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eSubmission Roadmap SUKLO

> Datum prvého uverejnenia - november 2014
poslednad aktualizacia — 28. februar 2018

> Je to definicia jednotlivych konkrétnych cielov a ich zasadenie do ¢asove;j osi

> Poskytuje plan v horizonte niekolkych rokov uréeny liekovym agenturam a
drzitelom rozhodnuti o registracii

> SpolocCna aktivita HMA a EMA

> Hlavnym cieflom je definovat ,bezpecné, jednotné a efektivne” procesy
elektronického predkladania dokumentacie k lieCivym pripravkom

> Dostupna na strankach EMA:
http://esubmission.ema.europa.eu/tiges/cmbdocumentation.html



http://esubmission.ema.europa.eu/tiges/cmbdocumentation.html
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eSubmission Roadmap - tiMeliNes, g vt acy
(reflecting version 2.1 dated 28 February 2018) RELENGE IMEDICINES HEALTH SU KLO

Planning and preparation for Use of eCTD v.4 Use of eCTD v.4
the implementation of eCTD v.4 CP (human)** MRP, DCP (human)**
—— - ;
All submissions in CP and new MAA in DCP
and MRP (human) in eCTD

N

All MRP submissions (human) in eCTD
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submissions (human)
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(vet) in VNeeS All submissions (vet) in CP, DCP, MRP and NP in VNeeS
All NP submissions
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in VNeeS
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eSubmission Roadmap SUKLO

> 0d Q32020 (CP) aQ3 2021 (MRP/DCP) mozno pouzivat eCTD v 4.0

> CESP dataset module pre Ziadosti o nové registrdcie nepovinne od Q4 2018 a
povinne od Q2 2019, pro ostatné typy ziadosti od Q1 2020 a povinne od Q3
2020

> Diskutovany datum povinného pouzivania EU single submission portal (CESSP)
je Q1 2021

> Povinné pouzivanie CESP pro DCP and MRP procedury (human/vet) od Q3
2019

> eAF (electronicApplicationForm) povinny pre vSetky Ziadosti o novu registraciu,
zmeny i predlZenia platnosti registracie pre MRP/DCP i narodné procedury




Povinnost pre eCTD format SUKLO

v'  01.07.2015: eCTD povinné pre DCP Ziadosti o nové registracie (vratane duplikatov)*

v’ 01.01.2017: eCTD povinné pre MRP Ziadosti o nové registracie (vratane duplikatov, RUP a
rozsirenie radu v DCP alebo MRP)*

v 01.01.2018: eCTD povinné pre vsetky ostatné MRP Ziadosti
v'  01.07.2018: eCTD povinné pre narodné Ziadosti o nové registracie

v/ 01.01.2019: eCTD povinné pre vietky ostatné Ziadosti (napr. o zmeny, prediZenia,..)

* ASMF — format v zhode s formatom registracnej dokumentacie podla vyssie
uvedenych pravidiel, http://esubmission.ema.europa.eu/eASMF/index.htm

http://esubmission.ema.europa.eu/tiges/cmbdocumentation.html
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eCTD a NeeS format SUKLOD

»  CTD - spolocny technicky dokument Common technical document (CTD), pozostava z modulov 1 az 5,
elektronicky spolo¢ny technicky dokument. Systém eCTD je definovany ako rozhranie pre priemysel na
prevod regulacnych informacii agenturou a sucasne s prihliadnutim na ulahcenie vytvarania, preskimania,
riadenia zivotného cyklu a archivacie elektronického podania. Obsah je zalozeny na formate spolo¢ného
technického dokumentu (CTD). CTD opisuje organizaciu modulov, ¢asti a dokumentov, ktoré ma pouzivat
Ziadatel o povolenie na uvedenie lieku na humanne poutzitie na trh v kazdej oblasti ICH.

» NeeS - Non-eCTD electronic Submissions, v podstate su to skenované verzie papierového podania bez
zdkladnej struktury (backbone), bol to prechodny format smerom k povinnému pouzivaniu eCTD
viac informacii:
http://esubmission.ema.europa.eu

> eCTD - electronic Common Technical Document
viac informacii:

http://esubmission.ema.europa.eu/tiges/docs/eCTD%20Guidance%20v3.0%20final%20Augl3.pdf
http://esubmission.ema.europa.eu/eumodulel/index.htm
http://estri.ich.org/eCTD/eCTD Specification v3 2 2.pdf

> NeeS versus eCTD
eCTD mozZe obsahovat dva XML subory, index.xml a eu-regional.xml pre struktiru modelov 2-5 a modulu 1
pre EU, zlozku util a textovy subor index-md5.txt. Navigacia pre format NeeS je zaloZzend na tzv. ,table of
content”, zdlozkach a hypertextovych odkazoch. NeeS obsahuje sibor ctd-toc.pdf.
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http://esubmission.ema.europa.eu/
http://esubmission.ema.europa.eu/tiges/docs/eCTD Guidance v3.0 final Aug13.pdf
http://esubmission.ema.europa.eu/eumodule1/index.htm
http://estri.ich.org/eCTD/eCTD_Specification_v3_2_2.pdf

eCTD yee
(Non-eCTD elestronic Submission) SU KL O

i’

“ outside” eCTD “outside” NeeS
working documents Word files

working documents Word files
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eCTD

Appendix 1 — Example Tables of Contents

Example ToC for paper accompanying an eCTD, based o
through Internet Explorer and converted to PDF.

eCTD 1D version 3.2

= ml-adminismative-information-and-prescribing-information
= gu-regional [new]

= m2-commen-techncal-document-sununanes
= m2-2antroduction
= Introduction [new]
= m?2-3-quality-overall-summary
= ml-F-mmroeduction
= Introducton [new]
= m2-3-s-dmg-substance [manufacturer:
= Dmig Substance xyz [new]
= m2-3-p-dg-product [manufacturer: 123] [product name: abe)
formy tablet]
= Dmg Product Tablet [new]
= m2l-3.a-appendices
= Appendices [new]
= ml-3.r-regional-information
= Regional Information [new]
= m2-d-ponclinical-averview

123] [substance: xyz]

- verview [new)
» m2-S-climecal-overview
w Clinical Overview [new)
s Clinical Overview Appendix 1 [new]
s Chinical Overyview Appendix 2 [new]
» m2-G.nonclimical-written-and-tabulated-summaries
- 11.1!-6-1-|n1rod11.ctmn
= Intreduction [new]
= ml- 6-"-pl:anna.colog{r -written- sumary
r [mew]

= 1ml- 6 3-pharmacology- tabulated.- SUIURATY
= Pharmacology Tabulated Summary [new]
= ml-G-d-pharmacokinetic s-written-sununary
= Phanuacokinetics Written Sumunary [new]
= m2l.6-5-pharmacokinetics-tabulated-summary
= Phanmacokinetics Tabulated Swamary [new]
= ml-G-6-toxicology-written-sununary
= Tesucology Wiitten Supuuary [new]
= m2-G-7-toxicelogy-tabulated-summary
= Toxicology Tabulated Sm.nm_ﬂ.ry_ [new]
= m2-T-clinical-summary
= m2-7-1l-summary-of-biophammaceutic-studies-and-asseciated-a
= Summary of Biophammaceutic [new]
= ml-T-2-summary-of-clmical-pharmacology-studies
- 5 r r [new]
= m2-7-3-summary-of-climcal-efficacy [indication: pain]
= Summary of Climical Efficacy Pain [new]
= ml- ?-4 51unn:znr-of-clm1cal safiety
r v [new]
- m]—?—j—lnemmre—references
= Beferences [new]
= m2-T-G-synopses-of-individual-studies
= Synopses of Individual Studies [new]

S

NeeS

Example ToC for paper accompanying a NeeS, based on printing the mx-

toc.pdf files.

ml-toc.pdf

Module 1 EU Module 1

1.0 Cowver Letter 1.0

1.2 Application form 1.2
Annex 6.3 Proof of establishment of the applicant in the EEA. Annex 6.3
Annex 6.4 Letter of authorisation for communication on behalf of the Annex 6.4
applicant/MAH
Annex 6.5 Curniculum Vitae of the Qualified Person for Annex 6.5
Pharmacovigilance
Annex 6.6 Manufacturing Authorisation required under Article 40 of Annex 6.6
Directive 2001/83/EC
Annex 6.8 Flow-chart indicating all sites involved in the manufacturing Annex 6.8
process of the medicinal product or active substance
Annex 6.9 Statement (or GMP Certificate issued by an EEA inspectorate, Annex 6.9
when available) from the competent authority which carried out the
inspection of the manufacturing site(s)
Annex 6.12 Ph. Eur. Certificate(s) of suitability for TSE Annex 6.12
Annex 6.17 List of Mock-ups or Samples/specimens sent with the Annex 6.17
application, as appropriate
Annex 6.22 declaration from the Qualified Person of the manufacturing Annex 6.22
authorisation holder

1.3 Product information 1.3.

1.3.1 SPC, Labelling and Package Leaflet 1.3.1
common - combined SPC 13.1
be - de - immediate packaging 10 mg 1.3.1
be - de - intermediate packaging 10 mg 1.3.1
be - de - outer packaging 10 mg 1.3.1
be - de - package leaflet 10 mg 1.3.1
be - fi - immediate packaging 10 mg 1.3.1
be - i - intermediate packaging 10 mg 13.1
be - fi - outer packaging 10 mg 1.3.1
be - fi - package leaflet 10 mg 1.3.1
be - fi - combined SPC 1.3.1
be - nl - immediate packaging 10 mg 1.3.1
be - nl - intermediate packaging 10 mg 1.3.1
be - nl - outer packaging 10 mg 13.1
be - nl - package leaflet 10 mg 1.3.1
be - nl - combined SPC 1.3.1

1.3.2 Mock-up 1.3.2
common - immediate packaging 10 mg 1.32
common - intermediate packaging 10 mg 1.32
common - outer packaging 10 mg 1.32
common - package leaflet 10 mg 1.3.2
be - immediate packaging 10 mg 1.32
be - intermediate packaging 10 mg 132
be - outer packaging 10 mg 132
be - package leaflet 10 mg 1.3.2

1.3.3 Specimen 133
COmMMmOon-specimen 133




Baseline SUKLO

> Predstavuje predlozenie suc¢asného stavu dokumentacie, tj. znovu predlozenie schvalenej
dokumentacie, ktora uz bola prislusnej liekovej agenture predlozena, len vinom formate.

> Najvhodnejsie je predlozit ho v dobe, kedy neprebieha Ziadne registracné konanie.

> Nejedna sa o0 zmenu ani doplnhenie dokumentacie.

> Vidy mal byt predloZeny ako samostatné podanie = samostatna sekvencia. Nikdy by
nemala byt predloZena ako sucast iného podania, t.j. ako sucast inej sekvencie.

> Minimalne modul 3.




Co je sekvencia? SUKLO

> V kontexte eCTD sekvencia predstavuje jediny subor informdacii/dokumentoy,
ktoré sa predkladaju v jednom kroku zivotného cyklu eCTD v konkrétnom case.

> Sekvencie suU postupne ocislované Styrmi Cislicami, po¢nuc sekvenciou 0000
(pociatocna MAA alebo baseline) a nasleduju nasledujuce sekvencie (0001,
0002, 000n). Predstavuju uroven podrobnosti podriadenosti regulacnej

cinnosti.
Priklad — suvisiace sekvencie
Example of an initial MAA in the Decentralised Procedure
Sequence number Submission Submission Type Related Sequence
Description

0000 Initial MAA initial-maa none
0001 Validation update supplemental-info 0000
0002 Day 106 responses supplemental-info 0000
0003 Day 180 responses supplemental-info 0000
0004 Day 210 Agreed English  supplemental-info 0000

product information

- e 0w
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Envelope

MRP/DCP

NAR

Envelope for SK
Identifier:
Submission:

Procedure Tracking Number(s):

Submission Unit:
Applicant:
Agency:
Procedure:
Invented Name:
INN:

Sequence:
Related Sequence:

Submission Description:

?Envelope for SK
[dentifier:

S

Procedure Tracking Number(s):
Submission Unit:

‘Applicant:

| Agency:

Procedure:

: Invented Name:

[INN:

Sequence:

L b

Type: Renewal

Mode: Single

‘celé proceduralne Cislo

Type: Response to any kind of question Presne urteny typ
]J(‘I’I - cely nazov spolotnosti

Slovak Rep - State Institute for Drug Control (SK-SIDC)
Decentralised Procedure (DCP)

‘ndzov lieku

nazov uginnej Iatky v anglictine

0056

0028 popis
Response to Day 85 comments on renewal application *=<¥©"i¢

XXXX

Type: Variation Type IB

Mode: Groupmg

Number:na.
registracneé Cislo, variabilny symbol

Type: Initial submission to start any regulatory acthvity Presne urceny typ
XYZ - cely nazov spolocnosti

Slovak Rep - State Institute for Drug Control (SK-SIDC)
National Procedure
nazov lieku

nazov ucinnej latky v anglictine

0012

0012 popis

IB variation: to update registered mamfacturers _sekvencie

@) <




Tracking Table

SUKLO

Mazov humdnneho lieku
liekova forma

procedurdlne &islo/registratné Eislo

Sequence Tracking Table

Related
sequence

Submission description

CMSs — First Wave

DE

AT

BE

CZ

DK

EE

EL

Es

0028

‘DEH uoois
Variation Type IT B.ILb.1l.c) Replacement
or addition of a manufacturing site for part
or all of the manufacturing process of the
finished  product. Site  where  any
manufacturing  operation(s) take place,
except batch release, batch control. and
secondary packaging, for
biological/immunological medicinal
products, or for pharmaceutical forms
mamufactured by complex manufacturing
processes.

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

0027

| Submission of the PSUR I

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

Dec 18

0026

DEH MB01YG

1.2.a) Ghange(s) iy
5 ¥ Haracteristics|
Labelling or Package Leaflet of 4
generic/hybrid/biosimilar medicinal product:
following assessment of the same change fiog
the reference product. Implementation of
change(s) for which no new additional dats
is required to be submitted by the MAH.

Variation Type ]B.C.I.z)-l Changes
" E Teteri

Medicinal Products. Other varia

Novi8

Nowv 18

Nov 18

Nov 18

Nov 18

Nov 18

Nov 18

Nowv 13

Novld

Nov 18

Nov 18

Nowv 18

Nov 18

Nov 18




Tracking Table v pripade zmeny RMS

SUKLO

nazov humanneho lieku

VZOR
RMS Shifi: VE/Hi00o00L/DC 0 NL/H oo /001/DC
Sequence | Submission | RMS CMSs — Wave |
Description
ML
AT |BE| BG CY [CZ | DE Dk EE EL ES Fl FR HU IE 1T LT LW MT UK MO PL PT RO SE 51 SK
0047 Type LA Apr Apr | # | Apr Apr | # | Apr Apr Apr Apr Apr Apr Apr Apr Apr Apr Apr Apr Apr Apr Apr Apr Apr Apr Apr Apr Apr
Grouped 2009 | 20019 2019 | 2019 200% | 2009 | 2009 | 2009 | 2009 | 2009 | 20019 | 2009 | 2009 | 2009 | 20019 | 2009 | 2009 | 2009 | 2009 | 20019 | 20019 [ 2009 | 20019 | 20019 | 2019
variation o
propose
new batch
release and
batch
testing sites
UK/H/xxxx/001/DC
Sequence Submission RMS CMSs - Wave 1
Description UK | AT |BE |BG |CY |CZ DE DK EE (EL |ES | FI | FR |HU | IE | IT |LT LV |MT | NL [NO |PL | PT |RO |SE | SI | SK
Article 61(3) Jan
0046 notification for UK | 2019 - - - - - - - - - - - - - - - - - - - - - - - - - -
Type LA group
variation o propose
an additional
0045 primary packaging Jan | Jan . Jan | Jan ¥ Jan | Jan | Jan | Jan | Jam | Jan | Jan | Jan | Jan | Jan | Jan | Jan | Jan | Jam | Jan | Jan | Jan | Jan | Jan | Jan | Jam
- manerial supplice 2009 (20019 7 20192019 2019 (2019 (2019 | 20019 | 2019 | 2019 (2019 (2019 | 20019 | 2019 | 20019 (2019 (2019 | 20019 | 2019 | 20019 | 2019 (2019 | 2019 |2019 | 2019
with ils specification
for the captioned
product.
Transfier of
Marketing Jan | Jan
044 Authorization for - - - - - - - - - - - - - - - * 219 2009 | - - - - - - - - -
I
Module 1.0 (Tracking table) Page 1 of 10




Predkladanie eCTD pre narodné registracie suxk.O

» Format eCTD od 1.1.2019 pre vsetky nové regulacné aktivity.

» Ak uZ prebieha regula¢nd aktivita (zmena podand pred 31.12.2018), mbézu byt odpovede na
pripomienky v rovnakom formate alebo bude dokumentécia podana opat ako resubmission a
odpovede na pripomienky budu ako nasledujica sekvencia

» Malo by to byt jasne uvedené v sprievodnom liste, Ze predloZenie dokumentacie sa tyka
prebiehajucej regulacnej ¢innosti a obsah dokumentov, ktory bol podany, nebol zmeneny, Ze sa
jedna iba o zmenu formatu.

Example:
Sequence Submission Submission Type | Related Submission Unit
Number Description Sequence Type
0000 e.g. Resubmission of ‘none’ 0000 ‘reformat’
Type Il ASMF update
variation
0001 e.g. Response to Type | ‘var-type2’ 0000 ‘response’
Il ASMF update
variation

Q&A on how to handle ongoing procedures in relation to mandatory eCTD format
https://www.sukl.sk/hlavna-stranka/slovenska-verzia/registracia-humannych-liekov/elektronicke-podanie-ziadosti/formaty-
registracnej-dokumentacie-predkladanej-na-sukl-od-1.1.2019?page id=5011

S @
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https://www.sukl.sk/hlavna-stranka/slovenska-verzia/registracia-humannych-liekov/elektronicke-podanie-ziadosti/formaty-registracnej-dokumentacie-predkladanej-na-sukl-od-1.1.2019?page_id=5011

» Odporuca sa prejst na format eCTD predloZenim Baseline pre aktualnu schvalent dokumentaciu.

Prechod do eCTD SUKLO

Sequence Submission Submission Type | Related Submission Unit

Number Description Sequence Type
| e.g. Baseline module 3 | none 0000 _reformat
e.g. Resubmission of none 0001 ETOTIe

Type Il ASMF update
variation

0o02 e.g. Response for Type | ‘var-type2’ 0001 response
Il ASMF update
variation

» Pokial je potrebné vykonat regula¢nu aktivitu okamzite, predloZenie Baseline sa odporuca podat ako
nasledujucu sekvenciu.

Sequence Submission Description Submission Type | Related Submission
number Sequence Unit
0000 Variation conceming Modules 4 | var-type2 0000 initial
&5
0001 Variation for new indication of | var-type2 0001 initial
CDF"D
- var-type2 0000 response
none 0003 | reformat |
extension ooo4 2

Harmonised Technical Guidance for eCTD Submissions in the EU
http://esubmission.ema.europa.eu/tiges/docs/eCTD%20Guidance%20v4%200-20160422-final.pdf
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http://esubmission.ema.europa.eu/tiges/docs/eCTD Guidance v4 0-20160422-final.pdf

Odporucania pre predkladanie eCTD SUKLO
pre narodné registracie

» Mimo eCTD mozZu byt podané tieto zmeny pre MRP/DCP, pre NAR odporucame, aby boli sucastou
dossiera a celkového LCM :

MAH transfer

Change of local representative
Sunset Clause

Dose dispensing (dose distribution)
Change of mock-up design

» Dokumenty by mali byt vidy vo formate PDF vo vnutri struktiry eCTD pre vsetky typy regulacnych
¢innosti.

» Komunikacia o drobnych textovych aktualizaciach by sa mala vykonavat mimo systému eCTD.
Do eCTD by mala byt vidy zahrnutda minimalne prva navrhovana a posledna schvalena verzia.

» Kopie navrhovanych textov, ktoré su obsiahnuté v eCTD ako PDF, by mali byt vidy aj vo formate MS
Word (so sledovanymi zmenami, ak je to relevantné) v samostatnom priecinku nazvanom

xxxx-workingdocuments mimo eCTD, ale v tom istom podani CESP alebo CD/DVD.

» Tabulka Tracking Table je sledovacia tabulka, ktord je velmi uZitocnd pre sledovanie podania v
priebehu ¢asu a je vysoko odporucana pre vsetky narodné registracie. Atribut by mal byt v kazdej
novej sekvencii Replace.

\% @ X




Podavanie dokumentacie SUKLO

> CESP - iba dokumentacia eCTD a NeeS (len responsy pre Ziadosti predlozené do konca roku 2018 )
https://cespportal.hma.eu/Account/Login

» CD/DVD - oznatenie formatu dokumentécie, nazov ¥iadatela, nazov lieku, ndzov lie¢iva, proceduralne &slo
(MRP/CDP), registracné Cislo, ak uz bolo pridelené (narodné procedury), ¢islo sekvencie (ak médium obsahuje viac
sekvencii, vSetky musia byt vymenované v sprievodnom liste), poradové ¢islo média, ak je dokumentacia na viacerych
—napriklad 1(3), 2(3), 3(3), typ dokumentacie (Initial Application, Variation Type, Supplemental info, a.p.) a variabilny
symbol (vygenerovany systémom eZiadost). Sekvencia nesmie byt zazipovana.

> Responses a dodato¢nu dokumentiaciu k Ziadostiam — je moZné poslat prostrednictvom CESP alebo na CD/DVD
spolu s CL. Pre zvySenie operativnosti je potrebné poslat informacny e-mail na adresu: cesp.responses@sukl.sk

> Baseline - méze byt zaslany cez CESP alebo na CD/DVD spolu s CL. Pre zvySenie operativnosti je potrebné poslat
informacény e-mail na adresu: cesp.responses@sukl.sk alebo danka.rochovska@sukl.sk

> ASMPF - je mozné posielat prostrednictvom CESP. Pre zvy3enie operativnosti je potrebné poslat informaény e-mail
na adresu: cesp.asmf@sukl.sk

> PSUR - PSUR repository spusteny 13.6.2017 http://esubmission.ema.europa.eu/psur/psur_repository.html

> COMMON REPOSITORY - http://esubmission.ema.europa.eu/central repository.HTML
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https://cespportal.hma.eu/Account/Login
mailto:cesp.responses@sukl.sk
mailto:cesp.responses@sukl.sk
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mailto:cesp.responses@sukl.sk
http://esubmission.ema.europa.eu/psur/psur_repository.html
http://esubmission.ema.europa.eu/central_repository.HTML

Technické chyby v predlozenej dokumentacii (1/2) sukLO

> Neoznacené adresare sekvenciou — po otvoreni adresara napriklad s ndzvom lieku,
ulozené rovno moduly

> Podanie iba cez CESP

> Nespravne vyplnena Envelope

> Cover letter — nelplny, chybaju identifikacné Udaje, prazdna strana
> Chyba Tracking Table

> Chyba posledna sekvencia v Tracking Table

> Chyba util subor

> Atributy - new, delete, replace, append

\% @ X<




Technické chyby v predlozenej dokumentacii (2/2) sukLO
> V pripade grouping alebo WS potrebné rozlisit jednotlivé sekvencie a spravne
pomenovat (proc. Cislo, reg. cislo,..)

> Povalidacné sekvencie (= Final validation Update) — reformatting, consolidates,
final documents, corrigendum,...

> Working documents — iba Word — obal, PIL, SmPC, xxxx-workingdocuments
> additional data — vietko nezaradené sem

> Sk Ziadost vioZit bud do &asti 12-form pod prieéinok SK alebo zaradit do additional-
data

> Prazdne dokumenty - isté strany

> Validacny report priloZit samostatne k sekvencii ako samostatny adresar alebo
subor




eAF — electronic Aplication Form SUKLO

» je postavena na PDF technoldgii s vyuzitim XML

PLUSY

v’ znovu-poufitie vloZenych dat v inych sekcidch eAF

v’ viac $truktdrované data s vyuzitim datovych slovnikov

v/ moznost automatizovaného exportu/importu

v’ integrované a transparentné validaé¢né pravidla

v’ postupné prepojenie eAF s projektom SPOR (Substances, Products, Organisations, Referentials)

v’ od jana 2017 integracia eAF s RMS (Referentials Management Services), to znamena liekové formy,

jednotky, ATC kédy

v’ od 15. 2. 2018 integracia eAF s OMS (Organizacie a Lokality)

MINUSY

= dlhsi ¢as nutny na ruéné vyplnenie (kontrola a validacia)

= musi byt vzdy predloZzena uzavreta (nové podanie i doplnenia)

Viac informacii na strankach EMA:
http://esubmission.ema.europa.eu/eaf/index.html
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http://esubmission.ema.europa.eu/eaf/index.html

Release Milestone plan for eAF

SUKLO

IMilestone \IDate |
[Publication of eAF v1.23.1.1 ||n4/02/20189 |
[Withdrawal of eAF v1.23.1.0 from the website ||n4/02/2019 |
Publication of eAF v1.23.1.2 15/03/2019

\Withdrawal of @AF v1.23.1.1 from the website 1303/2019

ITransitional period 1.23.1.0, 1.23.1.1 and 1.23.1.2 are accepted by the EMA and 04/07/2015 — 03/04/3019

NCASs

IWMandatory use eAF v1.23.1.2 04/04/2015

eAF and CESSP release schedule

Legend:
| transtion period |

DES: Data Exchange Standard

2AF v1.23 MAA (vet/hum) |~

- Mandstory selecton from OMS data in discussion

!
®AF v1.22 Variation, Renewal (vet/hum) |
 — T T

13/07/2018 : Q4/2019 (start of transition period, tbhc) |
- Eubls i i 15/03/2019 - Publshing CESP Dataset Module |
- Withdrawsl =AF v1.22 ’ 3 HetfmrkasesfFullnil - Piease nofice that the DES standards will be upgraded !
From websie H |
: Q2/2020 (tbc) i
15/10/2018 04/02/2019 |
Mandatory usecf eAF viZ3  Bug fixrelease oAF v1.23.1.1 e e i
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SPOR SUKLO

> projektoveé riesenie problematiky implementacie ISO IDMP*noriem;
ISO — International Organisation of Standardization
IDMP - identifikacia liecCivych pripravkov

> harmonizacia a centralizacia dat
> spolupraca EMA + eurdpskych regulaénych agentur (NCAs) + priemysel

> Sklada saz S substance
P product
O organisation
R referentials

Viac informacii na strankach EMA:
https://www.ema.europa.eu/en
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/substance-product-
organisation-referential-spor-master-data
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https://www.ema.europa.eu/en
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/substance-product-organisation-referential-spor-master-data

eAF a SPOR

T maa_humen /L1 01 pdf - Adobe Reader
Fle Edit View Window Hep

@ Please il cut the following foem. You can save data typed inko this fomn, =
= | (il 2 aIErop '.4!
DECLARATION AND SIGNATURE
Product (invented) name
+ =

Pharmaceutical Form: ey 7

—
-—
i, —

Strength: - Units + -
g
L =
Fer numenic valles, mease use bhe ful stop a5 bhe deamal sepevater, fe 0.002, ralfer than 0,002

Achive Substance +

Papulate data in sections 2,1.2, 2.2.1 and 2.6.1

Apalicant
Title

First Mama
Surmarme

Addreas 1

Addreas 2

[name af: city, doan, vilage, etc)

Prsteods

Country E
Telephene

Telafa

E-mail




CESSP SUKLO

» ulahdéenie prace priemyslu a zjednotit sposob predkladania Ziadosti regulaénym autoritam
»  predstavuje moderné uzivatelské rozhranie s flexibilnou platformou pre buddcnost

»  Prebieha CESSP Phase 1, ktora prinasa novy nastroj na tvorbu formularov a bude implementovany v ramci
sucasného CESP ako novy modul CESP Application Dataset Management Module ( CESP Dataset Module ).

Sucasny stav:
EMA Gateway pre centralizované procedury

CESP portal pre ostatné typy procedur (MRP, DCP, ndrodné)

Datovy nosi¢ — CD alebo DVD

Cielovy stav:
jednotny portal (CESSP) pre vsetky typy procedur vratane integrovaného eAF + CESP dataset module + SPOR

je vytvorena pracovna siet (SPOR Change Network)
online (O) & (R)

»  Ocakava sa, Ze prva verzia systému bude k dispozicii do 4. stvrtroka 2019 a pouZivanie jednotného portalu CESSP
je predpokladané od roku 2021 po dokonceni projektu eAF a SPOR.

Viac informacii na strankach EMA:
https://spor.ema.europa.eu/sporwi
http://esubmission.ema.europa.eu/cessp/cessp.htm
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https://spor.ema.europa.eu/sporwi
http://esubmission.ema.europa.eu/cessp/cessp.htm

Milestones

H

Publication of the draft of the updated XML Schema Definition Ql 2019
Webinar for NCAs regarding use of the updated XML Schema Definition (Human TBC

and Veterinary domains)

Publication of call for Interest for participation in the User Acceptance Test UAT#3 | Q2 2019
Work on updating relevant guidance documents Q2/Q32019
Finalisation of complete coding of the CESP application dataset module Q3 2019
UAT#H3 internal release - final testing by project team Q3 2019
Provision of information about opening of pre-registration to have access to the Q3 2019
CESP application dataset module

Performing UAT#3 Q3 2019
Go-Live version of the CESP application dataset module implemented Q4 2019
Publication of the finalised XML Schema Definition Q4 2019
Start of pre-registration for the CESP application dataset module Q4 2019
Publication of updated relevant guidance documents Q3/0Q4 2019
Organisation of trainings in collaboration with EUNTC Telematics Q4 2019
Organisation of trainings for Users at Industry level

Go-live of the CESP application dataset module and start of transition phaseto Q4 2019
replace the eAF MAA (human and vet, optional use)

Mandatory use of CESP application dataset module (eAF MAA human and vet) Q2 2020

& @ =
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Délezité odkazy

Statny Ustav pre kontrolu lie¢iv
https://www.sukl.sk

eSubmission v ramci MRP/DCP procedur
http://www.hma.eu/277.html

eSubmission vSeobecnd adresa
http://esubmission.ema.europa.eu

eCTD a EU M1specifikation
http://esubmission.ema.europa.eu/ectd/index.html

http://esubmission.ema.europa.eu/eCTD%20NMV/eCTD.html

COMMON REPOSITORY
http://esubmission.ema.europa.eu/central repository.HTML

eAF
http://esubmission.ema.europa.eu/eaf/index.html

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

SPOR
https://spor.ema.europa.eu/sporwi

CESP
https://cespportal.hma.eu/Account/Login?ReturnUrl=%2f

CESSP
http://esubmission.ema.europa.eu/cessp/cessp.htm

PSUR REPOSITORY
http://esubmission.ema.europa.eu/psur/psur_repository.html
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https://www.sukl.sk/
http://www.hma.eu/277.html
http://esubmission.ema.europa.eu/
http://esubmission.ema.europa.eu/ectd/index.html
http://esubmission.ema.europa.eu/eCTD NMV/eCTD.html
http://esubmission.ema.europa.eu/central_repository.HTML
http://esubmission.ema.europa.eu/eaf/index.html
http://esubmission.ema.europa.eu/eASMF/index.htm
https://spor.ema.europa.eu/sporwi
https://cespportal.hma.eu/Account/Login?ReturnUrl=/
http://esubmission.ema.europa.eu/cessp/cessp.htm
http://esubmission.ema.europa.eu/psur/psur_repository.html

SUKLO

Dakujem Vam za pozornost!




