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Management of shortages in the EU
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Shortage management context

1. Improving the availability of medicines authorised in the EU is a key priority for

the European Medicines Regulatory Agencies

2. Regulatory authorities - within and outside Europe - are increasingly working

together to prevent shortages and to limit their impact whenever they occur

3. In December 2016, a joint HMA/EMA Task Force on the Availability of | |

Authorised Medicines for Human and Veterinary Use (TF-AAM) was

established to:

- provide strategic support and advice to tackle disruptions in the supply of L
&/

human and veterinary medicines and ensure their continued availability




HMA/EMA Task Force on the Availability of Medicines ®
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Key deliverables since 2016

Availability and

supply disruptions ﬁ « Proposals to change the legislation to improve shortage prevention and management
] ’ « Good practice for industry on prevention of shortages of medicines for human use
/ lﬁﬂ + Activities in the field of the veterinary sector

@ « Activities to increase harmonization within the EEA and with international partners

+ Commitment to transparency
» Good Practice Guidance for patient and healthcare professional organisations on

Communication @\
ﬂ%l:]: the prevention of shortages
BL8,

NA

+ Communication to the public on medicines’ availability issues
+ Multi-Stakeholder Workshop (March 2023)




EMA’s extended mandate &
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Monitoring and mitigating shortages of medicines and management of
public health emergencies/major events

Regulation (EU) 2022/123 applicable from 1 March 2022

1. Provides a framework for activities established by the European Medicines Agency to
monitor and mitigate potential and actual shortages of medicines ij

1. Sets processes/tools for shortages reporting and coordinates responses of
EU countries to shortages of critical medicines (during a crisis) and for monitoring of
events, including medicine shortages, which might lead to a crisis (public health
emergencies or major events)

KEY BENEFIT

More coordination in
preventing and

2. Establishes “Medicines Shortages Steering Group” (MSSG) supported by the SPOC TG AL JEnes
Working Party and a Network of contact points from pharmaceutical companies (i- SEREGES 1 U (=2
SPOCs)

3. Foresees the development of the European Shortages Monitoring Platform (ESMP)
by February 2025
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Availability of medicines — EU level coordination
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Executive Steering
Group on Shortages
and Safety of
medicinal products

(MSSG)

Executive group
* Opinion on a major event
e Lijst of critical medicines

» Monitoring of shortages,
supply and demand in
PHE/ME

* Recommendations to MS,
industry and EC

EMA extended mandate o

Loty
EC Pharma Strategy :’#‘

EU Network Strategy to &
2025 (EMANS)

o0

Medicine Shortages SPOC Working Party
Operational group

» Monitoring critical shortages and events that could lead

to a major event or public health emergency and
reporting these to the MSSG (war in Ukraine)

» Drawing up lists of critical medicines during a major

event and during a public-health emergency at the
request of MSSG

Joint Action on Shortages

Normal Circumstances

EMA/HMA Task Force on
availability of authorized
medicinal products

(TF AAM)

Policy group

« Supply and availability hub
» Structural and strategic solutions

» Development of guidance and policy



Preparedness activities - overview
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, Healthcare w
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W v @ Ministry
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DG-SANTE Nehs
DG'H E RA Wholesale Marketing
distributors authorisation

Patients/ holders

consumers Industry

Manufacturers ‘i%

« Shortage situation in
the EU/EEA

* Root causes of
shortages

« Regulatory support

« MAHSs supply capacity
and possibility to
increase production

NCA SPOCs

» Shortages
» Other measures to

mitigate the shortages + Demand data

e Other relevant data

SPOC WP

Medicine shortages management at EMA




Where can regulators make the difference?
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Shortages of antibiotics & thrombolytics: measures undertaken

+ Engagement with MAH/manufacturers to agree possible mitigating measures, incl. communication, increase

manufacturing and supply, regulatory flexibilities, controlled distribution
+ Central role of MSSG in sharing best practices (incl. Toolkit on mitigating measures)

+ Interaction with other stakeholders in supply chain (wholesaler industry associations, HCP/PCs organisations) at EU

and national level
- Oral explanations at SPOC WP and MSSG to highlight criticality of situation and for MSs to discuss directly with MAHs
« Interaction with MAHs in 3" countries to secure extra products from those markets for the EU

+  Communication to reassure the public & promote rational use of medicines in shortage e.g. Joint EMA/EC/HMA

public statement on shortages of antibiotic medicines

. EMA’s shortages catalogue updated with information to healthcare professionals and patients (e.g.

amoxicillin/clavulanic acid, tenecteplase) o o @


https://www.ema.europa.eu/en/news/joint-statement-executive-steering-group-shortages-safety-medicinal-products-mssg-shortages
https://www.ema.europa.eu/en/news/joint-statement-executive-steering-group-shortages-safety-medicinal-products-mssg-shortages
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/availability-medicines/shortages-catalogue#ema-shortages-catalogue-section

Preparedness activities — Union list of critical medicines
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Background, objectives and timelines

March-July 2021

- EC Structured
Dialogue (SD) on
security of
medicines supply
takes place

0

June 2023

- TF-AAM endorsed
final
methodology and
agreed process to
set up the list

@) o) (o)

October 2022 End of 2023

- Publication of EC Release of first
SD staff working version of the
document* Union list of critical
medicines

1. Ensuring medicines
considered to be most
critical for health
systems are available at
all times.

3. Provide industrial
capacity/ support
where medicines’ supply
chain vulnerabilities and
dependencies are
identified.

4. Recommendations to
Industry on
“diversification of
suppliers and inventory
management”

2. Critical medicines may
be subject to coordinated
Union level actions to
improve security of
supply.

8 Medicine shortages management at EMA




Reform of the EU’s Pharma Legislation — April 2023 )
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Stella Kyriakides W Margaritis Schinas ¥
@SKyriakidesEU @MargSchinas

Today we present once in a generation proposals to ensure medicines are

accessible, available and affordable at all times for @ citizens no matter o A _ % :
where they live. A Single Market for medicines delivering for citizens and Affordability, Availability. Triple C: Competitiveness, Compliance,

keeps our industry as a % leader. #EUPharmaStrategy Combatting antimicrobial resistance. An EU #HealthUnion with no 1st and
pic.twitter.com/u5I5xRTtmT 2nd class citizens, no MS left behind. ec europa.eu/commission/pre. ..
pic twitter.com/BJkV7yqPk3

#EUPharmaStrategy is a Single Market for Medicines. Triple A: Access,

Reform of the EU's Pharma legislation:
Putting patients at the centre

fHealthUnson #EUPharmaStrategy




Shortage management in EU (long-term) - future -
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New EU pharmaceutical legislation proposal

1. New requirements for monitoring of shortages of medicines by
national authorities and EMA and a stronger coordination role for EMA.

2. Strengthened obligations on companies, earlier reporting of shortages
and withdrawals of medicines and development of shortage prevention
plans.

3. Establishment of an EU-wide list of critical medicines, assessment of
supply chain vulnerabilities, mitigating measures taken by supply
chain stakeholders.

4. Commission can adopt legally binding measures to strengthen the
security of the supply of specific critical medicines. Q

10




Short and medium-term proposals

EUROPEAN MEDICINES AGENCY

EC Communication (dated 24 October 2023): Securing
medicines supply and preventing critical shortages

The Key actions from the non-legislative
measures described include:

European English @ Search
Commission

Home > Press comner » Addressing critical shortages of medicines in the EU

1. Identifying and securing key antibiotics.

g Available languages: English -

2. Launching a European Voluntary

Solidarity Mechanism for medicines. Commission steps up actions to address critical shortages
of medicines and strengthen security of supply in the EU

3. Establishing a Union list of critical
medicines.

Pag fent The Commission has adopted today a set of actions lo better prevent
- - . apuy = Top and mitigate critical medicine shortages in the EU, this winter, next
4, Pro Vld[ng reglJ/a tory f/eX[b[/[t[eS to a//OW Quotels) winter and beyond. Recent critical shortages, including of certain

Related media antibiotics last winter, show that continued coordinated action is needed

medicines to reach pa tien tS time/y. Print friendly pdf to address supply challenges and to make Europe’s medicine supply

Contacts for media chains more resilient in the long run. The key goals of teday's

Communication are to prevent and mitigate critical shortages at EU

5. Issuing EU guidance on medicines s s
procurement.

23 October 2023: https://ec.europa.eu/commission/presscorner/detail/en/ip 23 5190
11


https://ec.europa.eu/commission/presscorner/detail/en/ip_23_5190

Conclusions EUROPEAN MEDICINES AGENCY

« EMA continues coordinating/managing shortages of centrally authorised
medicinal products and critical shortages of nationally authorised
medicinal products outside public health emergencies/major events
(e.g. amoxicillin) under preparedness activities;

 Under the HMA/EMA TF AAM, EMA is developing a Union list of critical
medicinal products

« IT development work on ESMP is underway to ensure delivery by early
2025

« Shift from a reactive (management) approach to a proactive
(prevention) approach to address shortages

« The European Commission’s proposals for revising the general EU
pharmaceutical legislation will also tackle the complexities of
shortages.
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Thank you for your attention

Further information:

joao.ferreira2@ema.europa.eu

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Send us a question Go to www.ema.europa.eu/contact
Telephone +31 (0)88 781 6000

Follow us on % @EMA_News
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