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Minutes – Ad-hoc Meeting of the Executive Steering 
Group on Shortages and Safety of Medicinal Products 
(MSSG) 
25 July 2022, from 15:00 to 16:00 (CEST), WebEx 

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

Item Topics Responsible 

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, 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.  

It was proposed and agreed to address point 3 first due to availability of 
presenters, and the agenda was adopted. 

Co-Chairs 

2.  AOB 

(Relevant updates on COVID-19 vaccines and therapeutics, ETF 
discussions) 

An update was provided on the current status of the COVID-19 adaptive 
vaccines under review. Formal review of the bivalent Pzifer-BioNTech and 
Moderna vaccines indicated as boosters for people over 12 years of age 
has begun, with opinion anticipated at an extraordinary CHMP meeting 
scheduled for 1st September 2022. These bivalent vaccines include both 
the original ancestral strain and the omicron BA1 strain. 

EMA has also agreed to review the Pfizer ancestral strain plus omicron 
BA4/5 strain bivalent vaccine, with opinion targeted for the second half of 
September. This submission will extrapolate from existing preclinical and 
clinical data from marketed and investigational products containing other 
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strains. Final quality data will only be available for submission at the end 
of August, so 2-3 weeks will be needed for review of that information prior 
to an opinion being possible. 

3.  WHO’s declaration of monkeypox outbreak as Public Health 
Emergency of International Concern (PHEIC): 
• Status update and impact to MSSG 
• Next steps 
This is the first Public Health Emergency of International Concern (PHEIC) 
where MSSG will have to take immediate action. One vaccine is authorised 
for the prevention of monkeypox (Imvanex; EC decision 22 July 2022) and 
one therapeutic for the treatment of monkeypox (Tecovirimat).  

In order to include these in a list of critical medicines for this Public Health 
Emergency, a number of steps must be taken. The process will be the 
same as that done for the list of critical medicines for COVID-19, which 
was adopted in June 2022. Firstly, the SPOC WP must agree a draft list of 
critical medicines for this PHE. This list must then be reviewed by the 
Emergency Task Force and finally it must be put for consultation to a 
number of other external stakeholders as per the approved methodology. 
Finally, the list must be formally adopted by the MSSG, and this can be 
done via written procedure. 

Availability of these products was discussed, and DG HERA confirmed that 
100,000 doses of Imvanex vaccine had been made available to the 
member states, with 30,000 doses already distributed to the 9 priority 
member states experiencing the largest number of cases. In addition, a 
joint procurement exercise is being planned to procure additional doses 
next year, and member states have been asked to provide demand 
estimates to HERA to facilitate this.  A call for tender will also be issued for 
tecovirimat shortly, however so far demand for this from member states 
has been relatively low. 

In addition, since the current Emergency Task Force (ETF) has already 
been monitoring and advising in the Monkeypox crisis, it was noted that 
the composition of the Emergency Task Force may need to be amended in 
order to address the Monkeypox PHE. This requires a Management Board 
decision to formalise the extension of the scope of the existing COVID-19 
ETF with any additional expertise to address Monkeypox specificities. 

Next steps:  

• SPOC WP tasked to draft list of critical medicines for Monkeypox PHE 

• ETF to review draft list of critical medicines for this PHE 

• Parallel external consultation of list with predefined stakeholders 
(EMA's Patients' and Consumers' Working Party and Healthcare 
Professionals' Working Party, plus EU Industry Trade Associations) 

Emer Cooke 
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• MSSG to adopt the list of critical medicines for Monkeypox PHE (by 
written procedure) 

• EMA secretariat to circulate to MSSG members the timetable 
summarising the various steps (and planned timelines) for the MSSG 
written adoption of the list of critical medicines for Monkeypox PHE. 

 

Next meetings:  

• TBC, 29 August 2022 

• 14 September 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). 

 


