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Program prednasky

=, Co je eSubmission Roadmap a k cemu je urcena
=, Seznameni s finalni verzi roadmapy
=, Jednotlivé projekty
— Vyuziti eCTD formatu pro registracni dokumentaci
— Jednotny portal pro predkladani zadosti v el. podobé
— Zavadeéni electronic Application Form (eAF)

— Common Repository
— PSUR Repository
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Co je eSubmission roadmap

=, Spolecna aktivita HMA (Heads of Medicines Agency) a
EMA (European Medicines Agency)

=, Hlavnim cilem je definovat ,bezpecné, jednotné a
efektivni“ procesy elektronického predkladani
dokumentace k IéCivym pripravkum pro humanni a
veterinarni pouziti napric ERMN (European Medicines
Regulatory Network)

=, Smeéruje k plné digitalizaci vyse zminéné agendy
prostrednictvim interoperabilnich systému vyuzivajicich
otevienych mezinarodnich standardu
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Co je eSubmission roadmap

~, Roadmap = definice jednotlivych konkrétnich cilt a
jejich zasazeni do Casové osy

=, Poskytuje strednédoby plan v horizontu nékolika let
urceny vsem ucastnikim ERMN (narodni |ékové
agentury a prumysl)

=, Zakladni rozliseni predstavuje povinné a volitelné
vyuziti jednotlivych systému ¢i pravidel
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Ongoing/optional I
Mandatory 1

Use of eCTD v.4

AV

All submissions in CP (human) in eCTD

All submissions in CP,

Use of NeeS and eCTD in DCP and MRP (human)

New MAA in DCP (human) in eCTD

New MAA in DCP and MRP
(human) in eCTD

DCP and MRP (human) in

All submissions in MRP (human)

All other MRP submissions
(human)

eCTD

Use of VNeeS in CP, DCP and MRP (vet)

New MAA in CP and DCP (vet) in
VNeeS

All other in CP and all
MRP submissions (vet)

All submissions in CP, DCP and MRP (vet) in VNeeS

N4

eGateway (CP)
(human and vet)

eGateway (CP, human)

Single submission portal - combined CESP/Gateway
in CP (human)

CESP (human and vet)

Single submission portal - combined CESP/Gateway
in all other procedures (human and vet)

Single Submission Portal
with integration of eAF
for all submissions

Use of eAF in all procedures (human and vet)

in CP

in all other
procedures

eAF in all procedures (human and vet)

(human and vet)

NCA use of Common Repository for CP submissions

(human)

NCA use of Common Repository for all CP submissions

(human)

Use of PSUR Repository for CAPs
and NAPs (human)

Use of PSUR Repository for all CAPs and NAPs
(human)

2013

2014 2015

2016 2017

VVV\/

2018



Y 4
' eSUBMISSION ROADMAP A JEJi DOPADY NA REGISTRACNI SR
o, SUKL

-

Vyuziti eCTD formatu pro registracni
dokumentaci

=, 0d 1.1.2014 je registracni dokumentace pro vsechny

typy procedur povinné predkladana ve formatech
eCTD nebo NeeS

»,V souladu se strategii HMA a EMA je cilem prechod
na plné elektronicky format dokumentace = eCTD

=, Pro narodni procedury bude z rozhodnuti SUKL
nadale akceptovan i format NeeS — viz REG-84
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Vyuziti eCTD formatu pro registracni

dokumentaci
i
All submissions in CP (human) in eCTD
o A T e e e All submissions in CP,
New MAA in DCP (human) in eCTD ew(hum;:) - ezr_;_D DCP and MRP (human) in
Use of NeeS and eCTD in DCP and MRP (human) e 0 Sy Tt eCTD
All submissions in MRP (human) (D)
1 1 1 1 1
- - - - - >
2013 2014 2015 2016 2017 2018

%, Od 1.7.2015 povinné pouziti eCTD formatu pro nové registrace u
DCP procedur (véetné duplikatu)

%, 0d 1.1.2017 povinné pouziti eCTD formatu pro nové registrace u
DCP i MRP procedur (v€. RUP a Zadosti o line extension)

%, 0d 1.1.2018 povinné pouziti eCTD formatu pro vSechny typy zadosti
u MRP a DCP procedur v¢. full ASMF (NAR ma vyjimku — viz REG-84)

» Open part ASMF soucasti dossieru = format dle zadosti a procedury
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Jednotny portal pro predkladani

zadosti v el. podobé

, Cilem je ulehcit praci prumyslu a sjednotit zpusob
predkladani zadosti regulacnim autoritam

=, Soucasny stav:

— EMA Gateway pro centralizované procedury
— CESP portal pro ostatni typy procedur (MRP, DCP, NAR)

, Cilovy stav:

— Jednotny portal v ramci EU pro vsechny typy procedur
vcetne integrovaného eAF
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Jednotny portal pro predkladani
iédosti v el. pqdobé

eGateway (CP) T (6 (UTi) Single submission Portal - combined CESP/Gateway Single Submission Portal
(human and vet) in CP (human) with integration of eAF
: eai f for all submissions
Single submission portal - combined CESP/Gateway
CIEEP (el siudl wet) in all other procedures (human and vet) (human and vet)
1 1 1 1

%, O0d 1.1.2016 povinné pouzivani nového jednotného portalu pro
predkladani zadosti u centralizovanych procedur

%, O0d 1.1.2016 volitelné pouzivani nového jednotného portalu pro
predkladani zadosti u vSech ostatnich procedur mimo CP

%, 0d 1.1.2018 povinné pouzivani nového jednotného portalu pro
predkladani zadosti u vSech procedur — vC. integrovaného eAF
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electronic Application Form (eAF)

=, Obsah eAF stejny jako u stavajici AF ve wordu, eAF ale
postavena na PDF technologii s vyuzitim XML

=, Vyhody:
— Znovu-pouziti vlozenych dat v jinych sekcich eAF
— Vice strukturovana data s vyuzitim datovych slovniku
— MozZnost automatizovaného exportu / importu
— Integrovana a transparentni validacni pravidla
=, Nevyhody:
— DelSi ¢as nutny na rucni vyplnéni (kontroly a validace)
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electronic Application Form (eAF)

=, Nova verze eAF testovana v prvni poloviné roku 2015

narodnimi agenturami a zastupci primyslu

», Na konci kvétna 2015 aktualizace eAF User Guidance

(pfedchozi verze z roku 2005) — v gesci CMD

=, Cilem je eAF integrovana s jednotnym porta
predkladani zadosti (bez pouziti PDF techno

%, Vice informaci na strankach EMA:

4
em pro

ogie)

http://esubmission.ema.europa.eu/eaf/index.html
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Zavadeéni electronic Application Form (eAF)

in cP Sin_gle_ Submis_sion Portal
Use of eAF in all procedures (human and vet) eAF in all procedures (human and vet) with 'ntegrat"_)n_Of eAF
in all other for all submissions
ﬂ procedures (human and vet)
! ; ; ;
2013 2014 2015 2016 2017 2018

%, Od 1.7.2015 povinné pouzivani eAF pro vsechny zadosti u

centralizovanych procedur

%, 0d 1.1.2016 povinné pouzivani eAF pro vsechny zadosti o
novou registraci, zmény i prodlouzeni u vsech procedur

=, 0d 1.1.2018 povinné pouzivani eAF integrované do nového
jednotného portalu pro podavani zadosti u vSech procedur
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Common Repository

NCA use of Common Repository for CP submissions NCA use of Common Repository for all CP submissions
(human) (human)
2013 2014 2015 2016 2017 2018

=, Jednotné ulozisté dokumentace k CP — zjednoduseni
procesu predkladani dokumentace pro zadatele

%, Zadatel bude od 1.7.2015 posilat dokumentaci k CP
pouze do EMA

=, SUKL jiZ CR plné vyuZiva — tj. nevyzaduje kopii
dokumentace k CP jiz od 7/2014
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PSUR Repository

Use of PSUR Repository for CAPs Use of PSUR Repository for all CAPs and NAPs
and NAPs (human) (human)
2013 2014 2015 2016 2017 2018

=, Jednotné ulozisté PSUR dokumentu — sjednoceni a
zjednoduseni procesu pro MAH i narodni agentury

=V soucasné dobé jiz miuze MAH PSUR dokumenty
zasilat do EMA, stale vsak plati povinnost PSUR zaslat
i do jednotlivych ,,concerned member states”
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PSUR Repository

Use of PSUR Repository for CAPs Use of PSUR Repository for all CAPs and NAPs
and NAPs (human) (human)

2013 2014 2015 2016 2017 2018

=, 0d 6/2015 (,,switch on“) bude PSUR Repository v ramci
PSUSA pro SUKL povinné — veskeré komentare a AR bude
zasilat pouze do uloziste, emailem jiz nikoliv

=, 0d 6/2015 posila MAH povinné do PSUR Repository
dokumenty pro CAPs, pro NAPs volitelné

=, MAH i SUKL budou od 6/2016 posilat PSUR dokumenty
pouze do EMA — ke vSem LP nezavisle na typu registrace
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Odkazy a kontaktni email

,Vice informaci viz:

http://esubmission.ema.europa.eu/index.htm

Finalni verze eSubmission Roadmap:

http://esubmission.ema.europa.eu/tiges/cmbdocumen
tation.html

Kontakt pro pripadné dotazy:
petr.drbohlav@sukl.cz
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Otazky

Odpovedi
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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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