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Anglicky: European Medicines Agency

)

Cesky: Evropskda agentura pro 1é&ivé ptipravky

Pravni zdklad: Natizeni (ES) ¢. 726/2004 + Nafizeni (EU) 2022/123 (rozsifena role
EMA)

Hlavni ¢innosti:
* Regulace léCivv EU

» Koordinace krizové pripravenosti
* Rizeni MSSG, SPOC WP, ESMP

)

)

)

Oficialni odkaz: EMA — Homepage

* https://www.ema.europa.eu/en/homepage
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HERA

 Anglicky: Health Emergency Preparedness and Response Authority

= Cesky: Ufad pro pfipravenost a reakci na zdravotni krize

%~ Pravni zaklad: Rozhodnuti Evropské komise 2021/1085 (zfizeni HERA)

, Hlavni Cinnosti: Strategicka priprava na zdravotni krize, koordinace dodavek léciv
a zdravotnich protiopatreni (MCM — Medical countermeasures)

 Odkaz: HERA — Evropska komise

* https://health.ec.europa.eu/health-emergency-preparedness-and-response-hera en
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MSSG

> Anglicky: Executive Steering Group on Shortages and Safety of Medicinal
Products

)

Cesky: Vykonna Fidici skupina pro nedostatky a bezpeénost lé¢ivych pFipravka
Pravni zdklad: Narizeni (EU) 2022/123 (rozsSifend role EMA)

Hlavni Cinnosti: Koordinace opatreni v ramci pripravenosti, pri krizich
a mimoradnych opatrenich pro IéCivé pripravky, schvalovani seznamu kritickych
|éCiv, koordinace reSeni kritickych nedostatku [éCiv a VSM

Odkaz: EMA — MSSG

* https://www.ema.europa.eu/en/about-us/who-we-are/executive-steering-group-shortages-
medicinal-products

)

)

)
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Anglicky: Medicine Shortages Single Point of Contact Working Party

)

Cesky: Pracovni skupina jednotnych kontaktnich mist pro nedostatek é¢&iv
Pravni zdklad: Nafizeni (EU) 2022/123 (rozsSifend role EMA)

Hlavni ¢innosti: Monitorovani nedostatku, hlaseni EMA, spoluprace s ndrodnimi
autoritami

Odkaz: EMA —SPOC WP

* Medicine Shortages Single Point of Contact (SPOC) Working Party | European Medicines
Agency (EMA)

)

)

)
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EU level coordination: availability of medicines
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OPERATIONAL GROUP
Single Point of Contact (SPOC) working party

Who is it composed by
* Shortage experts from all Member States and EMA
What does it do

* Monitoring of events that may lead to a Public Health
Emergency (PHE) or Major Event (ME)

* Monitoring of critical shortages, supply/demand
» EU coordinated actions to address critical shortages
» Escalation to MS5G when appropriate

8 European Shortages Monitoring Platform (ESMP) Essentials
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EXECUTIVE GROUP
Medicine Shortages Steering Group (MSSG)

Who is it composed by
« Heads of national competent authorities from Member States
* European Commission and EMA

» Patient and healthcare professional representatives
(observers)

What does it do

* Recommendations to the EC, Member States and industry to
address critical shortages & strengthen supply chain of critical
medicines

« Adopts lists of critical medicinal products for a specific PHE/ME

* Recommendations to the EC, Member States and industry for
PHE/ME

@) EMA

Zdroj: ESMP Essentials: Industry and Network Reporting Requirements



https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-essentials-industry-network-reporting-requirements_en.pdf
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EU level coordination: regulatory landscape

DATA COLLECTION

{:':1 Preparedness action: CAPs and NAPs
O@} PHE/ME: CAPs and NAPs

!' + Healthcare professionals

Patient representative groups
Health service ministries

i * Manufacturers :
*  Wholesale distributors

MNormal circumstances: MAPs

MAH i-SPOCs

]

O Normal circumstances: CAPs

Preparedness action: CAPs and MAPs
PHE/ME: CAPs and NAPs
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Zdroj: ESMP Essentials: Industry and Network Reporting Requirements



https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-essentials-industry-network-reporting-requirements_en.pdf
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ULCM

%~ Anglicky: Union List of Critical Medicines
Cesky: Unijni seznam kritickych Ié¢iv

QIO

Pravni zaklad: nema

* (Nafizeni (EU) 2022/123 (rozsifena role EMA) je pravnim zakladem pro seznamy kritickych 1éka
pro jednotlivé krize nebo mimoradné udalosti)

)

Hlavni Cinnosti: Identifikace |éCiv nezbytnych pro péci, aktualizace seznamu
podle metodiky MSSG

Odkaz: EMA — Crisis preparedness and management

* https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-
shortages-availability-issues/availability-medicines-during-crises/union-list-critical-medicines

Aktualizace 12/2024 — cca 270 |éCivych latek
Ocekava se aktualizace 12/2025
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Anglicky: Voluntary Solidarity Mechanism

)

)

Cesky: Dobrovolny mechanismus solidarity

)

Pravni zaklad: nema

)

Hlavni Cinnosti: Vzajemna vypomoc - presun |éCiv mezi staty EU pri nedostatku,
koordinuje MSSG ve spolupraci s EMA a HERA

Odkaz: EMA — Crisis preparedness and management

* https://www.ema.europa.eu/en/about-us/who-we-are/executive-steering-group-shortages-
medicinal-products

* Working Group of the MSSG on the Voluntary Solidarity Mechanism and Policy

)
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Anglicky: European Shortages Monitoring Platform

)

Cesky: Evropska platforma pro monitorovani nedostatku lé¢iv
Pravni zdklad: Nafizeni (EU) 2022/123 (rozsSifend role EMA)

Hlavni ¢innosti: Centralni systém pro hlaseni nedostatku, sdileni informaci mezi
MAH a autoritami, sbér dat v ramci krizovych udalosti a pripravenosti na né

Odkazy:EMA — ESMP

* https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-
shortages-availability-issues/european-shortages-monitoring-platform-esmp

)

)

)
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SPOR Data Management Service

> SPOR (Substance, Product, Organisation, Referentials) je iniciativa Evropské agentury pro
|éCivé pripravky (EMA) pro centralizovanou spravu master dat v souladu s mezinarodnimi
standardy ISO IDMP (ldentification of Medicinal Products).

%, Cilem je zajistit jednotnou, kvalitni a interoperabilni databazi pro regulaci |éCiv v EU.
=, SPOR zahrnuje Ctyri datové domény a odpovidajici sluzby pro jednoznacnou identifikaci:

e SMS — Substance Management Services

* Sprava dat o uc€innych latkach a slozkach léciv. Harmonizované definice slozek. FSUgBPE*N MEDICINES AGENCY
 PMS - Product Management Services E producs
» Sprava dat o |écivych pfipravcich (registrace, baleni, davkovani). SPOR data management services
« OMS - Organisation Management Services e o 250 o ot s e
» Sprava dat o organizacich (drzitelé registrace, vyrobci, autority). © substance Hanagement senvices (sivs)

6 Product Management Services (PMS)

 RMS — Referentials Management Services
» Sprava kontrolovanych slovnikt (napft. Iékové formy, cesty podani, jednotky).

‘?;’ Organisation Management Services (OMS)

O Referentials Management Services (RMS)

© STATNI USTAV PRO KONTROLU LECIV e 6. listopadu 2025
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European Shortages Monitoring Platform (ESMP)

More information: ESMP webpage | ESMP Essentials webinar | ESMP RSR MAH training
| ESMP crisis and MSSG-led preparedness reporting training



https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/european-shortages-monitoring-platform
https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-essentials-industry-reporting-requirements
https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-training-session-routine-shortage-reporting-marketing-authorisation-holders-caps
https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-crisis-mssg-led-preparedness-reporting-marketing-authorisation-holders-mahs#:~:text=The%20European%20Shortages%20Monitoring%20Platform,and%20MSSG%2Dled%20preparedness%20activities.
https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-crisis-mssg-led-preparedness-reporting-marketing-authorisation-holders-mahs#:~:text=The%20European%20Shortages%20Monitoring%20Platform,and%20MSSG%2Dled%20preparedness%20activities.
https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-crisis-mssg-led-preparedness-reporting-marketing-authorisation-holders-mahs#:~:text=The%20European%20Shortages%20Monitoring%20Platform,and%20MSSG%2Dled%20preparedness%20activities.

The European Shortages Monitoring Platform

The ESMP is a harmonised, transparent,

. . European Shortages
and collaborative IT platform for ensuring Moroxing Flstfom
medicines are available when and where
they are needed most.

« Designed to improve the prevention,
monitoring, and management of medicines
shortages across the EU/EEA

« It will centralise and automate data collection
on medicine shortages, giving access to real-
time and comprehensive information.

European Shortages Monitoring Platform (ESMP) overview



Reporting instances to EMA

Crisis
Monitoring of supply, demand and availability of medicinal products in scope of a list of
critical medicines for a public health emergency or major event

MSSG-led preparedness

Close monitoring of a subset of medicinal products triggered upon request from the
Executive Steering Group on Shortages and Safety of Medicinal Products (MSSG)

Normal circumstances
Routine reporting of shortages of centrally authorised medicinal products (CAPs) to
EMA by MAHs and reporting of critical shortages to EMA by NCAs

European Shortages Monitoring Platform (ESMP) overview



Reporting instances through ESMP: Industry

Submission
trigger:

Products in
scope:

Frequency of
reporting:

Routine shortage reporting

Early reporting of shortages to allow for
efficient shortage prevention, management
and mitigation

Potential or actual shortage of a
marketing authorisation holder’s product

All centrally authorised products (CAPs)
for human use

As required, updated when new relevant
information is available and shortage
resolution

MSSG-led preparedness reporting

Specifically driven by the MSSG to
address events that might lead to a
PHE/ME

MSSG announcement of preparedness
action

List of medicines* to be monitored for
MSSG-led crisis preparedness (CAPs and
NAPs) for human use

Defined by the MSSG

Crisis reporting

Focused on immediate actions to handle
and mitigate the impact of ongoing or
imminent crises, such as a PHE or ME

List of critical medicines* for a
PHE/ME (CAPs and NAPs) for human use

Defined by the MSSG

*For more information on the different lists of critical medicines, refer to the EMA webpage on critical medicines.

European Shortages Monitoring Platform (ESMP) overview



https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/availability-medicines-during-crises#overview-of-medicine-lists-14529

Reporting instances through ESMP: Network (SPOC WP)

Submission
trigger:

Products in
scope:

Frequency of
reporting:

MSSG-led preparedness reporting

Specifically driven by the MSSG to
address events that might lead to a
PHE/ME

MSSG announcement of preparedness
action

List of medicines* to be monitored for
MSSG-led crisis preparedness (CAPs and
NAPs) for human use

Defined by the MSSG

Crisis reporting

Focused on immediate actions to handle
and mitigate the impact of ongoing or
imminent crises, such as a PHE or ME

List of critical medicines* for a
PHE/ME (CAPs and NAPs) for human use

Defined by the MSSG

*For more information on the different lists of critical medicines, refer to the EMA webpage on critical medicines.

European Shortages Monitoring Platform (ESMP) overview



https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/availability-medicines-during-crises#overview-of-medicine-lists-14529

Preliminary requirements: Industry action needed

i-SPOC
registration

PMS data entry

IRIS data entry

EMA access
setup

Prepare with
purpose

Designate and register an industry Single Point of Contact (i-SPOC) to
facilitate communication on medicines shortages*

Ensure that product information at pack size level and manufacturing

site information are accurately recorded in the EMA’s Product Management

Service (PMS)**

Ensure information on marketing status for CAPs is accurate and up-to-
date in the EMA’s IRIS platform

Create an active EMA account and request the appropriate ESMP access
roles to gain the necessary permissions for platform operations

Assign and train an ESMP-dedicated team member(s) to know the platform
inside-out and ensure smooth operations

*Mandatory for all MAHs of CAPs and NAPs of human and veterinary medicinal products in the EU/EEA as of 2 September 2022,
in line with Regulation (EU) 2022/123.

**Following timelines and prioritisation set by PMS. If crisis/MSSG-led preparedness actions triggered, data for medicines in
scope will need to be inserted within 2 weeks from the notification.

European Shortages Monitoring Platform (ESMP) overview


https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/medicine-shortages-availability-issues-guidance-companies#industry-contact-points-for-supply-and-availability-of-critical-medicines-14487
https://plm-portal.ema.europa.eu/Guidance/article/KA-01032/en-us/
https://plm-portal.ema.europa.eu/Guidance/article/KA-01032/en-us/
https://register.ema.europa.eu/identityiq/home.html
https://iris.ema.europa.eu/

Available guidance materials

\E User quide

Comprehensive step-by-step
guidance on access, navigation, and
submissions in the platform

Central hub for information to
keep you informed on progress,
guidance, trainings, FAQs & more

& ESMP webpage

7/
/
U

Implementation quide @

Detailed guidance on data
elements to ensure submissions
pass validation checks

Prototypes of templates
generated by ESMP for submitting
data via the platform

Q
Reporting templates @

All mentioned resources (and more) are published and linked on the dedicated
ESMP webpage on the EMA corporate website.

European Shortages Monitoring Platform (ESMP) overview


https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/european-shortages-monitoring-platform-esmp
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/template-form/european-shortages-monitoring-platform-esmp-marketing-authorisation-holder-reporting-templates_en.xlsx
https://www.ema.europa.eu/en/documents/template-form/european-shortages-monitoring-platform-esmp-marketing-authorisation-holder-reporting-templates_en.xlsx
https://esmp.ema.europa.eu/
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EU Pharmaceutical Package a Critical Medicines Act (CMA)

%, Cile EU Pharmaceutical Package

zajistit rovny a rychly pristup pacientll k bezpe¢nym, ucinnym a dostupnym léCivim.
Zvysit konkurenceschopnost a udrzitelnost evropského farmaceutického sektoru.
Zjednodusit regulacni ramec a snizit administrativni zatéz.

Posilit bezpeénost dodavek a predchazet nedostatkdm [éciv.

Omezit environmentalni dopady IécCiv prostfednictvim lepsiho hodnoceni rizik.

Cile Critical Medicines Act (CMA)

Zajistit dostupnost a bezpecnost dodavek kritickych 1éciv v EU.

Snizit zavislost na tretich zemich a jedinych dodavatelich.

Podporit vyrobu v EU a zvysit odolnost dodavatelskych retézca.

Zlepsit pristup k |éCivim spole€ného zdjmu (napf. pro vzacna onemocnéni).

)
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Jaka je budoucnost
v oblasti dostupnosti léCiv?
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Mate zkusenost se SUKL? DOTAZNIK SPOKOJENOSTI

Podélte se o ni s nami!

Snazime se zlepSovat a rozvijet poskytované sluzby.
Budeme radi za vasi zpétnou vazbu vyplnénim dotazniku.

Predem dékujeme za spolupraci a cas vénovany odpovédim.


https://forms.office.com/r/wsBLCYs3W6

e, SUKL

DEKUJEME ZA POZORNOST

STATNi USTAV PRO KONTROLU LECIV
Srobdrova 49/48, 100 00 Praha 10
tel.: +420 272 185 111

e-mail: posta@sukl.gov.cz

datova schranka: gwfai2m
sukl.gov.cz

Mate aplikaci eRecept?

Aplikace navic nabizi i benefity pro
pacienty, napf. moznost pfistupu ke
viem uUdajim o své elektronické
preskripci, v€etné lékového zaznamu a
nastaveni souhlas(i k nému.

Upozoriujeme, Ze pri aktivaci aplikace
budete vyzvani k ovéreni vasi identity
prostfednictvim identity obc¢ana.

STAHNETE ZDE
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