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Minutes – Ad-hoc Executive Steering Group on Shortages 
and Safety of Medicinal Products (MSSG) 
11 January 2023, from 09:30 to 11:30 (CET), WebEx 

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

Item Topics 

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

 Co-chairs opened the meeting by welcoming all participants and highlighting the main 
objectives of the ad-hoc meeting, among others raising awareness of the supply situation of 
antibiotics and certain antipyretic/ analgesic medicines, informing the MSSG about 
activities already conducted, sharing best practices and discussing other possible 
coordinated actions to alleviate the supply situation in the EU/EEA. EMA co-chair highlighted 
that no formal decision was expected during the meeting. 

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 the competing interests identified and applicable 
restrictions for topics on the agenda.  

The agenda was adopted with no further topics. 

2.  Monitoring of events - Availability issues as a consequence of energy issues, 
increased demand and other factors impacting the supply and demand of 
antibiotics and certain antipyretic/ analgesic medicines 

 EMA presented the current situation of shortages of antibiotics and other products such as 
antipyretics and analgesics in the EU/EEA and activities conducted so far to mitigate the 
impact of the shortages, among others EMA provided information about ongoing discussions 
with industry, HCP organisations, EC and international partners.  

It was agreed that EMA will continue monitoring shortages through the SPOC WP and 
meetings with additional manufacturers and MAHs are already planned to understand the 
possibility to increase manufacturing capacity and supply to the EU/EEA.  

A preliminary discussion on the need to escalate the ongoing shortages of amoxicillin to a 
major event was undertaken.  
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EMA co-chair confirmed that following a in depth analysis of the event, the possibility of 
coming to a decision would be included in the agenda of the next meeting of the MSSG 
meeting taking place on 26 January.  

Agreed actions: 

• EMA to prepare an analysis of the potential impact of the declaration of amoxicillin 
shortages as a major event, including the advantages and disadvantages. 

• MSSG members to consider the use at national level of available regulatory flexibilities 
to mitigate the impact of the shortages of antibiotics. 

• Public statement to raise awareness about the supply situation and to inform about the 
activities already conducted and planned in the future to be drafted by EMA. 

3.  National measures & regulatory flexibility conducted by DE/BfArM 

 BfArM co-chair presented national measures and regulatory flexibilities adopted at national 
level to support the discussion raised under point 2 of the agenda. BfArM co-chair informed 
that some regulatory flexibilities were adopted as lessons learnt from the experience gained 
in the management of shortages during the COVID-19 pandemic, future activities such as 
the use of artificial intelligence to improve the supply situation or the development of a 
paper for legislative amendments to better identify and avoid supply challenges. 

4.  COVID-19 increase of cases in China: update on the current situation and the need 
for close monitoring 

 EMA presented information collected through the Medicine Shortages SPOC WP and received 
from industry associations to understand if the surge of cases of COVID-19 in China, 
including possible export restrictions, can have an impact on the availability of medicinal 
products in the EU/EEA. 

Based on current knowledge it was agreed that no coordinated actions at EU level are 
needed, but given that the situation can evolve quickly, it was agreed to continue 
monitoring closely the situation. 

5.  Communication activities 

 EMA gave an overview of the already undertaken and planned communication activities 
including lines to taken shared with competent authorities in relation to shortages of 
antibiotics and general lines to take on shortages of medicines. 

EMA also presented already undertaken and planned communication activities on COVID-19, 
including the EMA workshop on myocarditis following vaccination with mRNA vaccines 
scheduled on 16 January. 

6.  AOB 

Next meeting: 26 January 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). 


