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Uvod do problematiky

=, Za jistych okolnosti muze byt udéleni registrace
vazano na splnéni urcitych podminek
- zejména s ohledem na bezpecnost LP a jeho
bezpecné pouzivani
=,V ramci registracniho rizeni anebo kdykoli po udéleni
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1) Podminecna registrace

=, CAPs
=, Unmet medical need

=, Smrtelna nebo zivot ohrozujici a invalidizujici
onemocnéni

=, LP nezbytné pro situace predstavujici zavazné a
akutni riziko pro verejné zdravi (stanovené WHO
nebo Spolecenstvim)

=, Orphan medicinal product
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Podminecna registrace - pokracovani

=, Nekompletnost mozna pouze u klinické casti dat

=, Preklinické nedostatky — lze jen pri ohrozeni
verejneho zdravi

=, Podminka pozitivniho B/R trva

=, Zachovani registrace je spojeno s kazdorocnim
prezkumem téchto podminek

=, COMMISSION REGULATION (EC) No 507/2006
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Podminecna registrace - pokracovani

Podminka (vétsinou studie) ktera bude odstranéna po
dolozeni vyzadanych dat — tzv. SOB (Specific Obligation)

- kazdorocCni prezkoumani, zda se podminky plni —
kazdorocné renewal dokud data nejsou doplnéna

(predklada se 6 mésicu pred koncem registrace)
- Prezkoumani dodanych dat ohledné vlivu na B/R
- Po splnéni SOB — stane se normalni registraci
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Annex |l

E. SPECIFIC OBLIGATION TO COMPLETE POST-AUTHORISATION MEASURES

FOR THE CONDITIONAL MARKETING AUTHORISATION

This being a conditional marketing authorisation and pursuant to Article 14(7) of Regulation (EC) No
726/2004, the MAH shall complete, within the stated timeframe, the followmg measures:

Description

Due date

In order to confirm the efficacy for chemotherapy-naive treated patients. the
MAH should submut the final results of study EMR 100070-003 - Part B.

30® Jarmary 2020
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2) Registrace za vyjimecnych okolnosti
(under exceptional circumstances)

- nepredpoklada se, ze by nekdy bylo mozné data
adekvatné doplnit - pfrilis maly pocet pacientu

- annual reassessment (nikoli renewal — ten je po 5
letech)

- orphan, very rare diseases
- mozné i pro non-CAP
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Annex |l

E. SPECIFIC OBLIGATION TO COMPLETE POST-AUTHORISATION MEASURES
FOR THE MARKETING AUTHORISATION UNDER EXCEPTIONAL
CIRCUMSTANCES

Thus being a marketing authorisation nnder exceptional cucumstances and pursuant to Article 14(8)
of Regulation (EC) No 726/2004, the MAH shall complete, within the stated timeframe, the

following measures:

Description Due date
To collect and analyse immediate and long-term data on chimical efficacy and safety of | Annually

all patients with acquired haemophilia and who are treated with Obizur, the MAH omst | within the
conduct a surveillance programme/ registry according to an agreed protocol and for an | annual
indefinite time. reassessment
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3) Registrace s podminkami - conditions

s, Standardni registracni procedura

=, ..muze byt udéleni registrace IéCivého pripravku
vazano na splnéni jedné nebo vice z téchto
podminek...

s, CAPs i NAPs

%, Podminky dle Art 21a — initial MA
=, Podminky dle Art 22 — exceptional circumstances

=, Podminky dle Art.22a — podminky post-authorisation
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Podminky registrace dle ¢l. 21a

, a) prijeti urCitych opatreni pro zajisténi bezpecného uzivani
|éCivého pripravku, jez maji byt obsazena v systému rizeni
rizik;

= b) provedeni poregistracnich studii bezpecnosti;

% c¢) splnéni povinnosti zaznamenavat nebo hlasit podezreni na
nezadouci ucinky, které jsou prisnéjsi nez podminky uvedené
v hlavé IX;

=, d) jakékoli dalsi podminky nebo omezeni s ohledem na
bezpecné a ucinné uzivani LP;

, e) existence priméreného farmakovigilanc¢niho systému;

, f) provést poregistracni studie ucinnosti

 V rozhodnuti o registraci se podle potreby stanovi lhaty pro
splnéni téchto podminek.
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Typy podminek

=, Additional risk minimisation measures
=, Controlled access programme

=, Controlled distribution systems

>, Pregnancy prevention programme

s, Educational tools

=, DHPC

=, Post-Authorisation Safety Studies (PASS)
=, Post-Authorisation Efficacy Studies (PAES)

© 2012 STATNI[ USTAV PRO KONTROLU LECIV
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Jak mohou byt stanoveny?

 Initial MA
- Article 21a (condition at the time of granting of a MA)

- Article 22 (MA under exceptional circumstances)

, Post MA

- Variation, Renewal, Referral, Signal, PSUSA, PRAC
advice

- dané cl. 22a
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Stanoveni podminek

=, UloZeni povinnosti musi byt radné odlUvodnéno, byt
stanoveno pisemné a obsahovat cile a harmonogram
pro predlozeni a provedeni studie.

=, Odpovidajicim zptusobem se aktualizuje systém
Fizeni rizik.
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Zpusob schvalovani

=, CAP — schvali CHMP a nasledné Komise jako soucast
annex |l

D. CONDITIONS OR RESTRICTIONS WITH REGARD TO THE SAFE AND
EFFECTIVE USE OF THE MEDICINAL PRODUCT

e Additional risk minimisation measures
Prior to launchof .............

. Obligation to complete post-anthorisation measures

The MAH shall complete, within the stated timeframe the below measures:

Description Due date
Non-interventional post-authorisation safety study (PASS): Study 20150136: an Q42021
observational study of blinatumomab safety and effectiveness, uiilisation and
treatment practices®

* The study protocol needs to be developed and presented for PRAC review within 2 months after the EU
Commussion Decision

© 2012 STATNI[ USTAV PRO KONTROLU LECIV 22.6.2018
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Zpusob schvalovani

MRP/DCP:

Assessment Reports — Overview (podobné annex Il u
CAPs)

Risk management plan
- narodni Rozhodnuti
NAPs

- RMP

- v ramci narodniho Rozhodnuti o udéleni/zméné
registrace v kazdém Cl. staté dle nar. pozadavku

© 2012 STATNI[ USTAV PRO KONTROLU LECIV 22.6.2018
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Kategorizace studii

=, Kategorie 1

Jeji vysledek ma silu ovlivnit B/R LP
Potvrzuji pozitivni B/R

Studuje cely bezpecnostni profil LP
Uklada se jako podminka registrace

Pri udéleni registrace — conditional MA
nebo pri referalu — condition of MA

Pri nesplnéni — zruseni registrace

Protokol, substantial amendments a final report vzdy na
PRAC

© 2012 STATNI[ USTAV PRO KONTROLU LECIV
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Kategorizace studii

=, Kategorie 2
pouze pro registrace under exceptional circumstances
Pri nesplnéni — registrace muze byt zrusena

Protokol, substantial amendments a final report vzdy na
PRAC

© 2012 STATNI[ USTAV PRO KONTROLU LECIV 22.6.2018
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Kategorizace studii

=, Kategorie 3 (non-imposed PASS required by the
PRAC)

Jeji vysledek nema/nemél by mit silu ovlivnit B/R LP
Studuje pouze urcity/é safety concern(s)
neuklada se jako podminka registrace

Protokol na PRAC jen pri vyzadani PRAC Rapp -
submission of protocol is reflected as a milestone in
the RMP

- predkladany jako PAM (u CAP), Variation (NAP)
Casto Study na effectivhess ARMM

© 2012 STATNI[ USTAV PRO KONTROLU LECIV 22.6.2018
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Kategorizace
studii

=, Kategorie 4
- dobrovolné
- neuvadi se v RMP

© 2012 STATNI[ USTAV PRO KONTROLU LECIV
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Registrace

MA

Conditional MA

Specific
Obligation(SOB)

Study Cat. 1

CAP - Annex |l
RMP
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Under
exceptional
circumstances

Study Cat. 2

CAP Annex Il
RMP

standartni MA

viz dalsi slide
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Standartni
MA

With

conditions

No conditions

Pfi udéleni MA

ovlivni B/R
CAT.1

CAP - Annex NAP -

Il Overview,
RMP National
decision,

EoP, RMP

pouze
specificke SC

Cat.3

pouze RMP

Po udéleni MA

ovlivni B/R
CAT.1

CAP - Aannex NAP -

I Overviw,
RMP EoP, National
decision

RMP

pouze
specifické SC

CAT 3

pouze RMP
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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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