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Uvod a obsah

%, ProC PASS?

% Intervence vs. neintervence

%, Druhy studii/definice PASS

% Informovani SUKL/EMA o PASS

% Nahldeni studie a webovy formulaF SUKL
», Vztah MAHa a treti strany (CRO)

"~ Frequently Asked Questions (FAQ)
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Proc se PASSy provadéji?

Primarni cil PASS:
=, Ovéereni bezpecnostniho profilu LP

%, Ziskavani novych bezp. informaci
>, Efektivita RMM (napf. EM)

", Presné definovany cil, adekvatni design studie
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Intervence vs. neintervence

%, definice ,intervence” ?

= nové KH narizeni (Regulation EU No 536/2014) —
pouze definice KH a jednotlivych druht KH

%, ,,pracovni definice”: pouziti LP mimo béznou praxi a
mimo schvalené RoR (odbéry, vysetreni)
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Rozdéleni studii podle intervence/cili

KH
(KLH-20)

INTERVENCE PASS

AN0 (PHV-3)

BEZPECNOSTNI
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e MARKETINGOVE —
UCELY e
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(UST-35)

JINY TYP STUDIE
(UST-35)
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Rozdéleni studii podle intervence/cili

. Intervence ‘ KH ‘ KLH-20 (ver.5)
=, Marketing ‘ DR ‘ UST-35 (ver.2)
= Bezpetnost mmmmp PASS (FV) mmm) PHV-3 (ver.3)

=, ZoL 378/2007 Sb.
=, §59a ‘ pouze marketingové studie a jiny typ
=, §93j a §93k ‘pouze PASS
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Definice PASS

",Poregistracni studie bezpecCnosti
(§ 3a odst. 1 Zol)

VS.

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

%%, 10 bodU tvori podminky neintervencénosti:

QO RN

QNQ

Q)

ANO

Bezpecnostni cil studie

Soulad s podminkami
registrace

Soulad s SPC

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

Q)

QEQNQ

Q)

Q)

NE

Propagace LP

Odmeény lékardm
Poskytovani reklamnich
vzorkU LP lékardm

Slevy na doplatky, LP
zdarma pacientm

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
|ékovou autoritou (SUKL, EMA, jiné NA) v prubéhu
procesu registrace ( )

%, studie provadéné na zakladé povinnosti ulozené
lékovou autoritou (SUKL, EMA, jiné NA) v pfipadé, 7e
vyvstanou pochybnosti tykajici se bezpecnostnich rizik
registrovaného pripravku ( )
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Legislativni zaklad PASS

%, Smeérnice (Dir.) 2001/83/EC — as amended 2010
(Chapter 4)

% GVP Module VIII - revize 1 (25.4.2013)

" Novela ZoL ¢.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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Good Vigilance Practice (GVP)

*, aktudlné 16 modult
, pro PASSy Module VIII
%, ev. ¢asti Module V (rmp), XVI (RMM) @ VI (hl4geni ze studii)

% http://www.ema.europa.eu/ema/index.jsp?curl=pag
es/regulation/document listing/document listing O
00345.jsp
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GVP Module V—-V.B.9.2 od 04/2014

Table v.2: Attributes of different PhY activitics

MA under

exceptional

In Category
Annex i Supervised | Supervised
- II of Summary under under
e of activi . Status : .
Typ ty Opinion | table of Article Article 107
(CAPs Phv 107m -]
only) activities
"Interventional ”* Mandatory
¥ 1 and subject
ko penalties
Art.10/10a MNon- Mandatory
+21a/22a interventional ® i and subject x u
ko penaltias
Specific "Interventional * Mandatory
obligation X 2 and subject
ko penaltias
MNon- Mandatory
interventional X 2 and subject X x
circumstances to penalties
Fequirad "intarventional ™* . Legally
enforceabla
MNon- ] Legally X
interventional anforceabla
"intarventional ™* a Mot
enforced
Maon- 4 Mot w
voluntary interventional enforced
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Dokumentace k PASS

=, Kazda PASS musi mit protokol/vyzkumny plan (scientific
background a QPPV) a zavérecnou zpravu

=, Navod k protokolu/ZZ (Guidance k GVP) — povinné pro
vyzadané, doporuceno pro dobrovolné

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

, Abstrakt vzdy cesky — uverejnovani

, Pokud studie neprobéhla n. byla predcasné ukoncena —
dokument nahrazujici ZZ (titulni strana+oduvodnéni)

= EMA/SUKL/NA si mGze vyzadat kdykoli v pribéhu
zpravu o pokroku (interim report)
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Informovani SUKL o PASS - I.

Dobrovolné PASS

=, MAH informuje elektronicky pomoci webového
formulare (Uvodni, editacni, ukoncovaci)

=, Nova lhita — 60 dni pred zahajenim studie (vyhlaska)

s, Pokud nejsou pripominky — info o studii (formular)
zverejnena, pokud jsou - kontakt se zodpovédnou
osobou

%, Priklada se protokol / Zavérecna zprava (ZZ) po
ukonceni
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Informovani SUKL o PASS — II.
PASS vyzadana SUKL

%, 60 dni pred zahajenim studie predlozi MAH navrh protokolu
elektronicky pomoci webového formulare

= SUKL do 60 dni od predloZeni ndvrhu protokolu provede:
a) souhlas s navrhem protokolu,
b) ozndmi drziteli odlvodnény nesouhlas, pokud se domniva, Ze navrh

studie nenaplnuje jeji cile nebo sméruje prevazne k propagaci lécCivého
pripravku, nebo

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

PASS vy?ddana SUKL
% Po vyjadfeni SUKL moznost konzultace

% Pted zahdajenim studie nutny pisemny souhlas SUKL

%, Priklada se schvaleny protokol / ZZ pfi ukonceni
studie
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Informovani SUKL o PASS — III.

=~ Vice MS - 60 dni pred zahajenim studie predlozi
MAH navrh protokolu PRAC (§107n Dir.)

% Studie bude probihat v CR mmp MAH informuje SUKL
elektronicky pomoci weboveho formulare 60 dni
pred zahajenim studie a priklada protokol (resp.
navrh) — schvaleny protokol PRAC mozné doplnit
pozdeji; po ukonceni studie priklada ZZ
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Informovani SUKL o PASS — III.

PRAC do 60 dnl od predlozeni navrhu protokolu provede:

a) souhlas s navrhem protokolu,

b) oznami drziteli odivodnény nesouhlas, pokud se domniva, Ze navrh studie
nenapliiuje jeji cile nebo sméruje prevazné k propagaci lécivého pripravku, nebo
c) sdéli drziteli, ze studie je klinickym hodnocenim, nikoli poregistracni studii
bezpeclnosti

QNQNQ

)

Pred zahajenim nutny pisemny souhlas PRAC, pred
zahajenim v CR nutné vlozit schvaleny protokol a

aktualizovat formular

)

V pripadé jiné NA — MAH respektuje legislativu prislusného MS a narodni
pozadavky MS definované v Annex | to GVP Module VI

)



e, SUKL

Informovani o PASS

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

=, SUKL také doporutuje viechny PASS vlozit do EU
PAS registru

, EU PAS registr = ENCePP registr
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About Us
ENCePP Documents
Training in PhEpi and PV

EU PAS Register

Code of Conduct
Standards & Guidances
ENCePP Study Seal
Public Consultation

Glossary of terms

The publicly availabe register referred to as the "EU PAS Register’ in Good Pharmacovigilance Practices
(GVP) is to be maintained by the European Medicines Agency (EMA).

The E-Register of Studies de facto serves as the 'EU PAS Register for all pharmacoepidemiological and
pharmacovigilance studies regardless of whether they are initiated, managed or financed by a
marketing authorisation holder, 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.

Marketing authorisation holders should register all non-interventional post-authorisation safety
studies (PASS) relating to medicines in the ENCePP E-Register of Studies.

Resources Database

Partners Forum
The pharmacovigilance legislation requires the EMA to publish in a publicly available register the

protocols and abstracts of results of PASS imposed as an obligation by a competent authority in

E-Register of Studies accordance with Articles 10 or 10a of Regulation (EC) No 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
EU PAS Register registration in this register.

Information about PASS which are initiated, managed or financed voluntarily by a MAH and which are
required in the Risk Management Plan (RMP) to further investigate safety concerns or to evaluate the
effectiveness 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) module VIIE, chapter VIILB.4.

To register a study, go to the ENCePP E-Register of Studies.

Related information:

« Berupas Register Guide

+ Good Pharmacovigilance Practices (GVP) module VIIE'

» Questions and answers on practical transitional measures for the implementation of the
pharmacovigilance legislation®

»
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ENCePP Documents
Training in PhEpi and PV

Code of Conduct
Standards & Guidances
ENCePP Study Seal
Public Consultation
Glossary of terms

Resources Database
Partners forum
E-Register of Studies

EU PAS Register

Electronic Register of Studies

One of the ENCePP guiding principles is transparency to the general public about ongoing research
relating to medicines used in clinical practice. The Declaration of Helsinki, last amended in October
2013, requires that every research study involving human subjects must be registered in a publicly
accessible database before recruitment of the first subject. A means to achieve these objectives is the
registration of protocols and reports of studies conducted with medicines for human use in the publicly
accessible ENCePP E-Register of Studies (EU PAS Reaqister).

In this context EU PAS Register refers to the publicly available register in Good Pharmacovigilance
Practices (GVP) for the registration of studies under EU leqislation which is the same database as the
EMCePP E-Register of Studies.

As a resource for the registration of pharmacoepidemiological and pharmacovigilance studies with a
focus on observational research, the purpose of the ENCePP E-Register of Studies (EU PAS Register) is
to:

+ Reduce publication bias
+ Increase transparency

« Promote information exchange

« Facilitate collaborations within the scientific community.

Any pharmacoepidemiclogical and pharmacovigilance studies can be registered. The registration is
voluntary, free of charge and the application can be submitted by researchers or any individual on their
behalf.

Post-authorisation safety studies (PASS) in relation to a medicinal product which are initiated, managed
or financed by marketing authorisation holders (MAH) voluntarily or pursuant to an obligation imposed
by a competent authority should also be registered in the ENCePP E-Reaqister of Studies acting
temporarily as the EU PAS Register. For more information please refer to the EU PAS Register section.
The reqistration of studies applying for the "ENCePP Study Seal” is mandatory.

To register a study please click on the button below:

If you wish to resume a draft application saved previously (but not submitted yet) or update a returned
application, please follow the link:
Resume Draft/Returned application.

If you wish to update a study record in the ENCePP E-Register of Studies (EU PAS Register) please click

on "Edit Study' below:

To search for studies registered in the database, please click on the button below:

Search register of studies

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

© 1995-2015 European Medicines Agency | Contact Us | Privacy Policy | Admin Login | Disclaimer

m
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Formula# SUKL pro PASS

%, 3 webové formulare:
%, uvodni
%, editacni

%, ukoncovaci

http://www.sukl.cz/modules/nps/index.php
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Formula# SUKL pro PASS

(' & www sukl.ez/modules/mps/index.phpth=study&la=editfinew=1 ¢ || Q Hiadat ﬁ B 3+ # e

Dokumentace ke studii

Protokol: | Prehladavat_ | Mie je zvoleny sibor. |m
Dalsi dokumentace: | Prehladavat_ | Nie je zvoleny sibor. |m

Poznamka

Osoba odpovédna za udaje v tomto formulafi

Nazev spoletnosti: *

IJméno: *

Telefon: =

|
|
Pfijmeni: * |
|
Email: = |

Upozornéni

Po kliknuti na "Elektronicky podepsat a odeslat” a po elektronickém podepsani formuldfe se Vami vyplnéné
tdaje zanesou do databize a vytvofi se novd stranka - "Potvrzeni o pfijeti udaji k neintervenéni
poregistraéni studii”. Na této strdnce jsou uvedeny potfebné idaje tykajici se Vaseho hldgeni a dile je zde
vygeneravano identifikatni tislo, které pozdé&ji pouZijete pro HI3Seni ukonéeni

Elektronicky podepsat a odeslat

Y4

Akceptuje pouze Cesky el.podpis — zadavani z CR!!
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Vztah CRO a MAH

%, Definovani povinnosti na zakladé smlouvy (soukromé-
pravni vztah) - co nejpresnéjsi definice ¢innosti, vztahd,
terminy, dokumentu, publikace vysledku a jejich
vlastnictvi, vlastnictvi databaze; v€etné povinnosti o
notifikaci prislusnych autorit

, Za vsechno odpovida MAH (ZoL urCuje povinnosti
drzitele ve vztahu k PASS — nahlaseni a ukonceni §93j

odst.1) inspekce MAH ‘CRO
, Pozadavky GVP: MAH ruci za odbornost vybranych
spolupracovniku, VIII.B.3.
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FAQ PASS

=, Je pozadovano schvaleni neintervencni PASS etickou
komisi?

= Neni pozadovano Ustavem, je doporuc¢eno. Nékdy
pozadovano zdravotnickym zarizenim, ve kterém
bude studie probihat.
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FAQ PASS

s, Studie je nahlasena, jak a kdy lze oCekavat pripominky k
protokolu? Kdy muze studie zacit probihat?

=, Pokud nejsou pripominky, studie je uverejnéna bez
dalsiho kontaktu se zodpovédnou osobou, studie muze
zacit 60 dnU po nahlaseni.

=, Pokud jsou pripominky, do 60 dnu od nahlaseni bude
kontaktovana zodpovedna osoba, studie zatim neni
uverejnena.
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FAQ PASS

) Je pozadovano nahlaseni zarazeni prvniho pacienta?

 Pri nahlasovani studie staci uvést predpokladané
zahajeni sbéru dat, pri ukonceni doporucujeme
aktualizovat data v souladu s realnym prubéhem
studie podle zaverecné zpravy.
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FAQ PASS

=, Jak postupovat, kdyz se zmeéni protokol studie —
prodlouzeni a zkraceni studie, zména dat?

=, Zmeéna informaci ve formulari — pomoci ID a hesla
zmenit formular, prilozit novou verzi protokolu.

%, Jiné zmény — doporucujeme prilozit novou verzi
protokolu a do policka Poznamka do formulare
popsat zménu (napf. navyseni poctu pacientu).
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FAQ PASS

e, Jaka je maximalni velikost priloh ve webovém
formulari?

= Maximum je 9MB, omezeno serverem (vétsinou hlasi
nespecifickou chybu pred el. podpisem).

%, Véetsi prilohy doporucujeme rozdélit na vice mensich,
nestandardni situace konzultovat.
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Souhrn na zaver

Vsechny legislativni pozadavky a navod k nahlaseni
studie jsou shrnuty v pokynu PHV-3.

Pokud vzniknou nejasnosti ohledné typu studie —
rozdéleni dle slide ¢.5 a dale:

% pokyny PHV-3, KLH-20, UST-35
=, GVP Module Vlll a V
% pokud nejasnosti trvaji — kontaktujte SUKL ©

veronika.descikova@sukl.cz
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Uzitecné odkazy:

Q)

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

Q)

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.pndf

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

Q)

Q)
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Dékuji 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

© 2012 STATN{ USTAV PRO KONTROLU LECIV



