@ EMA

EUROPEAN MEDICINES AGENCY

European Shortages Monitoring
Platform (ESMP)

ESMP Essentials: Industry and
Network Reporting Requirements

Updated in May 2025




Table of contents

Shortages management in the EU

Overview of the European Shortages Monitoring Platform (ESMP)

Reporting via ESMP: Industry users

Reporting via ESMP: Network users

Building the platform

S o

Interoperability

S © G

. oy, . . .

: ; of 2 European Shortages Monitoring Platform (ESMP) Essentials

‘ EMA

-



Table of acronyms

Acronym
API
ATC
CAP

EC
EEA
EIF
EMA

EMRN
EMVS
ESMP
EU
HMA
IAM
i-SPOC
IT
MAH
ME

3 European Shortages Monitoring Platform (ESMP) Essentials

Meaning

Application Programming Interface
Anatomical Therapeutic Chemical code
Centrally authorised product

European Commission

European Economic Area

European Interoperability Framework
European Medicines Agency

European Medicines Regulatory Network
European Medicines Verification System
European Shortages Monitoring Platform
European Union

Heads of Medicines Agencies

Identity and Access Management
industry Single Point of Contact
Information Technology

Marketing authorisation holder

Major Event

Acronym

MSSG
MVP
NAP
NCA
OMS
PHE
PMS

PO
RMS
RSR

SAFe

SMART
SME
SMS
SPOC WP
SPOR
TF-AAM

Meaning

Executive Steering Group on Shortages and Safety of
Medicinal Products

Minimum viable product

Nationally authorised product

National Competent Authority
Organisation Management Service

Public Health Emergency

Product Management Service

Product Owner

Referentials Management Service

Routine shortage reporting

Scaled Agile Framework

Shortage monitoring and risk analysis tool
Subject Matter Expert

Substance Management Service

Single Points of Contact Working Party
Substances, Products, Organisations, and Referentials

Task Force on the Availability of Authorised Medicines

EMA
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Shortages management in the EU/EEA

i
Improving the availability of medicines authorised in the EU/EEA is a key priority
for the European Medicines Regulatory Network (EMRN)

@ Regulatory authorities - within and outside Europe - are increasingly working
together to prevent shortages and to limit their impact whenever they occur

The joint HMA/EMA Task Force on the Availability of Authorised
< Medicines for Human and Veterinary Use (TF-AAM) provided strategic
W W support to tackle disruptions in medicine supply and ensure availability.
/@.\Q/@\ It concluded it’s work on 11 December 2024. The task force’s activities have
been transferred to the “Medicines Shortages Steering Group” (MSSG)
supported by the Single Points of Contact Working Party (SPOC WP) and
the Working Group of Communication Professionals (WGCP).
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EMA’s extended mandate (1/2)

The EMA's role in crisis preparedness and management in reference to
availability of medicinal products has increased significantly following the outbreak of

the COVID-19 pandemic

the pandemic, equipping the EMA to address medicines shortages through enhanced

Q Regulation 2022/123 formalises the structures and processes established during
— coordination, proactive monitoring, and preventive measures

D The ongoing Reform of the EU pharmaceutical legislation and the EC
O Communication on addressing medicine shortages in the EU/EEA further
= reinforce and expand EMA's role in shortage management and security of supply
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EMA’s extended mandate (2/2)

P
ool Provides a framework for activities established by the European Medicines Agency to

\ prevent, monitor and mitigate potential and actual shortages of medicines

EU countries to shortages of critical medicines during crisis and for monitoring of

Sets processes/tools for shortages reporting and coordinates responses of
U events which might lead to a crisis situation

ﬁﬁ?ﬁ Established the “Medicines Shortages Steering Group” (MSSG) supported by the
/@\Q/@\ Single Points of Contact Working Party (SPOC WP) from the network and contact
2T points from pharmaceutical companies (MAH i-SPOCs)

( TD | Mandated the development of the European Shortages Monitoring Platform
(ESMP) by February 2025

—
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EU level coordination: availability of medicines

98

OPERATIONAL GROUP EXECUTIVE GROUP
Single Point of Contact (SPOC) working party Medicine Shortages Steering Group (MSSG)

Who is it composed by P e [ e T e L2

\ Sl e e &l Heser SEtes sl B « Heads of national competent authorities from Member States
What does it do

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

« 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
» Escalation to MSSG when appropriate medicines

* Monitoring of critical shortages, supply/demand
* EU coordinated actions to address critical shortages

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

+« Recommendations to the EC, Member States and industry for
PHE/ME
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EU level coordination: regulatory landscape

DATA COLLECTION

Preparedness action: CAPs and NAPs
P

PHE/ME: CAPs and NAPs
prmm D AN A
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NCA SPOCs
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I+ Healthcare professionals i
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Patient representative groups

Health service ministries Lo
Manufacturers Co
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Wholesale distributors . -. <
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Normal circumstances: NAPs

MAH i-SPOCs EMA SPOC WP
, T ¥ %Y
‘ O Normal circumstances: CAPs QQ;G\ QQ/Q
Preparedness action: CAPs and NAPs
PHE/ME: CAPs and NAPs MSSG EC

DECISION-MAKING
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Reporting instances to the 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
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Reporting instances to 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 upon 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

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

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

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

12  European Shorta

ges Monitoring Platform (ESMP) Essentials


https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/availability-medicines-during-crises#overview-of-medicine-lists-14529
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Overview of the European
Shortages Monitoring
Platform (ESMP)
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The European Shortages Monitoring Platform
(ESMP)

The ESMP is a harmonised, transparent,

and collaborative IT platform for ensuring Honitoring Plaforn
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.
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Platform user interfaces (UI)

@ Secure access: Industry, Regulators

« Secure interface for MAH users to submit data in scope of reporting
requirements

« Secure interface for regulatory authorities to submit data, retrieve
reports and manage shortages

@ Open access: General public

« A public webpage where anyone can search for information on
critical shortages of medicines
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European Shortages
Monitoring Platform

ESMP enables information exchange for prevention,
identification and management of shortages in order to ensure
medicines are available for patients during PHE and ME

Start submitting TSRSy

Guidance and help

Shortages catalogue ESMP user guide

Ongol
med

Crisis and preparedness management in the
European Union



https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/public-information-medicine-shortages
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/public-information-medicine-shortages

Platform components

© EMA | eswe
Data collection

« Shortage information, supply and demand of medicines
+ i-SPOC registration

(@

European Shortages
Monitoring Platform

ESMP enables information exchange for prevention,

identification and management of shortages in order to ensure
medicines are available for patients during PHE and ME

Analysis and reportin
lo y p g Learh sbout ESMP O

« Matching supply & demand
« Reporting findings and results

P

{({{}

Guidance and help

Case management
« Maintaining critical medicinal product lists
« Evaluation and management of medicines shortages

Shortages catalogue ESMP user guide
Ongoin
medi

&)

Crisis and preparedness management in the
European Union

Data integration
+ EMA data management (SPOR, IAM, IRIS integration)
« Interoperability with Network and Industry systems

SN
[
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Platform components: data

17

The ESMP features dedicated interfaces for both
Industry and Network users, with access tailored
through role-based permissions.

Industry and Network users can submit
information to the EMA via the ESMP on:

« Shortages,

 Supply and demand of medicines.

Users can report different types of information
depending on the situation (normal circumstances,
preparedness, or crisis) and their role (Network or
Industry).

European Shortages Monitoring Platform (ESMP) Essentials

collection

© EMA | esmp

European Shortages
Monitoring Platform
ESMP enables information exchange for prevention,

identification and management of shortages in order to ensure
medicines are available for patients during PHE and ME

f i

Guidance and help

Shortages catalogue

ESMP user guide EMA account management

Creste and m MA account

nnnnn ver usern. ssward

5 4 -

Crisis and preparedness management in the

EMA



Platform components: data analysis &

reporting

« Following submissions through the ESMP, the
underlying data analytics platform will match
information on the supply and demand of
medicinal products in scope of reporting
requirements through the shortages monitoring
and risk analysis tool (SMART) - a tool for

automated analysis, visualisation, and monitoring.

« SMART will create:

« Centralised PHE dashboards to structure data and
allow a deep understanding of the supply and
demand of critical products across the EU/EEA

« Country-specific monitoring dashboards to allow the
structured visualisation of supply and demand data in

each member state

18 European Shortages Monitoring Platform (ESMP) Essentials

PHE EAK Flag Aggregation key & NCA & MAH Reporting date : 01-04-2024
© EMA | esmp uat vooag © aprepitantTablets, capsules equ..s  Urits : miligramts) < s O

LSl @ Member state needs ©:  138.65M () @ Available stock : 79.54M () @ Forecast supply : 13.75M = Forecast results :

Patient needs (estimation) @kositalized patients NCA Available stock MAH Supply o ast period @ Detailed view
139M 54M 13.75M
0.78M 0.95M
0.8M
202
9/1/2024 B 0.60M Hospital stock
0.6M
_. 0.46M
u o 37M
0.4M 0. 34M 0.36M Community pharmacy stack - 28.80M 0.5M
B Views
0.2M
Select all
wholesale distributors stock Wl 7.66M . 2.00M 0.00M
Select fore.. [ 0.0M
. . \\ ’ q
Apr-2024 D - qc. A o
IR om e
May-2024 " oM s0M
1un-2024
1ul-2024 Total patient Need : 2.91M Total NCA Available Stock 78.10M  Total MAH Supply Over Forecast 2.16M
Aug-2024 @ Needs @sStock @ Supply
Sep-2024 Historical ion & Pl i MAH available stock @ Detiled view  Planned Strategic reserve (estimation)
stock (estimation) Demand forecast :
3.64M
38.87M BM 59.11M

23.71m 23.97M o

p—
57.37%
unmet demand  yaads covered
Merck Sharp & Dohme B.V. 1.44M eeds covered
12.21M 12.62M 2.81M
. Matching of supply & demand @
o.oom  0.14M ©0.00M 0.00M
R
I 45.36M
67.28%

Total Planned minimum stock 0 emand  Needs covered
Total MAH available stock 1.44M  Total Planned strategic reserve 11.59M  Unmetdemand feeds covered

Total Historical Consumption 135.74M

Disclaimer: all the information used in the demonstrations displayed is fictional and made for
the purpose of this presentation.
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Platform components: Shortage case
management

° Th e ES M P e n a b I eS E M A to m a n a g e i n d iV i d u a I E — o BB Show As [z Show Chart 4 C-oi ::d‘ v ) Refresh @ Collaborate Run Report % Email a Link Visualize this view : [ share ~
shortage cases in a structured and O | o stortsse summy i

! .
collaborative manner through: ? et oot comsiar euin e ok S o vedied ot s

Procedures
EMA/SH/S000185. - 07/04/2025 07/04/2025..  07/04/2025: Case Cre...  Routine
%  Dashboards

(] Auto ma ted d a ta | n g est| on an d S h (@) rta g e case | coes EMA/SH/S000185. [ 04/04/2025  O7/04/2025..  D4/04/2025: Case Cre..  Routine
C rea ti o n = Email Messages 85. 04/04/2025 07/04/2025... 04/04/2025: Case Cre. Routine

B Activities EMA/SH} 04/04/2025 O7/04/2025..  04/04/2025: Case Cre Routine
- - g - Applications 04/04/2025 07/04/2025... 04/04/2025: Case Cre... Routine
» Case triage and processing capabilities N
| Scientific Contents EMA/SH/S000185. 04/04/2025 04/04/2025. 04/04/2025: Case Cre, Routine
b Effe Ct I Ve S h O rta g e m a n a g e m e nt a n d tra C kl n g &> Messages 04/04/2025 04/04/2025...  04/04/2025: Case Cre.. Routine

{&  Network Submissi p . - -~
03/04/2025 07/04/2025..  O7/04/2025: - Therei..  Routine

. . - . - {* Shortage Submiss
« Communication tools for communication with i
H = 03/04/2025 04/04/2025 03/04/2025: Case Cre Routine
industry, the network, and other stakeholders 5 oot -

02/04/2025 03/04/2025..  02/04/2025: Case Cre. Routine

£ Contacts

Disclaimer: all the information used in the demonstrations displayed is fictional and made for
the purpose of this presentation.
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Platform components: data integration &

interoperability

INTEGRATION WITH EXISTING EMA SYSTEMS

« The ESMP is integrated with EMA's data management
services to ensure the reliable, robust, and consistent
exchange of information across the EU/EEA.

« It leverages master data and a common
language to pre-populate reporting templates and
streamline data collection, analysis, and case
management.

« ESMP connects with other EMA systems to reduce
duplication and enhance data quality.

0 Access Management (IAM)

0 Substance Management Services (SMS)
9 Product Management Services (PMS)
Organisation Management Services (OMS)
O Referentials Management Services (RMS)
IRIS

20 European Shortages Monitoring Platform (ESMP) Essentials

INTEROPERABILITY WITH NETWORK & INDUSTRY SYSTEMS

By enabling interoperability, the ESMP facilitates
seamless machine-to-machine communication between
national and industry databases, supporting efficient
sharing of supply chain information.

Adopting interoperability requires:

o Mapping of PMS identifiers to national and local
systems’ product codes

o Development and use of application
programming interfaces (API) for automated
data exchange.

@ EMA



Benefits of establishing ESMP

& 352

PREVENTION OF EU-WIDE TRANSPARENCY &
SHORTAGES APPROACH COLLABORATION
« More information on « Working towards » Easier collaboration among
shortages harmonised reporting different actors

 More opportunities to
monitor supply and demand

to prevent and mitigate

potential shortages

standards across the EU/EEA
Increased EU coordination for
faster actions to prevent

shortages

More support to users
Public access to information

about medicines shortages

When we know more, we can do more

21 European Shortages Monitoring Platform (ESMP) Essentials
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Industry users: Preliminary requirements

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

Ensure that product information at pack size level and manufacturing
PMS data entry 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

IRIS data entry

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

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

*Mandatory for all MAHs of CAPs and NAPs in the EU/EEA as of 2 September 2022, in line with Regulation (EU) 2022/123
**Following timelines set by PMS. If crisis/MSSG-led preparedness actions triggered, data for medicines in scope will need to be inserted
within 2 weeks
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Reporting instances to 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 upon 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

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

24
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Routine shortage reporting: overview

Routine shortage reporting

Early reporting of shortages to allow for efficient shortage prevention,

Purpose: management and mitigation

Sl:lmeSSIOI‘I Potential or actual shortage of a marketing authorisation holders’ product*

trigger:

PrOdu_Cts in All centrally authorised products (CAPs) for human use For more information,

scope: please refer to the
------------------------------------------------------------------------------------------------------------ dedicated training session

Frequency of | As required, updated when new relevant information is available and upon held on 20 November

reporting: shortage resolution

2024.

*National reporting requirements remain applicable P
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https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-training-session-routine-shortage-reporting-marketing-authorisation-holders-caps

Routine shortage reporting: process

Phase 1:
Recognition of a shortage

Phase 2:
Data input

MAHs become aware of a
potential or actual shortage of
one or more centrally
authorised products (CAPSs)

MAHSs log into ESMP and select
the products from their product

Phase 3:
Data maintenance

portfolio for which to submit
shortage information*

A 4

MAHs submit availability
information through a reporting
template

A 4

MAHs submit updated data to
ensure accurate information
until the shortage is resolved

*Marketing status of all centrally authorised products must be inserted correctly and kept up-do-date in the IRIS platform before

starting submissions via the ESMP.

26  European Shortages Monitoring Platform (ESMP) Essentials

For more information,
please refer to the
dedicated training session
held on 20 November
2024,

For more information on
the step-by-step process,
please refer to the MAH

User guide.
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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/documents/other/european-shortages-monitoring-platform-esmp-user-guide-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-marketing-authorisation-holders_en.pdf

Routine shortage reporting: data
elements (1/2)

Package PMS ID Shortage status

Shortage start date or expected

Full product name start date

Shortage end date or expected end

Short product name date

Point in supply chain at which

Active substance . .
disruption occurs

Strength SULIET CRINELUELEUE R oot cause of the shortage

Countries in which manufacturing For more information,
issues occur

- please refer to the
Countries in which increased . . :
demand occurs dedicated training session
Countries in which distribution held on 20 November
issues occur 2024.

Root cause of the shortage -
additional information For more information on
Shortage prevention and data elements, please
Prevention and mitigation plans refer to the MAH
mitigation plans Shortage prevention and Implementation guide.

mitigation plans -
ongoing and planned steps

27  European Shortages Monitoring Platform (ESMP) Essentials (@) EMA

Ay o al {JenEI M Pharmaceutical form

(pre-populated from
PMS and IRIS)

Pack size

Package description

PCID

Country of authorisation

Marketing status



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/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf

Routine shortage reporting: data
elements (2/2)

Affected population estimate

Market share

Impact assessment

Shortage impact risk assessment

Shortage impact risk assessment
- additional information

Alternatives available?

Potential
alternatives . ,
therapies Alternative therapies For more information,
please refer to the
Rapid alert reference number dedicated training session
Other authorities notified (e.g., held on 20 November
other NCAs, EMA), including 2024
Additional reference to Quality Defect report :
information )
Reference to related pending For more information on
regulatory action
data elements, please
Required NCA actions, if any refer to the MAH

Implementation guide.
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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/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf

MSSG-led preparedness and crisis
reporting: overview

Submission
trigger:

Products in
scope:

Frequency of
reporting:

29 European Shorta

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
an ongoing or imminent PHE/ME

List of critical medicines for a public
health emergency/ major event (CAPs
and NAPs) for human use

Defined by the MSSG

ges Monitoring Platform (ESMP) Essentials

For more information,
please refer to the
dedicated training session
held on 19 February 2025.
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https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-crisis-mssg-led-preparedness-reporting-marketing-authorisation-holders-mahs

MSSG-led preparedness and crisis
reporting: process

30

Phase 1:
Activation and notification

Phase 2:
Data review

MSSG activates a preparedness
action or a PHE/ME is
recognised by the EC, triggering
reporting

—

MAHSs log into ESMP to view the
list of their medicines assigned
for their reporting

A 4

Phase 3:
Data input

A 4

\ 4

MSSG defines the reporting
frequency to ensure consistent
updates from MAHs

MAHSs review the marketing
status of centrally authorised
products (CAPs) and update
information if needed in IRIS

A 4

EMA notifies MAHs with
products in scope, instructing
them to begin reporting via
ESMP

European Shortages Monitoring Platform (ESMP) Essentials

MAHSs insert marketing status
for nationally authorised
products (NAPs) if applicable

A 4

MAHs submit availability and
manufacturing information at
the defined reporting frequency
set by MSSG

A 4

MAHs submit information on
alternative therapies via a
webform and keep it up-to-date

For more information,
please refer to the
dedicated training session
held on 19 February 2025.

For more information on
the step-by-step process,
please refer to the MAH

User guide.
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https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-crisis-mssg-led-preparedness-reporting-marketing-authorisation-holders-mahs
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/documents/other/european-shortages-monitoring-platform-esmp-user-guide-marketing-authorisation-holders_en.pdf

MSSG-led preparedness and crisis
reporting: data elements

Reporting flow: Marketing status for NAPs

Package PMS ID

Full product name

Short product name

Active substance

Product information Strength
(pre-populated from PMS)

Pharmaceutical form

Pack size

For more information,
please refer to the
dedicated training session
Country of authorisation held on 19 February 2025.

Package description

PCID

Marketing status . )
9 For more information on

YERTCHL IS ETER S EY I Date of planned permanent withdrawal data elements, please
refer to the MAH

Implementation guide.

Planned withdrawal comment
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https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-crisis-mssg-led-preparedness-reporting-marketing-authorisation-holders-mahs
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/other/european-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf

MSSG-led preparedness and crisis

reporting: data elements

Reporting flow: Availability information (1/2)

Package PMS ID

Full product name

Short product name

Active substance

Strength Shortage information

Product information Pharmaceutical form

(pre-populated from
PMS and IRIS)

Pack size

Package description

PCID

Country of authorisation

Shortage
prevention and

Marketing status mitigation plans
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Shortage status

Shortage start date or expected
start date

Shortage end date or expected
end date

Point in supply chain at which
disruption occurs

Root cause of the shortage

Countries in which manufacturing
issues occur

Countries in which increased
demand occurs

Countries in which distribution
issues occur

Root cause of the shortage -
additional information

Shortage prevention and
mitigation plans

Shortage prevention and
mitigation plans - ongoing and
planned steps

For more information,
please refer to the
dedicated training session
held on 19 February 2025.

For more information on
data elements, please
refer to the MAH

Implementation guide.

|'/" ':\"|
\\ y I



https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-crisis-mssg-led-preparedness-reporting-marketing-authorisation-holders-mahs
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/other/european-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf

MSSG-led preparedness and crisis
reporting: data elements

Reporting flow: Availability information (2/2)

Market share

Market share .
Market share - additional

information

Sales volume pre-PHE/ME

Sales volume current
Sales volume and

forecast Sales volume forecast - Months 1-
6
Sales volume - additional For more information,
information please refer to the
Supply forecast - Months 1-6 dedicated training session

Supply forecast held on 19 February 2025.

Supply forecast - additional
information

For more information on
data elements, please
Desired safety stock refer to the MAH

Implementation guide.

Available stocks

Stock information

Stocks - additional information
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MSSG-led preparedness and crisis

reporting: data elements

Reporting flow: Manufacturing information

PMS ID Manufacturing

details

Product information [Rg¥[Nslgele{iesE:Issl=
(pre-populated from
PMS) Active substance SMS ID

Alternatives sites

Active substance

Representative

product Representative product

Operation type ID

Operation type Production capacity

ORG-ID (Manufacturer)

Organisation
information

(pre-populated from Manufacturer
PMS)

LOC-ID (Manufacturer)

City (Manufacturer)

Country (Manufacturer)
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Manufacturing site status

Is the site a contract manufacturer

Alternative site LOC-ID

Alternative site Country

Unit of measurement

Global monthly production plan -
Months 1-6

Global monthly production plan -
additional information

Average global monthly
production output of previous year

Peak global monthly production
output of previous year

For more information,
please refer to the
dedicated training session
held on 19 February 2025.

For more information on
data elements, please
refer to the MAH

Implementation guide.
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https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-crisis-mssg-led-preparedness-reporting-marketing-authorisation-holders-mahs
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/other/european-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf

MSSG-led preparedness and crisis
reporting: data elements

Reporting flow: Alternative therapies

Invented name

Product information
(pre-populated from Active substance(s)
PMS)

Pharmaceutical form

For more information,
Alternative Alternative therapies please refer to the

therapies

dedicated training session
held on 19 February 2025.

No alternatives

For more information on
data elements, please
refer to the MAH

Implementation guide.
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Guidance materials for Industry users

\E User guide T Implementation guide @

Detailed guidance on data
elements to ensure submissions
pass validation checks

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

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

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

& ESMP webpage

Q
Reporting templates @

All mentioned resources (and more) are published and linked on the dedicated
ESMP webpage on the EMA corporate website.
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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://esmp.ema.europa.eu/

Support for Industry users

« For ESMP questions/ issues:

o ESMP section of the EMA Service Desk portal (Service Now) - report issues related to accessing the
ESMP, seeing unexpected data, uploading data or the system performance

— Report an issue with ESMP to create a ticket for the issue you are experiencing

- Request information about ESMP to create a ticket for the question you have

Depending on the issue or question, select one of the different service offerings:
« ESMP MAH routine CAP shortage reporting
« ESMP MAH Crisis/MSSG-led preparedness submissions

« ESMP other (topics covering multiple aspects and/or general nature)

A Please provide a clear description of the issue and provide screenshots or the generated PDF as attachment as
these can help accelerate responses.

 For other questions/ issues:

- EMA Service Desk for technical questions on the use of the portal and for reporting faults

- EMA account management portal for access, account, and registration requests

- Ask EMA for general questions not related to a specific submission/procedure
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https://support.ema.europa.eu/esc?id=emp_taxonomy_topic&topic_id=3ad80484c3029290971b37f6050131aa&in_context=true
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=9b54d48cc3829290971b37f605013155
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=463e7bffc37d5290971b37f60501314e
https://support.ema.europa.eu/esc
https://register.ema.europa.eu/identityiq/home.html
https://www.ema.europa.eu/en/about-us/contacts-european-medicines-agency/send-question-european-medicines-agency

Main trainings and events for Industry users

ESMP Essentials and Industry Reporting Requirements (24/06/2024)

Overview of ESMP features, reporting obligations, and how MAHs should prepare and interact with the system.

Training on Routine Shortage Reporting for CAPs (20/11/2024)

Focused guidance for MAHSs of Centrally Authorised Products (CAPs) on routine shortage reporting.

Training on Crisis and MSSG-led Preparedness Reporting (19/02/2025)

Instructions for MAHs on how to report in crisis situations or during MSSG-led preparedness activities.

API Workshop for MAHs (24/03/2025)

Technical session focused on integrating MAH systems with ESMP via APIs for seamless data exchange.

Please note that the information provided during training sessions was accurate at the time of delivery,; updates or changes may have occurred since then.
To further support stakeholders, update webinars, Q&A clinics, and additional support sessions have been organised and will continue to be offered, helping
address questions and share updates. All training events are published on the ESMP webpage and the EMA events page.
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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/events/upcoming-events
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
https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-workshop-application-programming-interface-api-marketing-authorisation-holders-mahs

4

Reporting via ESMP;
Network users

EMA



Network users: Preliminary requirements

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

Prepare with Assign and train an ESMP-dedicated team member(s) to know the platform
purpose inside-out and ensure smooth operations
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Reporting instances to ESMP: Network

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

*For more information on the different lists of critical medicines, refer to the EMA webpage on critical medicines.
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https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/availability-medicines-during-crises#overview-of-medicine-lists-14529

MSSG-led preparedness reporting:
overview

MSSG-led preparedness reporting

Purpose: PHE/ME

Sl:lbmlssmn MSSG announcement of preparedness action

trigger:

Products in List of medicines to be monitored for MSSG-led crisis preparedness (CAPs and For more information,

scope: NAPs) for human use please refer to the
------------------------------------------------------------------------------------------------------- dedicated training session

Frequ:nCY of Defined by the MSSG (EU NTC) held on 30

reporting: January 2025.
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https://europeanm.plateau.com/learning/user/deeplink_redirect.jsp?linkId=ITEM_DETAILS&componentID=369047&componentTypeID=COURSE&revisionDate=1740555000000&targetStudentSysGUID=&actingAs=&nativelogin=y
https://europeanm.plateau.com/learning/user/deeplink_redirect.jsp?linkId=ITEM_DETAILS&componentID=369047&componentTypeID=COURSE&revisionDate=1740555000000&targetStudentSysGUID=&actingAs=&nativelogin=y

MSSG-led preparedness reporting:
pDrocess

43

Phase 1:
Activation and notification

Phase 2:
Data review and input

MSSG activates a preparedness
action, triggering reporting

NCAs log into ESMP to view the
list of medicines assigned for
their reporting

Phase 3:
Data analysis

EMA and NCAs monitor the
.| matching of supply and demand

A 4

\ 4

MSSG defines the reporting
frequency to ensure consistent
updates from NCAs

NCAs submit information on
national demand at the defined
reporting frequency set by
MSSG

A 4

EMA notifies NCAs through their
designated SPOC, instructing
them to begin reporting via the
ESMP

European Shortages Monitoring Platform (ESMP) Essentials

through ESMP-SMART
dashboards

A 4

EC, MSSG, EMA and NCAs
assess risk level of shortages
and coordinate responses

For more information,
please refer to the
dedicated training session
(EU NTC) held on 30
January 2025.

For more information on
the step-by-step process,
please refer to the NCA

User guide.

|'/' ':\"|
\\ y I



https://europeanm.plateau.com/learning/user/deeplink_redirect.jsp?linkId=ITEM_DETAILS&componentID=369047&componentTypeID=COURSE&revisionDate=1740555000000&targetStudentSysGUID=&actingAs=&nativelogin=y
https://europeanm.plateau.com/learning/user/deeplink_redirect.jsp?linkId=ITEM_DETAILS&componentID=369047&componentTypeID=COURSE&revisionDate=1740555000000&targetStudentSysGUID=&actingAs=&nativelogin=y
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-national-competent-authorities_en.pdf

MSSG-led preparedness reporting:
data elements

PMS ID

Full product name

Short product name

Product information Marketing authorisation holder (MAH)
(pre-populated from PMS)

Active substance

Active substance strength

Pharmaceutical form

Unit of presentation

Demand forecast Demand forecast - Months 1 - 6
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For more information,
please refer to the
dedicated training session
(EU NTC) held on 30
January 2025.

For more information on
the step-by-step process,
please refer to the NCA

Implementation guide.
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https://europeanm.plateau.com/learning/user/deeplink_redirect.jsp?linkId=ITEM_DETAILS&componentID=369047&componentTypeID=COURSE&revisionDate=1740555000000&targetStudentSysGUID=&actingAs=&nativelogin=y
https://europeanm.plateau.com/learning/user/deeplink_redirect.jsp?linkId=ITEM_DETAILS&componentID=369047&componentTypeID=COURSE&revisionDate=1740555000000&targetStudentSysGUID=&actingAs=&nativelogin=y
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf

Crisis reporting: overview

Crisis reporting

Focused on immediate actions to handle and mitigate the impact of an

Purpose: ongoing or imminent PHE/ME

Sl:lbmlssmn EC recognition of a PHE/ME

trigger:

Products in List of critical medicines for a public health emergency/ major event (CAPs and For more information,

scope: NAPs) for human use please refer to the
------------------------------------------------------------------------------------------------------- dedicated training session

Frequ:ncY of Defined by the MSSG (EU NTC) held on 30

reporting: January 2025.
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Crisis reporting: process

Phase 1: Phase 2: Phase 3:
Activation and notification Data review and input Data analysis

EMA and NCAs monitor the

NCAs log into ESMP to view the matching of supply and demand

EC declares a PHE/ME,

triggering reporting | list of medicines assigned for - through ESMP-SMART
their reporting dashboards
A 4 \ 4 A\ 4 ) )
L . For more information,
MSSG defines the reporting NCAs submit information on EC, MSSG, EMA and NCAs
frequency to ensure consistent stock and supply, patient assess risk level of shortages please refer to the
updates from NCAs estimation, and medicine usage and coordinate responses dedicated training session
at the defined reporting
frequency set by MSSG (EU NTC) held on 30
January 2025.
A 4
EMA notifies NCAs through their For more information on
designated SPOC, instructing
them to begin reporting via the the step-by-step process,
ESMP please refer to the NCA
User guide.
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https://europeanm.plateau.com/learning/user/deeplink_redirect.jsp?linkId=ITEM_DETAILS&componentID=369047&componentTypeID=COURSE&revisionDate=1740555000000&targetStudentSysGUID=&actingAs=&nativelogin=y
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https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-national-competent-authorities_en.pdf

Crisis reporting: data elements (1/3)

Reporting flow: Stock and supply

Product information
(pre-populated from
PMS and IRIS)

Member State
available stock

Package PMS ID

Full product name

Short product name

Marketing authorisation holder
(MAH)

Active substance

Strength

Pharmaceutical form

Pack size

Package description

Current hospital stock

Current community pharmacy
stock

Current wholesale distributors
stock

Current strategic reserve

Planned minimum
stock

Planned strategic
reserve

Non-PHE/ME need

Volume of
prescriptions
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Planned minimum stock

Planned strategic reserve - Months
1-6

Non-PHE/ME need - Months 1-6

Volume of prescriptions - Months
1-6

For more information,
please refer to the
dedicated training session
(EU NTC) held on 30
January 2025.

For more information on
the step-by-step process,
please refer to the NCA

Implementation guide.
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https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf

Crisis reporting: data elements (2/3)

Reporting flow: Patient estimation

Vaccination - Estimated total
number of patients - Months 1-6

PHE/ME RMS ID

Estimated total number of
hospitalised patient-days - Months

For more information,
Patient estimation 1-6 please refer to the

PHE/ME RMS ID dedicated training session
Estimated total number of ICU EU NTC held on 30
patient-days - Months 1-6 January 2025

PHE/ME RMS ID

For more information on
the step-by-step process,
please refer to the NCA

Implementation guide.
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https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf

Crisis reporting: data elements (3/3)

Reporting flow: Medicine usage

Medicine
information

Hospital medicine
usage

ICU medicine usage

49

Active substance (SMS ID)

Active substance

Pharmaceutical dose form (RMS
ID)

Pharmaceutical dose form

Average daily dose of medicine
per adult patient - hospital
(mg/patient-day)

Proportion of estimated patients
receiving the medicine - hospital

Average daily dose of medicine
per adult patient - ICU
(mg/patient-day)

Proportion of estimated patients
receiving the medicine - ICU

European Shortages Monitoring Platform (ESMP) Essentials

For more information,
please refer to the
dedicated training session
(EU NTC) held on 30
January 2025.

For more information on
the step-by-step process,
please refer to the NCA

Implementation guide.



https://europeanm.plateau.com/learning/user/deeplink_redirect.jsp?linkId=ITEM_DETAILS&componentID=369047&componentTypeID=COURSE&revisionDate=1740555000000&targetStudentSysGUID=&actingAs=&nativelogin=y
https://europeanm.plateau.com/learning/user/deeplink_redirect.jsp?linkId=ITEM_DETAILS&componentID=369047&componentTypeID=COURSE&revisionDate=1740555000000&targetStudentSysGUID=&actingAs=&nativelogin=y
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf

Shortages monitoring and risk analysis
tool (SMART)

« The ESMP-SMART supports EMA and NCAs in crisis preparedness and
response by providing automated, data-driven insights. It enables real-
time monitoring and analysis of supply and demand data across the
EU.

Key features include:

Centralised view of national supply, stock, and need information from MAHs and
NCAs in a single platform.

©

rn/[ﬁ]/n-' Individual indicators and visualisations to monitor PHE/ME critical medicinal products
— by automated aggregation and analysis

Risk analysis and identification to determine which situations need focused
attention

Comprehensive overviews to support effective decision-making during crises on a
national level

12 €5 |
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For more information,
please refer to the
dedicated training session
(EU NTC) held on 30
January 2025.

For more information on
the step-by-step process,
please refer to the NCA

User guide.
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Guidance materials for Network users

\E User guide T Implementation guide @

Detailed guidance on data
elements to ensure submissions
pass validation checks

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

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

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

& ESMP webpage

Q
Reporting templates @

All mentioned resources (and more) are published and linked on the dedicated
ESMP webpage on the EMA corporate website.
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https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-national-competent-authorities_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-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/template-form/european-shortages-monitoring-platform-esmp-national-competent-authority-reporting-templates_en.xlsx
https://esmp.ema.europa.eu/

Support for Network users

« For ESMP questions/ issues:

o ESMP section of the EMA Service Desk portal (Service Now) - report issues related to accessing the
ESMP, seeing unexpected data, uploading data or the system performance

— Report an issue with ESMP to create a ticket for the issue you are experiencing

- Request information about ESMP to create a ticket for the question you have

Depending on the issue or question, select one of the different service offerings:

« ESMP NCA Crisis submissions « ESMP NCA critical shortage reporting

« ESMP NCA MSSG-led preparedness « ESMP NCA data analytics dashboard
submissions - ESMP other (topics covering multiple aspects

« ESMP NCA solidarity mechanism request and/or general nature)

A Please provide a clear description of the issue and provide screenshots or the generated PDF as attachment as
these can help accelerate responses.

 For other questions/ issues:

- EMA Service Desk for technical questions on the use of the portal and for reporting faults

- EMA account management portal for access, account, and registration requests

- Ask EMA for general questions not related to a specific submission/procedure
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https://support.ema.europa.eu/esc?id=emp_taxonomy_topic&topic_id=3ad80484c3029290971b37f6050131aa&in_context=true
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=9b54d48cc3829290971b37f605013155
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=463e7bffc37d5290971b37f60501314e
https://support.ema.europa.eu/esc
https://register.ema.europa.eu/identityiq/home.html
https://www.ema.europa.eu/en/about-us/contacts-european-medicines-agency/send-question-european-medicines-agency

Main trainings and events for Network users

EU Network Training Centre (EU NTC) Course on ESMP (30/01/2025)

Comprehensive training for NCAs covering ESMP functionalities, reporting workflows, and role-based access.

API Workshop for NCAs (17/02/2025)

Technical session focused on connecting national systems to ESMP via APIs for automated data sharing and
reporting.

Please note that the information provided during training sessions was accurate at the time of delivery; updates or changes may have occurred since then.
To further support stakeholders, update webinars, Q&A clinics, and additional support sessions have been organised and will continue to be offered, helping address
questions and share updates. All training events are published on the ESMP webpage and the EMA events page.
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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/news/events
https://europeanm.plateau.com/learning/user/deeplink_redirect.jsp?linkId=ITEM_DETAILS&componentID=369047&componentTypeID=COURSE&revisionDate=1740555000000&targetStudentSysGUID=&actingAs=&nativelogin=y
https://europeanm.plateau.com/learning/user/deeplink_redirect.jsp?linkId=ITEM_DETAILS&componentID=369048&componentTypeID=COURSE&revisionDate=1740558000000&targetStudentSysGUID=&actingAs=&nativelogin=y

5

Building the platform

54 European Shortages Monitoring Platform (ESMP) Essentials EMA



Agile approach

EMA developed the ESMP in line with the Scaled Agile Framework (SAFe): following a SAFe approach means that
products are first released with basic features (minimum viable product) and gradually enhanced over time.

Network and Industry stakeholders participate directly in the delivery of the Network Portfolio as part of the Agile teams.

INCREMENTAL
DEVELOPMENT

N,

Features of the ESMP have been released
gradually towards a minimum viable
product (MVP), delivered in line with the

requirements in the Regulation 2022/123.
Following February 2025, the platform will

evolve through consistent
enhancements and improvements.

STAKEHOLDER
COLLABORATION

56

EMA maintains regular and close
interactions with both Industry and
Network stakeholders, to understand
their needs, share information, align
on priorities, and leverage insights
and know-how from our stakeholders.
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INTERCONNECTION
WITH VALUE STREAMS
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The ESMP is part of the EMA Network
Portfolio, which is organised in value
streams. Products within value streams
can be interconnected and
complementary, aiming towards a vision
of bringing comprehensive value to
health and patients across the EU/EEA.

EMA


https://www.ema.europa.eu/en/about-us/how-we-work/information-management/network-portfolio
https://www.ema.europa.eu/en/about-us/how-we-work/information-management/network-portfolio
https://scaledagileframework.com/
https://www.ema.europa.eu/en/about-us/how-we-work/information-management/network-portfolio

Stakeholder collaboration in ESMP development

 Network and Industry subject matter experts have been consistently engaged throughout the
development of the ESMP and remain actively involved in ongoing improvements and enhancements.

« The EMA shares proposals, business requirements, product mock-ups, while subject matter experts
contribute with input, expertise, know-how, suggestions, and priorities.

o Providing recommendations and supporting consistent enhancements to
the ESMP

@ o Provide expert input on the subject matter of the ESMP

ﬁ o Involvement in the definition and development of the MVP

o Collaborate in the formulation of business requirements to support the
development of features

@ o Support EMA with insights on behalf of stakeholder groups to inform
@ prioritisation of features
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Release timeline

Q)
0(/ Dl/ K J
28 November 2024 29 January 2025 After February 2025
------------- 0 O 0 >
Go-live for industry routine Go-live for all industry and Maintenance and gap
shortage reporting for centrally regulators’ reporting analysis for the inclusion of
authorised products (CAPs) EMVS data

« The ESMP was successfully delivered ahead of the regulatory deadline, marking a
significant achievement for EMA and everyone involved in its development.
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6

Interoperability
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ESMP and interoperability, legal background:
Regulation (EU) 2022/123

« Recital (20) - In order to facilitate the coordination role of the Agency, the interoperability of data
with existing Member States’ IT platforms for monitoring shortages and other systems, as
appropriate, is essential to allow the sharing of relevant information with the ESMP, which should be

managed by the Agency.

« Article 1 - Subject Matter: setting up an interoperable information technology (IT) platform at
Union level to monitor and report on shortages of medicinal products;

« Article 9(1) - Working methods and provision of information on medicinal products:

o (c) develop streamlined IT monitoring and reporting systems, in coordination with the relevant national
competent authorities, that facilitate interoperability with other existing IT systems and IT systems under m
development until the ESMP is fully functional, on the basis of data fields that are harmonised across
Member States;

« Article 13(6) - Working methods and provision of information on medicinal products:

o (e) ensure that data is interoperable between the ESMP, Member States’ IT systems and other relevant IT \ $ I

systems ...;

Article 20(a) IT tools and data, and Article 36(3)(d) Reporting and review
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European Interoperability Framework
(EIF)

« The EIF represents a commonly agreed approach to the delivery of
European public services in an interoperable manner. It defines basic
interoperability guidelines in the form of common principles, models and
recommendations. For the purpose of the EIF, interoperability is defined as:

“the ability of organisations to interact towards mutually beneficial goals,
involving the sharing of information and knowledge between these
organisations, through the business processes they support, by means of the
exchange of data between their ICT systems.”

—_—

Semantic interoperability:
Definitions alignment.

Legal interoperability: |
Legal frameworks. '

~—_—_——— e —

—_————

—_— -

Organisational interoperability:
Business process alignment.

—_———— - e —— e —_
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Technical interoperability:
Protocol and format alignments.

—_—_———— e —_

—_————



Interoperability in the EIF

EMA Network/Industry

Regulation (EU) 2022/123, GDPR, etc.
VT < T

Business processes, roles, expectations
Q Organisational Organisational
m Definition of data and rules m

’7 Protocols, security, web services
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Implementation timeline

Options for
submission
to the ESMP

Machine-to-machine (API) (only limited datasets, from end of Q1)

Spreadsheet via UI (small exceptions via web form: alternative therapies)

Started

Agree in formats implementation of
and roadmap API

Detailing fields, format, e.g.
Implementation Guide

Q1 Q2 Q3 Q4

2024

?
1

é

NCAs
consultation on
NCA technical
specifications
European Shortages Monitoring Platform (ESMP) Essentials

Submission of all
datasets via UI

API API
Workshop Workshop
(NCA) (MAH)
First Second
data set in data set in
API (NCA) API (MAH)

i
MAHSs
consultation on
MAH technical
specification
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Find out more on ema.europa.eu
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