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Program prednasky y
%, Co je eSubmission Roadmap a k ¢emu je urcena
s, Seznameni s finalni verzi roadmapy

, Jednotlivé projekty
— Vyuziti eCTD formatu pro registracni dokumentaci
— Jednotny portal pro predkladani zadosti v el. podobé
— Zavadéni electronic Application Form (eAF)
— Implementace ISO IDMP norem (projekt SPOR)
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G EUROPEAN MEDICINES AGENCY
SCIENCE

SCIENCE MEDICINES HEALTH

Co je eSubmission roadmap  HMA

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

= Poskytuje stfednédoby plan v horizontu nékolika let urceny
|ékovym agenturam a drzitelim rozhodnuti o registraci

» Spolecna aktivita HMA a EMA

%~ Hlavnim cilem je definovat ,bezpecné, jednotné a efektivni“
procesy elektronického predkladani dokumentace k [éCivym
pripravkiim

» Dostupna na strankach EMA:
http://esubmission.ema.europa.eu/tiges/cmbdocumentation.
html
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Planning and preparation for Use of eCTD v.4

the implementation of eCTD v.4

Use of eCTD v.4
MRP, DCP (human)

CESP

CESPdataset
module
eAF

Common
Repository
(CR)

CP (human)

N

All submissions in CP and new MAA in DCP
and MRP (human) in eCTD

All MRP submissions (human) in eCTD

Al NP A YA A e All submissions (human) in CP, DCP, MRP and NP in eCTD
submissions | (uman) in eCTD
(human) All other NP
: submissions (human)
in eCTD i eCTD

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

All new MAA in NP . . ) )
All NP (vet) in VNeeS All submissions (vet) in CP, DCP, MRP and NP in VNeeS
submissions All other NP
(vet) in VNeeS submissions (vet)
in VNeeS

eGateway for delivery of all submissions in CP and stepwise implementation for other
EMA led procedures (human and vet)

CESP portal for delivery of all DCP and MRP submissions
(human and vet)

CESP portal for delivery of all other submissions
(human and vet)

eAF in all procedures (human and vet)

eAF variations and renewals

CESP dataset m¢dule for all new MIAA (human and vet)

CESP dataset modul¢ for variations & r4newals (H&V)

elematics Service Desk (stepwise implementation)

Single Submission Portal
with full integration

of eAF (CESP dataset module)
and SPOR

for all submissions
(human and vet)

NCA use of CR for CP
(human) and stepwise
implementation for other

EMA led procedures procedures

NCA use of Common Repository for all CP submissions and stepwise implementation for other EMA led

NCA use of CR for (human and vet)
CP (vet)

EMA RELOCATION 2019 ! 2020

2018

2021

Planning in progress

Ongoing or optional

Mandatory

exercise.

*)  The SPOR project will stepwise (see specific Roadmap) deliver master data services (RMS, OMS, SMS, PMS) to be integrated with the
eAF and CESP dataset module. Currently, the mandatory use of OMS is planned for Q4 2018, subject to outcomes of further planning



http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000645.jsp&mid=WC0b01ac058078fbe2
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eSubmission roadmap

% Od Q3 2020 (CP) a Q3 2021 (MRP/DCP) mozno pouzivat eCTD
v4.0

, CESP dataset module pro Zddosti o nové registrace nepovinné
od Q4 2018 a povinné od Q2 2019, pro ostatni typy zadosti od
Q1 2020 a povinne od Q3 2020

» Diskutované datum povinného pouzivani EU single
submission portal (CESSP) je Q1 2021

~ Povinné pouzivani CESP pro DCP and MRP procedury
(human/vet) od Q3 2019

s eAF (electronic Application Form) povinny pro vSechny zadosti
0 novou registraci, zmény i prodlouzeni platnosti registrace
pro MRP/DCP i ndrodni procedury

© 2018 STATN[ USTAV PRO KONTROLU LECIV 5.6./7.6.2018



Fo : SO KL Aktuality v oblasti eSubmission 6

Modular Structure of Common Technical Document

MMMMMMM

eCTD format pro registracni
dokumentaci .

%, 0d 1.1.2018 povinné pouziti eCTD formatu pro
vsechny typy zadosti u MRP a DCP procedur V.
ASMF

,0d 1.7.2018 povinné pouziti eCTD formatu pro nové
zadosti o registrace podavané narodné (vc.
homeopatik)

%, 0d 1.1.2019 povinné pouziti eCTD formatu pro
vsechny typy zadosti podavané narodné (vc.
homeopatik)

uuuuuuuuuuuuuuuuu
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Priklady problematickych dokumentaci

Nonclinical ~ ~ Clinical
mmmmmmmmmmm

=, Nepouzivat vnorené sekvencni adresare:

4 product
4 0000

4 0000

, ml

. m3

b_mb5
4 ) 0001

4 ) 0001

. ml

. m3

| mb
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Nonclinical | Clinical
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Jednotny portal pro predkladani
zadosti v el. podobé
, Cilem je ulehdit praci primyslu a sjednotit zpusob
predkladani zadosti regulacnim autoritam
s, Soucasny stav:
— EMA Gateway pro centralizované procedury
— CESP portal pro ostatni typy procedur (MRP, DCP, narodni)
%, Cilovy stav:

— Jednotny portal (CESSP) pro vsechny typy procedur vcetné
integrovaného eAF + CESP dataset module + SPOR

© 2018 STATN[ USTAV PRO KONTROLU LECIV 5.6./7.6.2018
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Jednotn\'/ portal pro predkladani
zadosti v el. podobe

eGateway for delivery of aII submissions in CP and stepW|se implementation for other
EMA led procedures (human and vet)

CESP portal for delivery of all other submissions CESP portal for delivery of all DCP and MRP submissions
(human and vet) (human and vet)

1
eAF in all procedures (human and vet) eAF variations and renewals

CESP dataset mot+.|le for all new MAA (human an d vet)

CESP dataset module fdr variations & renewalls (H& V)

Telematics Service Desk (stepwise implenjentation)

Single Submission Portal
with full integration

of eAF (CESP dataset module)
and SPOR

for all submissions
(human and vet)

5018 E 5019 : 5020

5071 —>

s, Pouzivani jednotného portalu CESSP uvazovano od
roku 2021 po dokonceni projektu eAF a SPOR

,Vice informaci na strankach EMA:

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

© 2018 STATN[ USTAV PRO KONTROLU LECIV
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electronic Application Form (eAF) =

=, Postupné propojeni eAF s projektem SPOR (Substances,
Products, Organisations, Referentials)

%, Od Cervna 2017 integrace eAF s RMS (Referentials
Management Services), napr. lékové formy, jednotky, ATC

kody
%, Od 15. 2. 2018 integrace eAF s OMS (Organizace a
Lokality)

%, Vice informaci na strankach EMA:
http://esubmission.ema.europa.eu/eaf/index.html
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% maa_human 1. 2101 pof - Adobe Reater =E = ?@0 DUC),

File Edit View Window Help *®

@ Please fill out the following form, You can save data typed into this form,
SITEMQUN STOUIT D& ProvIaed SUCCESSIVETY, WITETS appropriare). |_—
-~ DECLARATION AND SIGNATURE

Product (invented) name

[

Pharmaceutical Form: [

Strength; - Units + -

For numeric values, please use the full stop as the decimal separator. i.e. 0.002, rather than 0,002

Active Substance +

0K Clear Cancel

Populate data in sections 2.1.2, 2.2.1 and 2.6.1

Applicant
Title

First Name
Surname

Address 1

Address 2
(name of: city, town, village, etc)

Postcode
Country &l
Telephone

Telefax

E-mail

© 2018 STATN[ USTAV PRO KONTROLU LECIV 5.6./7.6.2018
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Is

eAF
(ed) ()
O = w @
Prepare application Organisation e Complete application
form J data OK In 'L form & submit
Start
OMS
— " / e
(aaak ()
\Eﬁ v ‘\_PV/
T Check organisation Receive application
Refreshed data s OMS, for::g
pulied by eAF SPOR role required
automatically
= (o
( \t‘!a\ (\F' \
Notification email will be icati =
sent with the outcome of Orgea£ ;st:-slon V‘;’j"‘::te O(g:tnlsatlon
the validation : ata against OMS
4
- N Y B 72N
Ay o ()
|\g_:_'j : Request: \m / “
Request to register new - Update organisation Process application
organisation /location
- Add location Finish
Wait for the request to be validated by EMA Data -
Stewards (up to 5 w/d). OMS dictionary will be updated | X SN //';\
automatically. Key | ) .
= L
Industry NCA, EMA

2018 STATNi USTAV PRO KONTROLU LECIV

activity activity
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_ 5 | i Does correct ECOmplete and cceive A
A I repareF Referential Y — % submitApp S £
pplication orm data exist? Form
N G Process
— SPOR Refreshed data application
automatically pulled
e into IT systems
~a Access SPOR to NCAs do not

check Master data

l

Master data
exists

N ‘

SPOR

B

registration or update

~a SUbmit request to
include new
Master data

SPOR = Single source of master data

© 2018 STATN[ USTAV PRO KONTROLU LECIV

ﬁ Submit change

request to update

Master data

!

need to review
SPOR master
data, only
confirm it has
been approved

v
Conclude

application

!

Confirmation of

*Industry needs to go to
SPOR and pre-register
new/updated data.

*NCAs do not need to
review master data, only
confirm it has been
approved.

SPOR

-

5.6./7.6.2018
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eAF - nenalezené nebo nespravné udaje?

=, Pokud pri vyplnovani eAF identifikujete problém se
SPOR daty (Organisation, Substance,...), zadejte tiket
na EMA Service Desk portal
(https://servicedesk.ema.europa.eu/)

* SO — International Organisation of Standardization; IDMP - (identifikace IéCivych pfipravk();

© 2018 STATN[ USTAV PRO KONTROLU LECIV 5.6./7.6.2018
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Co je to SPOR? & QO

| t
\ T

 SPOR = projektoveé reseni problematiky implementace I1SO

IDMP* norem; harmonizace a centralizace dat; spoluprace
EMA + evropské regulaéni agentury (NCAs) + primysl

e VV/

» Po posledni Upravé stranek informace ke SPOR zde:
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regula

tion/general/general content 000645.jsp&mid=WC0b01ac05
80bf85bf

* SO — International Organisation of Standardization; IDMP - (identifikace IéCivych pfipravk();

© 2018 STATN[ USTAV PRO KONTROLU LECIV 5.6./7.6.2018


http://www.ema.europa.eu/
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000645.jsp&mid=WC0b01ac0580bf85bf

/ ® ) SL’J KL Aktuality v oblasti eSubmission

16

15011615
Regulated medicinal
product information

1S011616
Regulated pharmaceutical
product information

15011238
Structured substances
information

.Y

15011239
Dose forms, units
of presentation, routes
of administration,
packaging

© 2018 STATNi USTAV PRO KONTROLU LECIV

IDMP

Identification of Medicinal Products
Data elements and structures
for the unique identification and exchange

EN ISO 11238
Substances

EN ISO 11240

Units of

Regulated information on substances measurement

Defines Substances by their main, general
characteristics and Specified Substances (which

are more granular, specific descriptions of a
substance, e.g. induding manufacturing information,
purity, grade). Substances can have different roles in
medicinal products (eg. active, adjuvant, basis of
strength, excipient). The standard also allows for the
specification of multiple component substances
(“Intermediate Products”).

Units of measurement

Specifies rules for the usage of units of
measurement for IDMP; defines requirements
for traceability to metrological standards;
establishes reference code system for units;
provides structures and rules for mapping
between different unit vocabularies and
language translations, linking to existing
systems, dictionaries and repositories

EN ISO 11239

Dose forms, etc.

Regulated information on pharmaceutical
dose forms, units of presentation,

routes of administration and packaging
Identifies and defines concepts for each of

the above. For example, in dose forms:

“injection solution”, “injection suspension”

(or a less granular regional term linked to these)

EN ISO 11616

Regulated pharmaceutical product
information

Phammaceutical Product Identification (PhPID)

uniquely identifies a generic (pharmaceutical)
representation of a medicinal product
atvarious levels, based on the following
subset of elements

EN ISO 11615

o Substance(s) Specified Substance(s)
o Strength(s) - Strength units (units

of measurement and/or unit

Regulated medicinal product information
Defines, characterizes and uniquely identifies

regulated medicinal products for human use of presentation)

during their entire life cyde (development, « Reference Strengths
authorization, post-marketing and renewal &2

or withdrawal from the market) by describing + Administrable Dose Form

the detailed data elements and their structural
relationships that uniquely identify a medicinal
product.

5.6./7.6.2018
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Proc SPOR?

nweEo éa G

Jednou viozena

Podpora business

Problemy data & opétovné cases
pouziti
e Data jsou alfou omegou  SPOR spociva v centralizacia yphtegrace dat ze * Optimalizace procesi
kazdé organizace managementu master datve pOR do business * Rozhodovani
e Sbirdme data jako nikdy 4 doménach: procest a opétovné * Zdravotnictvi
predtim * Substance vyuziti jednou  Dodrzovani norem
e Data jsouroztfisténav ~ * Product vioZenych
rtiznych aplikacich, * Organisation validovanych dat Vyhody budou narustat,
databazich atd. * Referentials tim vice, ¢im vice procesU
¢ Znovu uZiti dat neni bude vyuZivat data ze
jednoduché SPOR

Koncept (MVP) — Minimalni Zivotaschopny produkt é} m i
v 7 ,
Zacatek 9 e C

© 2018 STATNi USTAV PRO KONTROLU LECIV 5.6./7.6.2018
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SPOR - jak sel ¢as

%, 2016 —inicia€ni setkani na urovnich NCA ChL, IT fediteld, reditelt agentur
—

%, 2017 —dodani OMS*, RMS**, spusténi platformy Confluence (informacni
portal, sdileni zkusenostl) tvorba vyukovych materialtd, integrace eAF s
OMS a RMS. Cerven — zadatek registrace uZivatel(l SPOR NCAs. Prosinec
2017 zacatek registrace uzivatel( SPOR (Industry)

Plan 2018 — integrace registraci uzivatel( Eudravigilance s OMS a fizenim
uctl EMA, integrace RMS & OMS s CT portalem (napojeni dalSich systém
a Casti portalu EMA na ,centralni” databaze RMS a OMS)

Q

Q

V budoucnosti bude integrovano vice systémda, budou pokracovat
konzultace se stakeholdery s dirazem na vyhody SPORu.

* Webindre
* UZivatelské manudly, referencni
@ dokumentace
* Prezentace, letaky
* Videa, Zivé demonstrace * OMS - (Organisation Management Services)
** RMS - (Referentials Management Services)

© 2018 STATN[ USTAV PRO KONTROLU LECIV 5.6./7.6.2018



RMS & OMS

RMS & OMS use

me participation

Program

19

(2

EUROPEAN MEDICINES AGENCY

o epme o mmos : e

s aons e e RMS & OMS related milestones )

16 Oct OMS integration with eAF. EUROPEAN MEDICINES AGENCY
¥ RMS already integrated

15 Dec

NCA continue requesting SPOR Super
User and Translator Roles)

NCAs can start requesting new/update

£ eAF integration with OMS (already integrated with RMS)

R ke RMS & OMs RMS & OMS | MA application, Renewals, Variations for Human and Veterinary
: . . Release 2.2 Release 2.3 ! (Planned 15 Dec)
Planned 17 Oct (date tbc) !

SPOR Programme participation & En

RMS & OMS milestones

Expanding the OMS dictionary

Continue mapping Referentials

OMS mappil

Industry start requesting their Industry Super Users roles

**Analyse / adapt systems to suppc

Industry start requesting Industry Users roles
(Note: Industry Super Users must exist first)

**Provision access to p

As is: Industry requests Referential term via mdms@ema.europa.eu
7777777777777777777777777777777777777777777777777777777777777777777 Change 1. Industry can start requesting Referential terms and
i updates via the RMS portal (aka submit a change request). SPOR
| user role is required.

| As is: Industry enters manually Organisation data in eAF

Change 2. Industry can start requesting Organisation and updates to
Organisation data for MAHs, MAAs, MRLs applicants via the OMS
portal (aka submit a change request). SPOR user role is required.

As-is: Industry requesting Substances via mdms@ema.europa.eu

Change 3. January - Industry start requesting Substance
via EMA Service Desk portal (SPOR role is NOT

required). Please stop using mdms@ema.europa.eu.
___________________________________________________________________________________________________________________________|

© 2018 STATN[ USTAV PRO KONTROLU LECIV 5.6./7.6.2018
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SPOR timelines and benefits 1

\ 3

EUROPEAN MEDICINES AGENCY

2017 benefits:
ISO IDMP compliance

case:

i
. RMS & OMS business
|
I
. Regulatory compliance

Art. 57/xEVMPD™ using
RMS & OMS data

eAF” is using
RMS & OMS data

' 2018 benefit:
RMS & OMS master data
entered once and reused by
eAF.

L |
L
4
L
L
L)
L
L
L
1y

Business case:

./ ‘Regulatory efficiency

/

CESSP (MAA)™ using
RMS & OMS data

\

"/Benefits:
: RMS & OMS master data is h
i entered once and reused by
| = Art.57/xEVMPD !
| = CESSP (MAA) & eAF I
1
I
I

Business case: I
I .
\ Regulatory compliance ,"\
\

W e e - - - - 60

Y 7
X Incremental delivery of

ISO IDMP
compliant SPOR
data services

0Dy, 2STAy,
Q@Q‘ 9"3 Co
7

1

-— e ———— [ ———

remaining two modules of
SPOR: Products & Substance
Services

Examples of deliverables:
inclusion of NCAs in product
data validation, integrated
with regulatory processes

e e e

- e e =

* System integration is subject to EMA and Member States resource availability.

|
© 2018 STATN[ USTAV PRO KONTROLU LECIV
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9

SPOR timelines and benefits 2 >

EUROPEAN MEDICINES AGENCY

- There are multiple business cases for SPOR
Business cases that are planned for 2018 «  P/SMS operating model and the legacy data validation
(alignment with Telematics) requirements depend on which business cases we need to support

7 Business cases need to be prioritised and information presented

to Telematics groups

Integrate RMS & OMS
with Art. 57/XEVMPD ~*

CESSP (MAA) using | Businesy  DUemen

RMS & OMS data * e
e EE e | Business

eAF using ! case Bt
RMS & OMS data Business case
_______________________ SES——— case
Business
Business cases

-
QV‘ODUC). 095 Ay, o

QgeREN}}q Q'(,PNIS‘Q » % @

2017 RMS & OMS number of deliverables and activities

services delivered

= System integration is subject to EMA and Member States resource availabilitys 6./7.6.2018
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SPOR @@@a

%, Je vytvorena pracovni sit (SPOR Change Network)

, Cojejiz online? — (O) & (R)

EUROPEAN MEDICINES AGENCY .
g:a:: Institute for Drug Control

SPOR - Organisations Management System
Organisations | Referentials | Help

Substances I Products

SPOR Home Organisations View Requests Documents

Home / Search Organisations

Organisation Update The Update Location request (ORQ-100000565) has been submitted successfully.

These results may include organisations selected because their historic versions meet the criteria. You can export the data to see historic versions.

Showing 20 v of 1 results
Actions

P Show search

44 <4 Page 10of1 M »
Postcode * Location status Modified *

ACTIVE 2018-03-20T08:15:10 +ZQ
Showing 20 v of 1 results

Country ¢ Location ID * City ¢ Address
LOC-100000010 Prague 10  Srobarova 48 100 41 PRAGUE 1

44 <4 Page 10of1 M »

Organisation ID Organisation Name A

ORG-100003917 State Institute for Drug Control Czech Republic

Request New Organisation = Export Results Export Results With History

© 2018 STATN[ USTAV PRO KONTROLU LECIV 5.6./7.6.2018
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Jaké sluzby EMA se spusténim OMS a RMS dodava?

Data: Seznam organizaci (datovy slovnik OMS), seznam Referentials/termin( -

vyuziti v ramci regulacnich aktivit .

_____

Procesy:

Nové procesy pro vyrobce a regulaéni
agentury pre-registrace/update dat ze
SPOR pfti podavani zadosti.

© 2018 STATN[ USTAV PRO KONTROLU LECIV

Lidé:

Tym specialistd z EMA, tzv. data
stewardi spravuji SPOR data a poskytuji
podporu stakeholderim.

Technologie:

SPOR data jsou dostupna pres webové
uzivatelské rozhrani a programoveé pres SPOR
APIs (Application Programming Interface).

5.6./7.6.2018
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SPOR - portal

%, https://spor.ema.europa.eu/omswi/#/

EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System

Substances | Products | Organisations | Referentials |

Help

SPOR Home Organisations Documents

European Medicines Agency Login

Username

Password
Create a new EMA account Forgot your password?
Mot sure if you have an EMA account? Forgot your username?

© 2018 STATN[ USTAV PRO KONTROLU LECIV
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Odkazy a kontaktni email

%, Vice informaci viz:

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

Aktualni verze eSubmission Roadmap:

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

Kontakt pro pripadné dotazy:
jiri.svab@sukl.cz

© 2018 STATN[ USTAV PRO KONTROLU LECIV 5.6./7.6.2018
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Otazky

Odpovedi

© 2018 STATN[ USTAV PRO KONTROLU LECIV
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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

5.6./7.6.2018
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