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The evolution of shortage management in the EU

®
2012

Quality defects leading
to shortages of
medicines, publication of
reflection paper

@
2016

HMA/EMA Task Force on
the Availability of
Authorised Medicines for
Human and Veterinary Use

2019

EU single point of
contact (SPOC) network

@
2020

Coordinated efforts to
manage COVID-19
supply challenges

@
April 2023

Proposal for reform of EU
Pharmaceutical legislation

®
2022

EMA mandate extension
implementation (MSSG/SPOC WP)

March 2025

NPL October 2023

EC Communication on addressing

medicines shortages in the EU

Proposal for the Critical Medicines Act
(CMA)

March 2026

May 2026

Agreed NPL text Agreed CMA text
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Legal framework of TRS-SAM’s activities

(EMA Extended

Mandate

WNew pharmaceutical legislation

Chapter X — Section I: Monitoring and management
* Preparedness and P 9 9

crisis management. Coordinated EU level monitoring and management of critical

shortages at all times.
 Improved

coordination at EU

level. Chapter X — Section II: Prevention
. ritical Medicin
- J Security of supply of medicines on the Union list of critical Critica edicines
medicines, needed for health systems at all times. Act

N Providing industrial
policy solutions to
address vulnerabilities
and strengthen supply
of medicines in the EU.

V4
Vulnerability assessment of supply chains of those critical
medicines informs:

|
1
1
: « MSSG Recommendations to address structural
| vulnerabilities

1

\

« Certain provisions in Critical Medicines Act

Reuniao Anual do Colegio de Especialidade em Assuntos Regulamentares 2026 EMA

Classified as internal/staff & contractors by the European Medicines Agency



All shortages are different

Critical shortage of a critical medicine: it has a detrimental impact on
patients throughout the EU

Critical shortage in the EU: a shortage of a medicine for which no
alternative medicine is available, and which cannot be solved at the
national level. Coordinated Union level action is considered necessary to
resolve that shortage.

Critical shortage in a Member State: critical shortage in a Member
State means a shortage of a medicinal product, for which there is no
appropriate alternative medicinal product available on the market in that
Member State.

A shortage: a situation in which the supply of a medicinal product that is
authorised and placed on the market in a Member State does not meet the
demand for that medicinal product in that Member State.

Additional difference: Nationally Authorised Products (NAPs) and Centrally Authorised Products (CAPs)

Source: Addressing medicine shortages in the EU today, tomorrow and beyond, European Commission
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https://ec.europa.eu/commission/presscorner/api/files/attachment/876387/Factsheet%20-%20Addressing%20medicine%20shortages%20in%20the%20EU_EN.pdf

Extended

Mandate

EU level coordination

wow
Operational group Executive group N
Medicine Shortages Single Point of Contact (SPOC) Medicine Shortages Steering Group (MSSG)
working party Who is it composed of
Who is it composed of - Heads of national competent authorities from Member
« Shortage experts from all Member States and EMA States
What does it do « European Commission and EMA

« Patient and healthcare professional representatives
(observers)

What does it do

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

* Monitoring of events that may lead to a Public Health

Emergency (PHE) or Major Event (ME) + Recommendations to the EC, Member States and industry to

_ . address critical shortages and strengthen supply chains of
» Escalation to MSSG when appropriate critical medicines

» Adopts lists of critical medicinal products for a specific
PHE/ME and makes recommendations to the EC, Member
States and industry

Normal Circumstances, Preparedness and Crisis
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Extended

Mandate

Executive Steering Group on Shortages and
Safety of Medicinal Products (MSSQG)

« HERA « Emergency Task Force (ETF)
* Health Security Committee « Executive Steering Group on Shortages
« ECDC of Medical Devices (MDSSG)
M nsi f:
Co-Chair: ‘Q‘ Co-Chair: =i=ie)] EonElEs O_ : . EMA
Emer Cooke E9% Karl Broich (DE) °© European Commission (DG SANTE, HERA)
- Member States (often HMA) - PCWP/HCPWP (as observers)
4 . . N
Invited obs.,ervers - tla)fpert_ advice Industry Single Point Medicines Shortages Ex_perFs_ in specific _
Representatives of medicines interest groups: of Contact (i-SPOC) SPOC Working Party scientific and technical

. Industry associations Network fields

+ Other relevant actors in the supply chain

Representatives of patients, consumers and
health care professionals.

Executive Steering Group on Shortages and Safety of Medicinal Products (MSSG) | European Medicines Agency (EMA)
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https://www.ema.europa.eu/en/about-us/who-we-are/executive-steering-group-shortages-medicinal-products

Shortage management in practice —
shortages notified directly to EMA

EMA receives notification of shortage from MAH or other source
(usually centrally authorised products via ESMP).

EMA reviews and triages the notification and determines whether
additional follow up is needed (e.g. if multiple countries seriously
affected, or medicine is sole treatment for critical illness, etc.)

If shortage is considered concerning, EMA discusses with MAH to
understand root cause and overall shortage situation.

EMA requests criticality assessment from SPOC WP.

If shortage is considered critical for multiple member states, the
topic is brought to the next SPOC WP for further discussion and possible
action/escalation.

EMA works to mitigate shortage impact, liaising with MAHs, NCAs,
and other stakeholders as needed.

e
Escalation to MSSG, if necessary
N~
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Shortage management in practice —
critical shortages in a member state

Member states submits notification of critical shortage to EMA.

EMA circulates the shortage notification to SPOC WP and asks for
criticality assessment.

All other member states respond with relevant information on
criticality, availability of alternatives and any other relevant info (using a
shared workspace).

If shortage is critical in multiple member states, EMA will request that
submitting NCA bring the topic for discussion at the SPOC WP.

EMA works on mitigating or preventing the shortage (discussions
with manufacturers, contacting alternative suppliers, understanding
supply chain situation across EU/EEA, publishing relevant
communications, etc).

w
Escalation to MSSG, if necessary ﬁ
-
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Example of shortage tackled at EU level: Metalyse

1]
%)
%)

g =2/ o}

What it is used for Causes of shortage Context
Dissolve blood clots during a « Rising number of patients Complex manufacturing process
heart attack or stroke « Manufacturing capacity constraints

What EMA/EU did
« Goal: increase supply and prevent disposal of usable stocks
« Action

— Allowed use beyond the expiration date, based on new data confirming this approach
was safe

- Communicated with healthcare professionals and the public
— Approved a new manufacturing site in Austria with an accelerated process
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MSSG toolkit of recommendations to tackle
critical shortages

 European and International cooperation — MSSG, SPOC
WP, EU institutions, international regulators

« Communication — Shortage catalogue, letters to
healthcare professionals, public statements, :
recommendations on alternatives O madions oy "1 o tocking shortages

Guidance document for use by the MS5G to facilitate identification of
recommendations on critical shortages of medicinal products

- Stakeholder engagement — industry presentations to
MSSG, liaison with supply chain stakeholders

nortages and Salety of Medicinal Products (MSSG)

Endarsement by MSSG

« Increased supply — Increase production capacity,
reallocation, importation of unauthorised products, magistral
formulations

- Controlled distribution — Rationing measures, limiting

online sale, restrictions on sale in community pharmacies

+ Regulatory flexibilities — Labelling exemptions, extension

MSSG Toolkit on recommendations on tackling shortages of

of shelf life, accelerating supply-critical variations, liaison e enalibrodictaibiblichedio ctobero0 s

with EDQM* (CEP acceleration)

. . Lo *EDQM- European Directorate for the Quality of Medicines & HealthCare
Reuniao Anual do Colegio de Especialidade em ASSL  CEP - Certification of suitability to the monographs of the European Pharmacopoeia
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https://www.ema.europa.eu/en/documents/other/mssg-toolkit-recommendations-tackling-shortages-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/mssg-toolkit-recommendations-tackling-shortages-medicinal-products_en.pdf
https://www.edqm.eu/en/

Voluntary Solidarity Mechanism

The solidarity mechanism is a voluntary mechanism which allows a Member
State to request assistance from other Member States in obtaining stocks™
of a medicine during critical shortages.

This mechanism should be used as the last resort when the MSs have
exhausted all other possibilities.

EMA provides dedicated support to the triggering Member States with the
submission of the request and any follow up actions.

* Different types of stock can be used (MAH, wholesaler,
national safety stock)
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NPL
In progress

Prevention of shortages

to a proactive approach
Moving from a reactive

w
@ Union list of critical medicines o MSSG recommendations, however,
w W prevention of shortages of critical

l £08  medicines cannot be addressed through

Q regulatory alone.
‘%\ Vulnerability Assessment -

Will inform industrial policy measures
@F under the new Critical Medicines Act

—_ Long term measures e.g. financial
— ‘D_“g support for strategic projects that address

vulnerabilities, procurement requirements
that favour EU manufacturing and
promote diversification i

To ensure critical medicines are available to treat patients in the EU at all times
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Union list of critical medicines, Shortage Prevention and
Mitigation Plans and the Vulnerability Assessment

i (5t

Union list of critical medicines Vulnerability Assessment (VA) Shortage Prevention (SPP) and
(ULCM) Mitigation (SMP) Plans
» Details the medicines + Methodology to identify « SMPs will be key to inform the
considered critical for the proper vulnerabilities in the supply chains management of medicine shortages.
functioning of-healthcare systems of cr.ltlcal medlcmes on the Union list . SPPs will be key to ensure marketing
across the Union. published in November of 2025. authorisation holders have appropriate
« Version 2 was published on the EMA l » Outcome of the VA will inform both | systems and processes in place to
website in December 2024 and will be MSSG recommendations set out in ensure continued and secure supply of
subject to annual reviews to ensure proposed pharmaceutical medicines.
that. an.y- changes in gsage or legislation ?r]d certaln_ Rrowsmns of . The SPP and SMP templates are being
gvallablllty of the act.lve substances proposed Critical Medicines Act. updated to address the findings of the
included are appropriately reflected. « First set of 19 INNs to be assessed in pilot (closed September 2025) and to
Union list of critical medicines | 2026 to inform policy decisions. align with the NPL.

European Medicines Agency (EMA)
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https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/availability-medicines-during-crises/union-list-critical-medicines
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/availability-medicines-during-crises/union-list-critical-medicines

Extended

Mandate

European Shortages Monitoring Platform overview <t

NPL
In progress
PREVENTION MONITORING MANAGEMENT

Data collection Analysis & reporting Data integration

Shortage information « Matching supply & demand Maintain critical medicinal EMA data management (SPOR,
« Supply and demand of « Reporting findings and results product lists IAM, IRIS integration)

medicines * Public reports * Evaluate and manage . Interoperability with NCA and
+ i-SPOC Registration medicines shortages Industry systems

Platform for MAHs Platform for NCAs Platform for general public

Secure access

Open access
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International Cooperation

> . B,

=
=

Drug Shortages Global
Regulatory Working Group

+ International cooperation and , . .
alignment on shortage | ! \ International Coalition of

mitigation and prevention S MediCiI'_IP:S Regulatory
strategies \ Authorities (ICMRA)

’
EMA chairs group in 2025-2026 ‘ N r « Cooperation and coordination
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-

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

Monica.Dias@ema.europa.eu

Follow us


https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu

National and EU level coordination

/ EU level coordination \

National level coordination MSSG EC
W w
» Healthcare professionals Eﬁ; m
. i i O
Patient representative {:}é} - >
groups
Ur)
= Health service ministries
+ Manufacturers NCAs
* Wholesale distributors 4 @Ec}}
» A

SPOC WP

¢ T,

1=/ KX, b
MAHs D‘T]_

ESMP
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Example of shortage tackled at EU level: Visudyne

o B, D

What it is used for Cause of shortage Context
Macular degeneration due to age Technical issue with the machine + One manufacturer makes the
and a severe type of myopia called used to fill vials active ingredient worldwide
choroidal neovascularisation . Making the final medicine is

Reduced manufacturing capacity complicated and requires

Worldwide shortages several ingredients

What EMA/EU did
* Provided support to company to establish new supply chain
« Worked with company to distribute stocks fairly between EU countries, based on past demand

What national authorities did
Expert committees or national guidance to allocate available supply to patients who need it most
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Example of shortage tackled at EU level: NovoSeven

1]
%)
%)

e

What it is used for Cause of shortage
Treat bleeding and prevent bleeding Capacity constraints and issues with
after surgery the packaging process

What EMA/EU did
« Temporarily allowed distribution with a package leaflet in English

« Communicated with healthcare professionals and patients
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Example of SPOC initiative: SPOC
Flash report

SPOC WP Flash report dashboard
Ongoing critical shortages

Medicinal product Current status Medicinal product

Visudyne (verteporfin) @ Lamzede (velmanase alfa)
Zypadhera (olanzapine) @ Nexviadyme (avalglucosidase alfa)
Azactam (aztreonam) e
Beriglobin (human normal immunoglobulin) @
Cystadrops (cysteamine)
Quetiapine containing medicinal products [ ]

aLpr Medicinal product Resolved on
receptor agonists
i g Penacve franintarfarnn alfa 92\ . 06/2025

resort mechanisms are being considered (VSM).

The shortage affects multiple EU/EEA Member States.
Risperidone . @D There ore either no suitable alternatives or only a few available
Ec O n g O I n g S h 0 rta g eS high The situation is approaching or has reached a stock-out, and last

ology medicinal products AH Teva, Accor

Monitoring level: -high; n medium; _ low

M visudyne cap @
MAH: Cheplapharm (verteporfin, for injection)

2 Flash report updated on 21 November 2025 X

* ‘Wet’ form of age-related macular degeneration (AMD) - disease which affects the central part of the retina (called the macula)
Classified as internal/staff & contractors by the European Medicines Agency at the back of the eye.
= Choroidal neovasci 1 caused by myopia (a severe type of short-sightedness where the eyeball continues to
grow, becoming longer than it should be).

Root cause and current status

0Ongoing since May 2020 due to reduced manufacturing capacity and now manufacturing issues with establishment of new supply
chain. Reduced and controlled deliveries based on agreed methodology, monthly updates to EMA/SPOC WP. Shortage catalogue
entry updated in Sept 2025. MSC published 17 Sept 2025 (2 previous DHPCs 2021, 2022).

Ongoing actions and next steps

New supply chain is planned to be established by July 2026, and shortages are expected to continue until then, with restricted
allocations to continue up to Q1 2027. Continued close engagement with the MAH, with monthly reports. SPOC WP subgroup to be
reestablished.

# ) Critical medicine
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Distributed monthly to
MSSG and SPOC WP

Facilitates clear
communication of
ongoing/potential
critical communication
at EU level
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