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Procedury DCP a MRP
.|

DCP (Decentralised Procedure) — Decentralizovana procedura

U Pouziva se pro Iéky, které jeSté nejsou registrovany v zadném clenském staté EU.

0 Zadatel si zvolf jeden hlavni stat jako tzv. referenéni ¢lensky stat (RMS — Reference
Member State), ktery pfipravi odbornou hodnotici zpravu. Ostatni vybrané staty
(CMS - Concerned Member States) tuto zpravu posuzuji a schvaluiji.

U Obvykle trva 210 dni

MRP (Mutual Recognition Procedure) — Procedura vzajemného uznavani

U Pouzivéa se pro léky, které jiz maji platnou narodni registraci v jednom staté EU, a
zadatel chce registraci rozsifit do dalSich zemi.

0 Stat s jiz vydanou registraci funguje jako referen¢ni stat (RMS), jehoz hodnoceni a
rozhodnuti ostatni dotéené staty (CMS) formalné ,uznaji“.

O Obvykle trva 90 dni.
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Procedura RUP
-

RUP (Repeat Use Procedure — neboli procedura opakovaného pouziti)

U Pfimo navazuje na DCP nebo MRP

0 Pouzivé se v situaci, kdy lék jiz Uspésné prosel procedurou DCP nebo MRP, a
drzitel registrace chce lék dodate¢né rozsifit do dalsich statd EU (novych CMS),
které v pdvodnim Fizeni nebyly zapojeny.

0 Zadatel nepodava kompletné novou registraci. VyuZije jiz schvéalenou hodnotici
zpravu (Assessment Report) a identickou dokumentaci. Nové &lenské staty pouze
,2pfevezmou® a uznaji jiz dfive schvalené rozhodnuti.

U Je to rychlejsi a administrativné snazS8i cesta pro expanzi [éku na nové trhy v ramci
EU

)

Pfprava dokumentace
(preklinicka, klinicka, CMC)

|
|
v

Podani zadosti (MAA/eCTD)

———

Validace zadosti

—t—

Hodnoceni autorit
(LoQ, LoOl)

Proces registrace P— —

Odpovédi zadatele na dotazy

I
|
v

Konecné hodnoceni (CHMP/autorita)

—t——

Schvalenf / zamitnutf registrace

— —

Po schvélenf:
Farmakovigilance, zmény
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Harmonogram

Harmonogram jednotlivych procedur je pfesné dany
= na strankach CMDh

Step
i Applicant discussions with RMS.

O RMS allocates procedure number. Creation in CTS.
Submission of the dossier to the RMS and CMSs.

Day -14 Validation of the application using RMS / CMS validation checklist for human medicinal products in DCP.
Positive validation by CMS should only be indicated in CTS, not via e-mail.

step I

Day 0 RMS starts the procedure. The CMSs are informed via CTS.

bay 70 RMS forwards the Preliminary Assessment Report (PrAR) (including comments on SmPC, PL and labelling) on the dossier to the CMSs and
the applicant.

T mT—— CMSs send their comments to the RMS, CMSs and applicant. It may also be sufficient for the CMS to indicate in CTS only in case there are

SEaY no additional comment:
Until Day 105 Consultation between RMS and CMSs and applicant.

If consensus not reached RMS stops the clock to allow applicant to supplement the dossier and respond to the questions.

Clock-stop period

‘Applicant may send draft responses to the RMS and agrees the date with the RMS for submission of the final response. Applicant sends the
final response document to the RMS and CMSs within a period of 3 months, which can be extended by a further 3 months.

Day 106

RMS restarts the procedure following the receipt of a final response or expiry of the agreed clock-stop period if a response has not been
received. The CMSs are informed via e-mail and CTS will be updated

step II

Day 120 (Day 0)

RMS sends the DAR, draft SmPC, draft labelling and draft PL to CMSs and the applicant.
The quality assessor at the RMS completes a product surveillance risk assessment template, if applicable. This risk assessment is designed
to provide for post-marketing surveillance analysis by Official Medicines Control Laboratories.

Day 145 (Day 25)

CMSs send comments to RMS, CMSs and the applicant. It may also be sufficient for the CMS to indicate in CTS only in case there are no
additional comment:

Day 150 (Day 30)

RMS may close procedure if consensus reached.
Proceed to national 30 days step for granting MA.

Day 160

Applicant sends the response document to CMSs and RMS.

Until 180 (Day 60)

If consensus is not reached by day 150, RMS to communicate outstanding issues with applicant, receive any additional clarification, prepare
a short report and forward it to the CMSs and the applicant.

Day 195 (at the latest)

A Break-Out Session (BOS) may be held at the European Medicines Agency (or via TC) with the involved MSs to reach consensus on the
] issues.

Between Day 195 and Day 210

m: 5
RMS consults with the CMSs and the applicant to discuss the remaining comments raised.

Day 210 (Day 90)

1f consensus is reached:
- In case of positive position from RMS, Closure of the procedure including End of Procedure letter, final Day 210 overview AR, SmPC
labelling and PL, active substance and finished product specifications and proceed to national 30 days step for granting the M
- In case of negative position from the RMS, closure of the procedure negatively. The End of Procedure letter and final Day 510 overview
AR'is circulated.
If consensus is not reached:
In case of negative position from CMS, CMS notify the RMS, the other CMSs, applicant and the secretariat of the CMDh.
Referral to the CMDh.

At the latest, within 7 days after Day.

If consensus on a positive RMS AR was not reached at day 210, the points of disagreement submitted by CMS will be referred by the RMS to

the CMDh for resolution.

Priprava a podani
- |

O DCP slot request - RMS

Formular na strankach CMDh

U RUP request

U Priprava dokumentace

= Musi byt k dispozici vS§ech 5 modull
*  Moduly 2 - 5 vytvari odborné tymy

*  RA ale odpovida za to, aby byly informace jednotné a byly kompletni
= Modul 1 —administrativni informace — zadost, texty, farmakovigilance...

+ obsahuje specifické dokumenty pro urcity region

+ obsah a format mUze byt specificky na zakladé narodni legislativy a

pozadavkU autorit jednotlivych statl
. Vytvaii RA

O Tvorba eCTD sekvence
O Podani CESP do v8ech statl zahrnutych v procedure
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Validace

U Nez procedura zacne, autority zkontroluji formalni spravnost zadosti
= Dokumentace je kompletni

Informace jsou ve spravnych ¢astech dokumentace

Spravné vyplnéna eAF

Spravné uvedeny referencni pfipravek pro danou zemi

Spravny pravni zaklad zadosti

Platnost povoleni k vyrobé, GPM certifikatl

= PIné moci

O Odpovida se mimo sekvenci eCTD do jednotlivych statd
= Zasila se emailem posuzovateli, ktery poslal pfipominky
= Pozor na univerzalni emailové adresy autorit
= Pokud do 2 - 3 tydni po podani pfes CESP nedostanete valida¢ni pripominky,
kontaktujte autoritu

U Vzdy je potfeba mit od autority email s potvrzenim, Ze je v dané zemi procedura validni
= | v pfipadé, ze dana zemé neméla validacni pripominky

Posouzeni

O Hodnotici zprava (AR): RMS provede detailni védecké posouzeni kvality,
bezpelnosti a UCinnosti Iéku a sepiSe Assessment Report.

O Rozeslani do CMS: Tato zprava je sdilena s ostatnimi staty
= v DCP D70, v MRP se vychazi z jiz existujici narodni zpravy

O Pfipominky CMS:

= DotcCené staty zpravu prostuduji a zaslou své pfipadné namitky Ci doplnujici
dotazy k AR RMS

O Stop-the-clock: informace od RMS, do kdy je procedura pferu
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Odpovédi na pripominky

QO Zadatel odpovi na véechny otazky vznesené v&emi &lenskymi staty

Respektovat timelines

Draft responses — k posouzeni RMS — odpovédi na otazky D70+D100 — RMS

zreviduje — restartuje clock stop — zaroven vyzve k odeslani eCTD do vSech

CMS+RMS (nékdy je to podminka pro restart)

U V8echny odpovédi by mély byt vzdy rozesilany vsem zucastnénym clenskym
statdm, a to i tehdy, pokud jen jedna CMS poloZila otazku.

U Je mozné doplnit dokumentaci novymi udaji, pokud se jedna o odpovéd' na

vznesené dotazy

00

O Zaslani odpovéedi formou eCTD sekvence do vSech statl

l: Reclinmecd

Odpovédi na pripominky

0O Zadatel by mél v &asti “Responses to Questions” Modulu 1 (EU CTD) zahrnout
dokument, ktery uvadi otazky s pfislusnou narativni textovou odpovédi pro
kazdou otazku

= Template na strankach CMDh

U Dokument odpovédi by mél respektovat nasleduijici pravidla:
= rozdéleni dle pfislusnych Modult
= odpovédi mély byt rozdéleny potencialng vaznymi riziky pro vefrejné zdravi a
dalsimi body k posouzeni, jak je uvedeno v Sablonach pro CMS comments,
= Kkazda otazka by méla byt oznacena inicialami Clenského statu, ktery polozil
otazku, nazev oddilu a Cislo stranky, kde Ize odpovéd' nalézt v pfislusném
modulu

l: Reclinmecd
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Druhé kolo posouzeni
|
O RMS posoudi uz jen odpovédi
U Nesmi se dodavat nové informace
O RMS vystavi aktualizovany AR (D120, D210)
O Procedura mUze byt uzaviena v D150, pokud jsou v D106 odpovézeny
v8echny dotazy
U Pokud pfetrvavaji komentare a neni vystaveno pozitivni hodnoceni — refferal
O Pozitivni ukon&eni DCP — zahajeni narodni faze do 7 dn od EoP
O Pozitivni ukonceni narodni faze — rozhodnuti o registraci v dané zemi
l: Reclinmecd
MRP a RUP
|
O Pridani statl do jiz existujicich procedur
O Predem odsouhlaseno se zemi, ktera se ma stat/je RMS
O Aktualizace dokumentace pfed zahajenim procedury
O Kratsi harmonogram nez DCP
O RMS vystavi aktualizovany AR
=V pfipadé RUP se vyjadfuji uz jen nové pfidané staty
O Pokud jedno z novych CMS vznese zasadni komentér — refferal
= Mduze to vést ke zruseni registraci ve vSech jiz dfive schvélenych zemich
O Pozitivni ukon¢eni DCP — zahajeni narodni faze do 7 dnd od EoP
O Pozitivni ukonceni narodni faze — rozhodnuti o registraci v dané zeml® Reclinmes
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Nejéastéjsi nedostatky

U Nedostatec¢na kvalita nebo neuplna dokumentace

U Nesoulad mezi jednotlivymi Castmi zadosti

U Podcenéni Casového ramce pro pfipravu podani

U Pozdni ¢i nekvalitni odpoveédi na dotazy autorit

O Nedostate¢né sledovani aktualnich regula¢nich pozadavkd
O Prezentace dat — formalni Upravy

l: Reclinmecd

Nejéastéjsi nedostatky
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1. In section 4.2 of the proposed SPC is stated that the medicinal 1. In section 4.2 of the proposed SPC is stated that the medicinal
product may be given by intravenous injection, intravenous product may be given by intravenous injection, intravenous
infusion or intramuscular injection. Therefore, we note that in infusion or intramuscular injection. Therefore, we note that in
accordance with the current Standard Terms name of the accordance with the current Standard Terms name of the
registered pharmaceutical form is: powder for solution for registered pharmaceutical form is: powder for solution for
injection / infusion. injection / infusion.

OK Applicant’s response:

We agree with the correction of pharmaceutical form, The relevant
documents have besn corrested.

Dotazy?

Dékuji za pozornost
e

pychova@reclinmed.com

l B Reclinmed
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