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Electronic Product Information (ePl)

-, ePI # elektronicka PIL

~ nenahrazuje tisténou PIL, pouze rozSifuje moznosti dostupnosti
= nova interaktivni forma tvorby PI

= bude vyuZzivat data ze SPOR a EU standardy (HL7/FHIR)

=, snadno vyuzitelné pro weby, e-platfomy, tisk

» v gesci EMA
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ePl set-up project (2021)

=, vytvoreni proof-of-concept prototype (EMA)

=, prezentovano na informacnim workshopu EMA (5. 7. 2021)
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1. What ELOCTA is and what it is used for

ELOCTA contains the active subs alfs,a ion factor VIl Fe fusit
protein produced naturally in the body and is necessary for the bloed to form clots and stop bleeding. 1t
ELOCTA is a medicine used for the treatment and prevention of bleeding in all age groups of patients v |
(inherited bleeding disorder caused by factor VIl deficiency).

ELOCTA is prepared by recombinant technology without addition of any human- or animal-derived con Mt
manufacturing process.
How ELOCTA works
In patients with haemophilia &, factor Vil is missing or not working properly. ELOCTA is used to replace no
factor VIll. ELOCTA increases factor Vil level in the blood and temperarily comects the bleeding tenden

pl
2.What you need to know before you use ELOCTA pt
Do not use ELOCTA; ‘o
-if you are allergic t Ifa or any ather ingredients of this medicine (isted in section 6]

sk

Warnings and precautions

Talk to your doctor, pharmacist of nurse before using ELOCTA,

“There is a small chance that you may experience an anaphylactic reaction (2 severe, sudden allergic rez 5V
allergic reactions may include gener ing, hives, tightness of the chest, difficulty breathin
any of these symptoms occur, stop the injection immediately and contact your doctor

“The formation of inhibitors (antibodies) is 2 known complication that ean oceur during treatment with all factor Vil medicines.
These inhibitors, spacially at high levels, stop the treatment working proparly and you or your child will be monitored
carefully for the development of these inhibitors. If your or your child's bleeding is not being controlled with ELOCTA, tell
your doctor immediately.

Cardiovascular events

1 you have heart diseasa or are at risk for heart disease, taka spacial care when using factor Vill medicines and talk to your doct|
=
If you require  central venous access device (CVAD), risk of CVAD-related complications including local infections, presence of

bacteria in the blood and catheter sile thrombosis should be considered.
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ePl pilot project (2022-2024)

=, vytvoreni prvni verze ePl (Minimum Viable Product)
2, omezené funkce, pro prvni komercni pouziti
=, pouze pro CAPs
= cile:
— vytvoreni portalu (bude spolupracovat s DADI)
— funkcionality portalu: obrazky, tabulky, vzorce, stylistika
— vytvoreni Ulozisté
— reSeni pro uzivatele: guidance, training, communication materials
~ mezi cile nepatfi:
— nahrazeni tisténych PIL elektronickou verzi
— proces tvorby Pl pfi hodnoceni procedury
— zavedeni ePl na narodni Urovni jednotlivych MS
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ePl — budoucnost

= ePl pilot — 2022
=, decision point —end 2023

= pripojeni ostatnich MS je az otazkou let

© 2022 STATNI USTAV PRO KONTROLU LECIV 8.6./9.6.2022
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Postoj SUKL v rdmci upravy legislativy

*, article 58 of Directive 2011/83 EC

Pokud nejsou vsechny informace poZzadované v clancich 59 a 62 uvedeny primo na vnéjsim nebo
vnitfnim obalu, musi baleni kazdého lécivého pripravku povinné obsahovat pribalovou informaci.

= revize evropské legislativy v pripravach
= nutno zohlednit vice faktoru:

— LP podavané pouze v nemocnicich

— Rx vs. OTC

— vyhrazené LP

— technicka gramotnost pacientt

— pristup k internetu
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E-PIL projekty v EU

ES

* pilot od roku 2015

s, strukturované informace

=, webova i mobilni aplikace personalizace (oblibené LP)

NO
=, vyuziti strukturovaného systému v XML formatu

SE
%, strukturovany systém
=, barevné kédovani (eQRD sablona)
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E-PIL projekty v EU

BE / Lux
», zaméren na LP pouzivané pouze v nemocnici (bez tisténé PIL)
=, pilot od srpna 2018, pribézné sleduji vysledky
-, dalsi vyhodnoceni v srpnu 2022

DE

<, PIL v el. formé na webu

= Gl 4.0 project

: o v vz v Ve ’ v , 2. Was sollta Sie vor der Einnahms von IBRAN e +
= puvodné byl pristup pres pfihlaseni .
4 Weiche Hebemwiriungen sind mbglich? +

 od Cervence 2016 R :

= vyuziva 2D kody Ul
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ePl / E-PIL a SUKL

= moznost pilotu v CR
% vyuziti 2D/EAN kédu
= vyuziti webovych stranek SUKL

— dle instrukci EMA a postupu v projektu
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SPOR - data management services

ﬁ’oﬂ Substance Management Services (SMS)
Product Management Services (PMS)
""D* Organisation Management Services (OMS)

"’@ Referentials Management Services (RMS)
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Substance Management Services (SMS)

=, prozatim neni aktivni

», SMS bude synchronizovano s EU-SRS (European Substance Registration System)
= v souCasné dobé probiha Cisténi dat v ramci projektu EU-SRS

, cilem je vytvoreni ,referencni“ kvalitni databaze substanci

» na portalu SPOR v ¢asti Substances EMA prubézné zverejnuje denni exporty s procCisténymi daty
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Product Management Services (PMS)

=, prozatim neni aktivni

=, bude obsahovat data komplexni a konsolidovana data o IéCivych pripravcich registrovanych v EU
(CAPs i NAPs)

» PMS bude vychazet z dat z databaze podle ¢l. 57

= nasledné nahradi proces nahravani dat do dtb. podle ¢l. 57

=~ implementuje ISO standard identification of medicinal products (IDMP)
=, databaze budou vzajemné propojené

=, pouziti pro DADI atd.
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pilSa,

ED’ Organisation Management Services (OMS)

» OMS poskytuje jediny zdroj ovérenych udaju o organizacich

%, eAF: od 1. 11. 2021 povinné poutziti pro LP registrované centralizované
%, aktualné v reSeni mapovani narodnich databazi

=, Cetné problémy pfi mapovani, nepresnost dat

=, workshopy EMA

© 2022 STATNI USTAV PRO KONTROLU LECIV
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Referentials Management Services (RMS)

=, seznamy s referencnimi terminy (lékové formy, cesty podani, jednotky, ...

= RMS nahradilo systém EU Telematics Controlled Terms (EUTCT)
=, seznamy jsou stalé, probihaji drobné aktualizace

s, velké mnozstvi seznamu

© 2022 STATNI USTAV PRO KONTROLU LECIV
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Digital Application Dataset Integration (DADI)

~ nahrazeni pdf electronic application forms online formularem

> online prostredi — Cerpani dat ze SPOR

~ mozny import do PMS a nasledny re-use

-, zahrnuje Zadosti o: novou registraci, zmény, prodlouzeni platnosti registrace
=, pouzitelné pro CAPs i NAPs

= vyuziva FHIR a ISO IDMP

© 2022 STATNI USTAV PRO KONTROLU LECIV
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Co DADI nezmeéni

> pdf output format (export do pdf bude zachovan)
=, proces predlozeni zadosti
=, obsah formulare Zadosti

© 2022 STATNI USTAV PRO KONTROLU LECIV
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DADI — aktualni stav vs budoucnost

AS-1IS 10-BE

eAF ( Interactive web form \
{ (o)
fommies l_
X Interactive eAF PDF form
‘E) —
=
o

eAF PDF + eAF DES XML \ = /
Fill in 288m and DADI Generate when completed

include it in N

eCTD/VNeeS N

”§> Human readable PDF rendition
m | =—  Machine readable FHIR rendition
———? AMLTIFH )
Include in eCTD / VNeeS package
-y
eCTD / eCTD /

Zdroj: EMA presentation 20 April 2022, DADI Project Update for CMDh
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DADI — Roadmap

Fijen 2022 - spusténi webového formulare pro zmeény
— zahajeni 6-ti mésicniho prechodného obdobi

duben 2023 — povinné pouziti webového formulare pro zmeény
2023 — implementace dalsich ,structured product data changes”

2024 + — AF pro nové registrace, prodlouzeni

© 2022 STATNI USTAV PRO KONTROLU LECIV
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DADI - tvorba eAF

-\ :
Log in, select - * 2-step approach on releasing structured
applicant and search . PMS product changes starting with

for product(s)

Applicant uses
DADI variation

- »  Medical Devices
> Name Parts (prototype)

Y
Select the product(s)\
impacted by the

variation J
Is Product change already Add eAF to dossier
l available as structured and submit
data? *
Add the scope of the Link scopes to N [ h
e 0 Enter proposed free Export PDF
variation & affected products & L
: text changes containing FHIR XML
procedural info ) packages \ y
Yes

Enter necessary
structured proposed
changes

N A

Zdroj: EMA webinar 16 May 2022, Variations Form for Human Medicinal Products What will happen at Go-Live?
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DADI — upozornéni

», kvalita dat (zdroj je databaze dle ¢l. 57)

=, pouze omezené mnozstvi udaju bude editovatelné
- ptistup do EMA portal (DADI/OMS)

=, konzultacni spolenosti — nutné propojeni s drziteli
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DADI - doporuceni

0 EUROPEAN MEDICINES AGENCY m

SCIENCE MEDICINES HEALTH

Medicines v Human regulatory v Veterinary regulatory wv Committees v News & events v Partners & networks w About us v

Digital application dataset integration (DADI) and Product
Management Service (PMS) webinar - Variations form for
human medicinal products - What will happen at go-live

Table of contents

e Event summary
¢ Documents

9 Date: 16/05/2022
Q@ Location: Online, 10:00 - 12:00 Amsterdam time (CEST)

https://www.ema.europa.eu/en/events/digital-application-dataset-integration-dadi-product-management-service-pms-webinar-variations-
form
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