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Background and objectives

The European Union (EU) co-funded Joint Action (JA) on Coordination and Harmonisation of
the Existing Systems against Shortages of Medicines - European Network (CHESSMEN)
envisages to support European Member States to provide a harmonized response to
medicine shortages and to promote the use of best preventive practices to reduce shortages
of medicinal products, among other measures.

The Joint Action has officially started on 16 January 2023 and will be running for three years,
bringing together 22 countries. The Italian Medicines Agency (AIFA, Agenzia ltaliana del
Farmaco), supported by the Italian National Blood and Transplant Centres (ISS-CNS/CNT), is
responsible for the coordination of the Joint Action.

Summary of technical Work Packages (WPs):

WP 5, led by AEMPS, is one of the four technical WPs involved in CHESSMEN Joint Action. This
WP is responsible for the identification and analysis of the root causes of medicine shortages
in Europe. For this purpose, a review on existing reports and publications that included
information related to root causes of medicine shortages was initially conducted. Once the
main causes were identified, a series of surveys were conducted to map relevant information
from NCAs and Industry associations. Additionally, a list of key definitions relating to
shortages of medicines was developed in order to standardise the key terminology related to
these issues.

WP 6, led by JAZMP, aims to identify and promote best practices in monitoring, reporting, and
managing medicinal product shortages. For this purpose, a mapping survey was performed
to collect the current practices and planned measures of Member States in monitoring,
reporting, and managing medicinal product shortages. The findings of the mapping survey
will serve as a basis for discussion with s stakeholders at the forthcoming workshop in
November 2024. Based on the stakeholder feedback, WP 6 will develop a protocol for
monitoring, reporting, and managing medicinal product shortages.

WP 7, led by BfArM, focuses on the development of a European IT concept model for the
monitoring and management of drug shortages, taking into account existing tools and good
practices developed at European Member State level, in order to achieve an efficient
integration of Member States' existing systems and information sources through an
integrative approach. Therefore, WP 7 analysed and reviewed IT solutions at European and
Member State level for shortages recording and monitoring and identified best practices in
data submission, data analysis and data storage. Based on these key findings, WP 7 develops
an implementation concept for an electronic platform to monitor and manage medicine
shortages, which aims to harmonise and standardise processes, procedures and IT tools of
existing national systems to converge national approaches towards an unified strategy on
how medicine shortages are monitored and managed.

GpHmEed by ' Www.ja-chessmen.eu
the European Union



http://www.ja-chessmen.eu/

Coordination and Harmonisation of the Existing Systems
o ANl against Shortages of Medicines - European Network

~*+, | Codfunded by
L | the European Union

WP 8, led by Fimea, has the following objectives:

e To support Member States in the prevention and mitigation of likelihood of medicines
shortages.

e To minimize the effects of shortages.

e Selecting for best practices of preventive and mitigation measures in use or in
development in EU-countries in collaboration with the participating countries and from
the information collected in WP 6.

e Producing good practice guidance for stakeholder dialogue platforms for supply chain
stakeholders, patients and healthcare providers as part of the prevention and mitigation
plan, especially for the pre-crisis situations.

Therefore, the objectives of this workshop are as follows:

‘To discuss the current state, key findings and preliminary conclusions of all four technical
Work Packages after almost two years of work on a harmonised response to medicines
shortages.

‘To gather feedback from stakeholders on the recommendations from findings of the
mapping survey on monitoring, reporting, and managing medicine shortages.

GpHmEed by ' Www.ja-chessmen.eu
the European Union



http://www.ja-chessmen.eu/

el Coordination and Harmonisation of the Existing Systems
o A Y |aANW 2gainst Shortages of Medicines - European Network

Multi-stakeholder Workshop: agenda (CET)

10.00 Welcome and introduction
Welcome

Momir Radulovi¢ (JAZMP, SI)
Introduction

Domenico Di Giorgio (AIFA, IT)

10.15 Session 1: Best practices in reporting and managing medicine
shortages | Chair: Melita Tovornik (JAZMP, Sl)

WP 6 - Mapping survey findings

Jasna Puh (JAZMP, SI)

Short presentations by invited stakeholders
Catarina Matias (UEMO)

llaria Passarani (PGEU)

Nikos Dedes (EPF)

Liana Petrosova (Medicines for Europe)

Questions and Answers

11.45 Break

12.00 Session 2: Main achievements of JA CHESSMEN so far | Chair: Nuno
Simoes (Infarmed, PT)
WP 5 - Analysis of root causes of medicine shortages in Europe and the

importance of a good harmonisation.
Laura Marrero (AEMPS, ES)

WP 7 - Digital information concept for monitoring and reporting medicine
shortages
Gabriele Eibenstein (BfArM, DE)

WP 8 - Current state of plans in prevention and mitigation measures to
combat medicines shortages
Johanna Linnolahti (Fimea, Fl)

Shortage Prevention and Mitigation Plans
Maria Jesus Alcaraz Tomas (EMA, TF AAM)

Preventing and Communicating Medicine Shortages - Guidance for
regulators, Healthcare Professional, and Patient Organisations
Inga Abed (EMA, TF AAM) and Yngvil Knudsen (TBC) (TF AAM)

Questions and Answers

13.25 Closing remarks
Wrap-up
Domenico Di Giorgio (AIFA, IT)

13:30
End of the meeting
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List of speakers and chairpersons

Momir Radulovié Slovenian Agency for Medicinal Products and Medical Devices (JAZMP, Sl)

Domenico Di Giorgio Italian Medicines Agency (AIFA, IT) and CHESSMEN Coordinator

Slovenian Agency for Medicinal Products and Medical Devices (JAZMP, Sl) and

Melita Tovornik |CHESSMEN WP 6 Lead

Jasna Puh Slovenian Agency for Medicinal Products and Medical Devices (JAZMP, Sl)

Catarina Matias European Union of General Practitioners (UEMO)

. . Pharmaceutical Group of the European Union (PGEU)
llaria Passarani

= Pati "F EPF
Nikos Dedes uropean Patients’ Forum (EPF)

Liana Petrosova Medicines for Europe

National Authority of Medicines and Health Products, I.P. (Infarmed,PT) and

\ o
uno Simoes |CHESSMEN WP 2 Lead

Spanish Agency fir Medicines and Medical Devices (AEMPS, ES) and CHESSMEN WP 5

Laura Marrero
Lead

Federal Institute for Drugs and Medical Devices (BfArM, DE) and CHESSMEN WP 7

Gabriele Eibenstein
Lead

Johanna Linnolahti Finnish Medicines Agency (Fimea, FI) and CHESSMEN WP 8 Lead

European Medicines Agency, HMA/EMA Task Force on the Availability of Authorised

Maria Jesus Alcaraz Tomas Medicines for Human and Veterinary Use (EMA, TF AAM)

European Medicines Agency, HMA/EMA Task Force on the Availability of Authorised

gz s ot Medicines for Human and Veterinary Use (EMA, TF AAM)

Yngvil Knudsen (TBC) |HMA/EMA Task Force on the Availability of Authorised Medicines for Human and
Veterinary Use (TF AAM)
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