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Tuesday, 13 October 2026

e

il Welcome, declarations of interest, adoption of draft agenda
2 Adoption of draft minutes of the SPOC WP meeting held on 15 September 2026
3. Updates from Member States

a) SPOC WP lightning round - most critical issues at national level

b) Presentation from Ireland
e Irish presidency of the EU
e Developments in the area of medicine shortages

c) Status update on any new strategic measures implemented at national level (e.g.,
critical medicines lists, stockpiling requirements)

4. Preparedness activities:
a) Seasonal influenza vaccine supply - update

5. Oral status update on the availability of human and veterinary medicines in MSs (only for new
emerging information)

6. Critical shortages escalated to the SPOC Working Party:
6.1 Ongoing shortages

a) Ifosfamide containing medicinal products and cyclophosphamide containing medicinal
products
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Tuesday, 13 October 2026
e

b) Impact of manufacturing disruptions caused by flooding at ZHOPL site, India

c) Lenzetto NAP (estradiol), MAH: Gedeon Richter
e Update on current situation in EU/EEA countries
e Spain: Presentation on national situation

d) Caelyx CAP (pegylated liposomal), MAH Baxter

Ve Withdrawals and cessations escalated to the SPOC Working Party
a) Methergin NAP (methylergometrine), MAH: Essential Pharma Limited
b) Dicorynan NAP (disopyramide), MAH: Cheplapharm

8. Status update on other critical shortages escalated to the SPOC WP (only comments
relating to previously circulated written updates)

a) Medicinal products from MAH Cheplapharm

b) Nexviadyme CAP (avalglucosidase alfa), MAH: Sanofi B.V.

c) Azactam NAP (aztreonam), MAH: Delbert Pharma

d) Medicinal products affected by fire incident at Viatris manufacturing site

9. Cooperation between EMA and EUDA
10. Supply and availability issues of veterinary medicines:

a) Presentation from Veterinary Strategy Focus Group (VSFG) - activities on veterinary
medicines shortages

b) Presentation on Produlab Pharma B.V. supply issues
c) Finland - Availability issues with poultry vaccines
d) Spain - Using Zero-day mutual recognition procedure for veterinary medicines
11. Executive Steering Group on Shortages and Safety of Medicinal Products (MSSG)-led activities:
a) Feedback from the MSSG meetings on 23 September and 5 October 2026
b) Union list of critical medicines and Union long list - update

c) Feedback from the MSSG WG on the Vulnerability Assessment
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Wednesday, 14 October 2026

e

EC DG SANTE update

20.

2l

22.

23.

24.

245

26.

27/

28.

29.

Update on the implementation of the New Pharmaceutical Legislation: Provisions related to
shortages and security of supply

Potential impact of the international situation on the supply of medicinal products for
human and veterinary use to the European market:

e Update on the geopolitical situation

Preparedness activities (continuation)

b) Availability of antibiotics

Critical shortages escalated to the SPOC Working Party (continuation)
e) Pedmargsi CAP (sodium thiosulfate), MAH: Norgine BV

Drug Shortage Global Regulatory Working Group: feedback from Q3 meeting
Impact of nitrosamine impurity on availability of medicines - update

EMA-EC Pilot for extension of shelf life for medicines stockpiled in preparedness for health
threats - update

Short shelf-life of medicinal products and its impact on the availability — update

EDQM: Update on EDQM activities on medicine shortages and update of the European
Committee on Blood Transfusion (CD-P-TS)

Clinical impact of medicine shortages in hospital setting
European Shortages Monitoring Platform (ESMP) update
Exchanges on national initiatives: Czechia

a) Pilot project exploring the use of ePIL in Czechia
b) Regulatory status of skin disinfectants for pre-injection and pre-operative use

Joint Action on Shortages (CHESSMEN)

a) WP 5 - Results of the survey regarding the implementation of the new root cause
classification

b) WP 8 - Survey results for shortage prevention and mitigation measures
SPOC WP Mandate, objectives and rules of procedure

AOB

Wrap-up and next steps

Closing remarks
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Next meeting: 10 November 2026 (TEAMS)

Note on access to documents

Some documents mentioned in the agenda cannot be released at present following a request for access to
documents within the framework of Regulation (EC) No 1049/2001 as they are subject to ongoing
procedures for which a final decision has not yet been adopted. They will become public when adopted or
considered public according to the principles stated in the Agency policy on access to documents
(EMA/127362/2006).
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