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EU-level coordination structures and activities

SPOC Working Party and MSSG

« Continuous reporting, monitoring and discussion of 1) critical shortages and 2) events to understand impact on
medicines and to prevent and mitigate shortages

« Minutes of SPOC WP and MSSG meetings are publicly available. The MSSG annual activity report is also publicly
available.

Preparedness activities Voluntary Solidarity Mechanism
Monitoring of antibiotic supply situation for upcoming « Continues to be a successful tool to identify supply of
autumn/winter season 2025/26 medicines in case of critical shortage, as a last resort
« Outreach to key MAHSs to obtain an overview of the « The mechanism supports Members States, industry,
expected supply situation for a set of key healthcare professionals and patients by identifying
antibiotics. available stocks and coordinating efforts in certain
. Liaising with international regulators in the southern situations
hemisphere.

13 VSM procedures concluded to date, all successfully”

* Re-launch of social media campaign promoting Examples include: Etoposide, Quetiapine, Olanzapine

prudent use of antibiotics. *Support could be found via the impacted MAH, alternative MAHs or other

Member States
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https://www.ema.europa.eu/en/committees/working-parties-other-groups/medicines-shortages-single-point-contact-spoc-working-party/medicine-shortages-spoc-working-party-meetings
https://www.ema.europa.eu/en/about-us/who-we-are/executive-steering-group-shortages-medicinal-products/executive-steering-group-shortages-safety-medicinal-products-mssg-meetings
https://www.ema.europa.eu/en/documents/report/executive-steering-group-shortages-safety-medicinal-products-mssg-annual-activity-report-2024_en.pdf
https://www.ema.europa.eu/en/documents/report/executive-steering-group-shortages-safety-medicinal-products-mssg-annual-activity-report-2024_en.pdf

Critical shortage management

MSSG recommendations to manage Medicine Shortage Communication (MSC)
and mitigate critical shortages

Recommendation of application of certain Communication to healthcare professionals on medicine shortages,
flexibilities to prevent or mitigate critical adopted by MSSG in late 2024.

shortages of medicinal products. _ _ o
Replaces Direct Healthcare Professionals Communication (DHPC) when a

Examples: facilitation of the reallocation shortage is not linked to a quality, safety or efficacy issue.
of stock for medicinal products, _ _

requirements or extension of shelf-life. « withdrawal of a marketing authorisation for commercial decisions;

« disruptions in manufacturing or supply;

« unexpected increased demand.
Examples:

« MSC on Visudyne (published Sept 2025)
« MSC on Victoza (published Sept 2025)

Link to general EMA MSC webpage

3 Monitoring and mitigating shortages of medicines — current activities EMA



https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-visudyne-verteporfin-powder-solution-injection-15-mg_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-visudyne-verteporfin-powder-solution-injection-15-mg_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-visudyne-verteporfin-powder-solution-injection-15-mg_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-victoza-6-mg-ml-solution-injection-pre-filled-pen-liraglutide_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-victoza-6-mg-ml-solution-injection-pre-filled-pen-liraglutide_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/medicine-shortage-communications-msc

MSSG recommendations on strengthening supply

chains of critical medicines

Recommendations issued by MSSG to strengthen
security of supply of certain medicines, based on
identified supply chain vulnerabilities:

« Anti-D immunoglobulins
 Radiopharmaceuticals

Close interaction with relevant stakeholders was key
to informing drafting of these recommendations:

« Experts from relevant organisations

« Experts from EMA Working Parties

 Healthcare Professionals and Patient
representatives
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Recommendations of the Executive Steering Group on
Shortages and Safety of Medicinal Products (MSSG) to
address vulnerabilities in the supply chain of
radiopharmaceuticals

1. Introduction

Radiopharmaceuticals play a key role in medical diagnosis and treatment, especially important in the
fight against cancer. The use of radiopharmaceuticals is steadily increasing while the manufacturing
capacity remains limited.

The vulnerabilities in the supply chain of radiopharmaceuticals are well-known and are mainly due to
in the ing of medical radi

« Dependency on third countries for the enrichment of stable isotopes and key source materials for
medical radioisotope production. High-assay-low-enriched uranium (HALEU), used as fuel for
research reactors, is currently not produced in the EU and can only be imported from the US or
Russia

+  Limited manufacturing capacity at aging research reactors in the EU

The supply chain of radiopharmaceuticals is complex, an example representing the manufacturing of
Tecnetium 99metastable (Tc-99m) to illustrate this complexity can be found below.
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ndations of the Executive Steering Group on
and Safety of Medicinal Products to address
munoglobulin supply chain vulnerabilities

iction

munoglobulin (anti-D 1g) medicinal products are currently the only available
gine in Europe used for the prevention of Rhesus D (RhD) immunisation in pregnant
unisation may occur during pregnancy of a RhD-negative woman with a RhD positive
bodies directed against red cell surface antigens may be developed. These allo-
35 the placenta and can cause the destruction of foetal red cells which can lead to
i of the foetus and newborn, and, in severe cases, hydrops fetalis or severe

and kernicterus.

ulin is indicated for antenatal and postnatal prophylaxis as well as for the treatment
ldbearing age women after Incompatible transfusions of RhD positive blood or other
red blood cells'? (Annex).

ulin is included in the Union list of critical medicines which identifies medicines for
lich eontinuity of supply in the EU is a priority and shortages should be avoided, as
ritical for EU healthcare systems to function properly.
the anti-D antibody is currently the only source for manufacturing anti-D Ig and can

) persons already immunised by pregnancy or transfusion and adequate anti-D
ly: titres or (b) deliberately immunised volunteers>,
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https://www.ema.europa.eu/en/news/strengthening-supply-chain-anti-d-immunoglobulins
https://www.ema.europa.eu/en/documents/other/recommendations-executive-steering-group-shortages-safety-medicinal-products-mssg-address-vulnerabilities-supply-chain-radiopharmaceuticals_en.pdf

Next presentations

Ongoing critical shortages

Update on ongoing coordinated management
of critical shortages, under SPOC Working
Party/MSSG.

Union list of critical medicines

Medicines for which continuity of supply is a
priority, as they are critical to the proper
functioning of EU healthcare systems at all
times.
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Shortage Prevention and Mitigation Plans (SPPs/SMPs)
and Vulnerability Assessment Methodology

Pilot exercise to test and optimise templates and guidance in
anticipation of the proposed pharmaceutical legislation.

SMPs will be key to inform the management of medicine
shortages.

SPPs will be key to inform the evaluate the resilience of supply
chains of medicines on Union List and to identify vulnerabilities to
support continued supply of those medicines.
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Thank you

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
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