
casti, které se ke konkrétni studii nevztahuiji) a cislovani
kapitol dle GVP

cislo EU PAS registru nebo ,study not registered*
prilohou protokolu ENCePP checklist

kopie protokolu podepsaného QPPV by méla byt
archivovdna k pozdéjsi kontrole

http://www.ema.europa.euv/docs/en GB/document librar
y/Other/2012/10/WC500133174.pdf

@

©® @

@

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Dokumentace k PASS

% protokol studie - kdy predklddat a komu:
% predkladani SUKL
% voluntary PASS podle Vyhlasky 228/2008 Sb.
% vyzddané PASS podle Zol §93k nejméné 60 dni
pred zahdjenim studie

% predklddani PRAC

% neni stanoven ¢as. predstih, PRAC vydava
rozhodnuti o studii do 60 dni od predlozeni navrhu
protokolu, nutné mit souhlas PRAC pred
zahdjenim

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Dokumentace k PASS

% Zprdava o pokroku:

L)

%)

)

)

", SUKL

zatim neni Guidance, vytvorit podle formatu
zAvérecné zpravy

obsahuje vsechny ziskané informace ze studie k
uvedenému datu

zpravy o pokroku si autorita muze vyzadat,
harmonogram podle protokolu/ kdykoliv/ PSUR

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
© Statni Ustav pro kontrolu l1éCiv



[19]

Dokumentace k PASS

% Z4véreénd zprdva - formdat:

@

od 10.1.2013 sjednocen format podle doporuéeni
EMA Guidance - v CR plati pro vsechny studie
bezpecnosti zahajené po platnosti novely Zol

doporuc¢eno ponechat vsechny kapitoly (uvést N/A u
casti, které se ke konkrétni studii nevztahuiji) a
cislovani kapitol dle GVP

% podepsand hlavnim zkousejicim a kopie zpravy
uschovana v QPPV

% musi obsahovat datum registrace studie do EU PAS
registru.

http://www.ema.europa.eu/docs/en GB/document libr
ary/Requlatory and procedural quideline/2013/01/W
CSOO‘I 37939. pdf Mgr. Veronika Descikova

Semindr odd. farmakovigilance - ¢erven 2013

lo ) SUKL © Stétni Ustav pro kontrolu 1é&iv
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Dokumentace k PASS

% Z4véreénd zprdva ze studie - kdy predlozit
a komu:

% SUKL - do 12 mésicu od ukoné&eni sbéru dat

% PRAC - do 12 mésicU od ukon&eni sbéru dat
(mUzZe byt udélena vyjimka)

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Jak PASS ovlivni RMP?

% vsechny PASS musi byt uvedeny v RMP (GVP

Module V-RMP Part Ill Pharmacovigilance plan -
Additional PhV activities)

% studie provadéna/podminka ulozena po
registraci = zména RMP (prilohou RMP bude
protokol ke studii)

% pokud pripravek nemd RMP - MAH ma
povinnost ho vytvorit

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Jak PASS ovlivni MA? (registraci pripravku)

% MAH posoudi vliv PASS na registraci pripravku
a pokud je potieba podd zménu registrace -
do 12 mésicu spolu se zavéreénou zpravou ze
studie

% zménu registrace miie doporuéiti PRAC po

review zavérecné zpravy (Zaddost o zménu
pak posouzena CHMP/CMDh podle druhu
reg.)

% po celou dobu trvdni studie posuzuje MAH vliv
ziskanych vysledku na B/R pripravku

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013

Fo ) SUKL © Statni Ustav pro kontrolu 1é&iv



[ 23]

Jak PASS uvest do PSUR?

% vysledky viech PASS (i negativni vysledky)
musi byt uvedeny v PSUR pripravku v
prislusné casti (llI-8 “Findings from non-
interventional studies*) + priloha k PSUR je
seznam neintervencnich studii v obdobi
PSUR (viz GVP Module VII)

Mgr. Veronika Descikova

P P Semindr odd. farmakovigilance - ¢erven 2013
¢, SUKL

© Statni Ustav pro kontrolu l1éCiv
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Souhrn na zaver

~

Ted vz vite co délat kdyz:
% chcete provadét PASS

% musite provadét PASS

Pokud nevite co délat:
% Prectéte si znovu prezentaci
% Prectéte si PHV-3, pak GVP Module Viii

% Pokud stdle nevite - napiste mi email O

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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DEKUJI VAM ZA
POZORNOST/BDELOST!

...a ted' Vase dotazy prosim

veronika.descikova@sukl.cz

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013
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Uzitecné odkazy:

GVP:

hitp://www.ema.europa.eu/ema/index.isp?curl=p
ages/requlation/document listing/document lis
fing 000345.jsp&mid=WCO0b01ac058058f32c

Provadeéci narizeni komise ¢.520/2012;

htip://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0QJ:L
:2012:159:0005:0025:CS:PDF

Mgr. Veronika Descikova
Semindr odd. farmakovigilance - ¢erven 2013

/ /.r’ SUKIL. © Stdtni Ustav pro kontrolu 1é&iv



