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Minutes – Executive Steering Group on Shortages and 
Safety of Medicinal Products (MSSG) 
5 October 2022, from 08:30 to 10:30 (CEST), WebEx 

Co-Chairs: Emer Cooke (EMA) and Karl Broich (HMA) 

Item Topics 

1.  Welcome, declaration of interest and adoption of the agenda 

Co-chairs welcomed the participants to the meeting of the MSSG. 

The MSSG secretariat reviewed members and experts declared interests in accordance with 
the Agency’s policy on handling of declarations of interests (DoI) of scientific Committees’ 
members and experts, applicable to members and experts of the MSSG, and when not 
available in accordance with the Management Board’s policy on the handling of competing 
interests. The MSSG Secretariat announced that no competing interest relating to the day’s 
agenda were identified.  

The agenda was adopted with the addition of topic on shortages of Ozempic under any other 
business. 

2.  Adoption of the minutes of the meeting of the MSSG held on 14 September 2022 

BfArM Co-Chair informed that the draft minutes of the last meeting of the MSSG held on 14 
September 2022 were distributed via email prior the meeting.  

No comments were received before or during the meeting. Minutes were adopted. 

3.  Ongoing Public Health Emergencies: COVID-19 and monkeypox: 

 • Relevant scientific updates on vaccines and therapeutics 

EMA presented an update on ongoing scientific discussions on COVID-19 vaccines and 
therapeutics including the ongoing paediatric indication extensions from 6 months of age 
for mRNA vaccines, use of Comirnaty bivalent original/omicron BA.4-5 vaccine booster in 
children 5 - 11 years of age, applications for Spikevax bivalent original/omicron BA.4-5 
vaccine and Vidprevtyn. The group was also informed about exchanges with companies 
on the available data on possible future therapeutics and discussions on the use of anti-
SARS-CoV-2 monoclonal antibodies against different SARS-CoV-2 variants. 
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 • List of critical medicines – update on supply and demand 

EMA presented the state of play on the monitoring of the supply and demand for 
medicinal products included on the list of critical medicines (Covid19 and monkeypox) 

EMA provided an update on consolidated EU/EEA monkeypox demand forecast. 

EMA informed that for Covid19 the NCAs reporting obligations would start soon and EMA 
would organise a training session to assist NCAs with the submission. 

 • Monkeypox medical countermeasures – Joint procurements 

HERA presented an update on the ongoing joint procurements and the coordination of 
activities at EU level to avoid duplication of requests to Member States.  

 

 • Monkeypox PHE update on communication campaigns 

ECDC presented the epidemiological situation in the EEA and the communication 
campaign for monkeypox, including the ECDC/WHO regional office for Europe joint 
report published  (Risk communication and community engagement approaches during 
the monkeypox outbreak in Europe, 2022). 

ECDC confirmed that civil societies were consulted on the communication campaign and 
that the vaccination strategy was discussed by the NITAG (National Immunization 
Technical Advisory Group). 

4.  Monitoring of events: availability issues with thrombolytics (shortages of Actilyse 
and Metalyse) 

EMA presented an update on the ongoing coordinated actions to address the shortage 
situation in the EEA. 

BfArM Co-Chair presented information about the discussion with Boehringer Ingelheim 
during a scientific advice meeting in Germany.  

It was agreed to continue working with Boehringer Ingelheim and other possible suppliers to 
ensure that the availability situation of thrombolytics in the EEA is resolved in a timely 
manner. 

5.  Major event definition. Criteria for the MSSG to grant a positive opinion on an 
actual or imminent major event 

EMA presented the feedback from the discussions of the drafting group and the proposal to 
restrict the declaration of a major event only to exceptional circumstances. EMA informed 
about the plan to draft criteria which will be based on the definition of major event, 
complemented with examples of relevant past cases, in order to help MSSG to decide if an 
escalated issue should be considered a major event or not. 

MSSG agreed that a living internal document should be developed, which is to be kept 
updated taking into account the experience with future events. The Medicine Shortages 
SPOC WP, the chairs of CHMP, PRAC and ETF will be consulted on the draft, which is then 
expected to be presented in 1 to 2 months for discussion and adoption by the MSSG. 

https://www.ecdc.europa.eu/sites/default/files/documents/ECDC-WHO-Risk-communication-community-engagement-monkeypox-outbreak-Europe.pdf
https://www.ecdc.europa.eu/sites/default/files/documents/ECDC-WHO-Risk-communication-community-engagement-monkeypox-outbreak-Europe.pdf
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6.  Communication activities 

EMA gave an overview of the already undertaken and planned communication activities on 
COVID-19 vaccines and therapeutics. 

7.  AOB 

EMA gave an update regarding the ongoing shortage of Ozempic in the EEA. It was 
highlighted that the SPOC WP was involved in the monitoring of this shortage and that a 
DHPC was drafted and adopted by the CHMP the week before. 

Next meeting: 11 November 2022 

Note on access to documents  
Some documents mentioned in the minutes 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 on-
going 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). 

 


