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Legislativni zaklad

%~ Smérnice (Dir.) 2001/83/EC — as amended 2010
(Chapter 4)

=, GVP Module VIII - revize 1 (25.4.2013)

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

%, Vyhlaska ¢.228/2008 Sb. noveliz.
% Pokyn SUKL PHV-3 verze 3
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Uvod aneb dneéni informace

=, PASS definice a druhy

%, Dokumentace k PASS

% Informovani SUKL/EMA o PASS

% Nahldgeni studie a webovy formulaf SUKL
% PASS a vliv na B/R, RMP, PSUR

= EU PAS registr
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Definice PASS

=, Poregistracni studie bezpecnosti
(§ 3a odst. 1 Zol)

VS.

=, Neintervencni poregistracni studie
(§ 3a odst. 2 Zol)
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Definice PASS

%, 10 bodU tvori podminky neintervencénosti:

Q

B W

Q

ANO

Bezpecnostni cil studie

Soulad s podminkami
registrace

Soulad s SPC

Dostupnost LP na trhu
(uvedeni, distribuce)
Vybér pacientu do studie
neovlivnén — bézna praxe,
protokol studie

QEONOEENG

Q

Q

NE

Propagace LP

Odmeény lékarim
Poskytovani reklamnich
vzorkU LP lékardm

Slevy na doplatky, LP
zdarma pacientiim

Diagnostické nebo
terapeutické vykony navic
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Druhy PASS

%, studie provadéna na zakladé vlastniho rozhodnuti
MAHa (tzv. dobrovolné)

%, studie provadéné na zakladé povinnosti ulozené
lékovou autoritou (SUKL, EMA, jiné NA) v prabéhu
procesu registrace (ZoL §31a, Dir.Art.21a)

%, studie provadéné na zakladé povinnosti ulozené
lékovou autoritou (SUKL, EMA, jiné NA) v pfipadé, Ze
vyvstanou pochybnosti tykajici se bezpecnostnich rizik
registrovaného pripravku (ZolL §32a, Dir.Art.22a)
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Protokol k PASS

%, Kazda PASS musi mit protokol/vyzkumny plan
(scientific background a QPPV)

», Navod k protokolu (Guidance k GVP) — povinné pro
vyzadané, doporuceno pro dobrovolné

%, Jazyk: ¢estina, pokud probiha i v jinych MS muze byt
anglictina

%, Abstrakt vzdy Cesky — uverejnovani
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Zpravy o pokroku PASS

% EMA/SUKL/NA si mUze vyzadat kdykoli v pribé&hu
%, Nova bezpecnostni rizika/obavy



Q

Z
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vérecna zprava z PASS

(«} N

%, Predlozena do 12 meésicu od ukonceni sbéru dat

~ Navod k ZZ (Guidance k GVP) — povinné pro vyzadané,
doporuceno pro dobrovolné

% Jazyk: Cestina, pokud probihd i v jinych MS muze byt
anglictina
%, Abstrakt vzdy cesky — uverejriovani

% Pokud studie neprobehla n. byla predcasné ukoncena —
dokument nahrazujici ZZ (titulni strana+odtvodnéni)

% Odborna publikace = obeznameni autority
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Informovani SUKL o PASS - I.

Dobrovolné PASS

, Elektronicky pomoci webového formulare (Uvodni,
editacni, ukoncovaci)

", Nova |huta — 60 dni pred zahajenim (vyhlaska)

=, Pokud nejsou pripominky — info o studii (formular)
zverejnéna, pokud jsou - kontakt se zodpovednou
osobou

, Priklada se protokol / 77
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Informovani SUKL o PASS — II.

PASS vyzadanda SUKL

~

~

QINQ

Q

60 dni pred zahajenim studie predlozi MAH navrh protokolu
(moznost konzultace)

SUKL do 60 dnUl od pfedlozeni navrhu protokolu provede:
a) souhlas s navrhem protokolu,

b) ozndmi drziteli odUvodnény nesouhlas, pokud se domniva, Ze navrh
studie nenaplnuje jeji cile nebo sméruje prevazne k propagaci léCivého
pripravku, nebo

c) sdéli drziteli, ze studie je klinickym hodnocenim, nikoli poregistracni
studii bezpecCnosti
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Informovani SUKL o PASS — II.

PASS vyZ?ddana SUKL
% Pted zahdjenim nutny pisemny souhlas SUKL

., Elektronicky pomoci webového formulare (Uvodni,
editacni, ukoncovaci)

%, Priklada se schvaleny protokol / 77



~

SUKL

Informovani SUKL o PASS - III.
PASS vyzadana jinou autoritou — EMA, jina NA

= Vice MS - 60 dni pred zahajenim studie predlozi MAH navrh

~

@ @

)

protokolu PRAC (§107n Dir.)
PRAC do 60 dnu od predlozeni navrhu protokolu provede:

a) souhlas s ndvrhem protokolu,

b) oznami drziteli oddvodnény nesouhlas, pokud se domniva, Zze navrh
studie nenaplnuje jeji cile nebo sméruje prevazné k propagaci léCivého
pripravku, nebo

c) sdéli drziteli, Ze studie je klinickym hodnocenim, nikoli poregistracni
studii bezpecnosti
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Informovani SUKL o PASS — III.

PASS vyzadana jinou autoritou — EMA, jina NA
» Pred zahajenim nutny pisemny souhlas PRAC

s, Souhlas PRAC s protokolem a studie bude probihat
v CR = MAH informuje SUKL elektronicky pomoci
weboveho formulare a priklada schvaleny protokol;
po ukonceni ZZ

 V pripade jiné NA — MAH respektuje legislativu
prislusného MS a narodni pozadavky MS
definované v Annex | to GVP Module VIII
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Informovani EMA o PASS

%, Dle GVP je striktné doporuceno informovat EMA o
vsech bezpecnostnich studiich provadénych
drzitelem rozhodnuti o registraci

%, SUKL také doporutuje véechny PASS vloZit do EU
PAS registru

s, EU PAS registr = ENCePP registr
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FormulaF SUKL pro PASS

=, Novy pokyn = novy webovy formular
=, Zmeéna: vlozeni protokolu prfimo do formulare

=, Zmeéna: pro PASS nepovinné pole misto konani
studie a Uhrada nakladu (marketing.studie)

"~ Pripomenuti: nutnost mit platny Cesky elektronicky
podpis k odeslani webového formulare
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Formular SUKL pro PASS

Nejcastejsi nejasnosti - Cisla a kody:
= K&d SUKL (sedmimistny kdd ve tvaru 702 nebo
0000702, databaze SUKL)

% 1CZ, ICPP (id.¢islo zdravotnika, pracovnika na
pracovisti — osmimistné cislo z razitka)

%, ID studie (Cislo studie resp. nazev studie zvolené
drzitelem, neni povinné)
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PASS a vliv na pomér B/R

>, po celou dobu trvani studie posuzuje MAH vliv
ziskanych vysledk( na B/R pripravku

= MAH posoudi vliv vysledkt PASS na registraci
pripravku a pokud je potfeba poda zmeénu
registrace — do 12 mésicu spolu se zavérecnou
zpravou ze studie

= zménu registrace muze doporucit i PRAC po review
zaveérecneé zpravy (zadost o zménu pak posouzena
CHMP/CMDh podle druhu reg.)



e, SUKL
PASS a vliv na Risk Management Plan

%, vSechny PASS musi byt uvedeny v RMP -

Additional Risk Minimisation Measures

%, studie provddéna dobrovolné/podminka
registrace/poregistracni povinnost = zména
RMP (prilohou RMP bude dokumentace ke
studii)

— pokud pripravek nema RMP — MAH ma povinnost
ho vytvorit
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PASS a PSUR

%, vysledky vSech PASS (i negativni vysledky)
musi byt uvedeny v PSUR pripravku v
prislusné casti (I11-8 “Findings from non-
interventional studies”)

%, priloha k PSUR je seznam neintervencnich
studii v obdobi PSUR (viz GVP Module VII)



ENCePP Documents
Training in PhEpi and PY

Code of Conduct
Standards & Guidances
ENCePP Study Seal
Public Consultation

Glossary of terms

Resources Database

Partners Forum

D

4 E-Register of Studies

1

EU PAS Register

| Home | Sitemap ‘ QGA | Nor.e Board ‘ Links | Contact Us Search

Home = EU PAS Register

EU PAS Register

A= EU PAS Register Guide

One of the ENCePP guiding principles is transparency to the public of ongoing reseg
medicines used in clinical practice, in particular information on post-authorisati
Registration of protocols and study reports in the EMCePP E-Register of Studies is 3
these objectives.

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)
obligation by a competent authority 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
such studies must provide the date of registration in this register.

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.

Further information about the requirements for the registration of PASS is available in the guideline
on Good Pharmacovigilance Practices (GVP) maodule VI, 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 ENCePP 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
putside 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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Home > Studies Database

Electronic Register of Studies

The E-Reqgister of Studies aims to provide a publicly accessible resource for the registration of
pharmacoepidemiological and pharmacovigilance studies. Its purpose is to:

* Increase transparency

» Reduce publication bias

* Promote information exchange

« Farilitate collaborations within the scientific community.

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

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

If vou want to search for studies rga g please click on the button below:

If yvou wish to resume a draft application TS - arted earlier (but have not submitted yet)
or update a returned application from the Secretaniat, please follow the link:
Resume Draft/Returned application.

If you already have an entry in the E-Reqister 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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Code of Conduct
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ENCePP Study Seal
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Glossary of terms

Resources Database

Partners forum

E-Register of Studies

EU PAS Register

Home = Study Questionnaire

Questionnaire

Please fill in the form below for the purpose of entering your study into the database. The guestionnaire
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
complete and up to date, the utility of this database will be enhanced.

[* mandatory information ]

1. Study identification® @

Official title* |

Study title acronym | (max. 50 charscters incl. space)

Study type*
O Active surveillance
(O Observational study
O Clinical trial
O other

Brief description of the study

2000 characters left.

Was this study requested by a regulat,
Ove

Mo
' Dontkno




e, SUKL

Souhrn na zaver

Pokud mate nejasnosti v provadéni PASS:

 je tady novy pokyn PHV-3

= a GVP Module VIII

= pokud nejasnosti trvaji — napiste mi email ©

veronika.descikova@sukl.cz
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itecné odkazy:

Pokyn PHV-3
http://www.sukl.cz/leciva/phv-3-verze-3

Guidance for the format and content of the protocol of non-

interventional post-authorisation safety studies
http://www.ema.europa.eu/docs/en GB/document library/Other/2012/10/WC50013

3174.pdf
Guidance for the format and content of the final study report of non-

interventional post-authorisation safety studies

http://www.ema.europa.eu/docs/en GB/document library/Requlatory and procedur
al quideline/2013/01/WC500137939.pdf

Registr ENCePP

http://www.encepp.eu/encepp/studiesDatabase.jsp



http://www.sukl.cz/leciva/phv-3-verze-3
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/10/WC500133174.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/10/WC500133174.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2013/01/WC500137939.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2013/01/WC500137939.pdf
http://www.encepp.eu/encepp/studiesDatabase.jsp
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Dékujeme za pozornost

STATNI USTAV PRO KONTROLU LECIV
Srobarova 48, 100 41 Praha 10

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz
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