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Monday, 09 December 2021, 2:00 pm (meeting held remotely) 

Report of the Authority 

 

Chair Mr M. Donnelly 

Present Mr B. Jones, Prof E. Keane, Dr P. Kilbane, Prof S. O’Kane*, Prof R. Reilly, Dr J. 

Collins, Mr D. Holohan, Dr D. Quinlan 

In attendance Dr L. Nolan, Chief Executive (CE), Dr C. Fisher Director of Quality, Scientific 

Affairs and Communication*, Ms A. Barsch Diest, Quality Manager, OEQ*, 

Ms R. Purcell, Deputy Chief Executive* 

Apologies  

Secretary Ms. A, McGowan, Corporate Affairs Manager (Acting) 

*attended for part of meeting 

 

1 Declarations of interest/ Conflicts of Interest  

Prof S. O’Kane noted her conflict as per the annual declarations received. 

Dr J Collins noted a new conflict which has arisen since the last meeting. 

 

2 Matters arising  

 

Medical device discussion  

The Chair updated that the medical device discussion had been postponed until March 2022.  

 

Climate Action bill  

The HPRA’s Energy and Sustainability team will provided a briefing on the work completed and 

planned for 2021 / 2022. 

 

3 Authority report 

 

The report of the meeting of 15 November 2021 was adopted. 

 

4 Health and Safety Update  

 

There was nothing to report. 

 

5 HPRA updates (Changes to legislation, competencies, ToR, Code of Conduct etc.) 

 

There was nothing to report. 

 

6 Chief Executive update  

 

Specific points discussed included:  

 

HPRA business - Graduate award programme 

The HPRA won the “Graduate Recruitment Training Programme of the Year” at the HR Leadership 

& Management Awards 2021. It was noted that the HPRA engage in outreach to career offices 

within Higher Institutions ahead of recruitment for the Graduate Programme annually. The 

Authority congratulated the HPRA staff and particularly the HR team, on achieving the award. 
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HPRA business - Media Coverage 

The Authority congratulated the HPRA on the coverage and representation of the organisation 

throughout the year as a result of the HPRA’s COVID-19 related work. 

 

Public Health - Sodium Valproate 

The outcome of a national research survey led by the Royal College of Surgeons Ireland (RCSI) 

and the HPRA and other qualitative research assessing healthcare professional and patient 

awareness of pregnancy prevention programmes, were discussed. A further Drug Safety 

Newsletter is planned to again raise awareness amongst health care professionals and to highlight 

recent product information updates across a range of medicines indicated for the treatment of 

epilepsy and concerning use in women of child-bearing potential and pregnancy.  

 

Action: HPRA Secretariat to recirculate summary report of national research survey in relation to 

Sodium Valproate and the pregnancy prevention programme. 

 

EU and International Developments -European fee revision 

Following a 4 year process, the European Commission have issued a proposal for a cost based fee 

model. The European Commission proposal requires a legislative proposal so there will be further 

negotiations through the Council working party meetings. The HPRA is leading on behalf of the 

Heads of Medicines Network in responding to the proposals.  

 

EU and International Developments - Brexit 

An update was provided on the expected announcement by the European Commission of its legal 

proposal to protect medicine supply to smaller markets post Brexit. It was noted that these 

proposals do not currently include veterinary medicines. The HPRA are continuing to advocate for 

the inclusion of veterinary medicines both at European level and nationally with the Department 

of Agriculture, Food and the Marine and other stakeholders.  

 

7 COVID-19 update  

 

Omicron Variant 

In November a new variant of the COVID-19 virus, the Omicron variant was designated a variant 

of concern (VOC) by the WHO. A high level overview of ongoing research regarding the potential 

implications of this new variant on the efficacy of currently authorised COVID-19 vaccines, 

therapeutics and diagnostics was presented. The results of ongoing research will inform future 

regulatory and public health responses. 

 

Therapeutics and Vaccines 

 

An update was provided on additional COVID-19 vaccine candidates and the ongoing status of 

their evaluations.   

 

Boosting Strategies 

The EMA and European Centre for Disease Prevention and Control (ECDC) have published a joint 

reflection paper on heterologous boosting strategies. Evidence indicates there is merit in 

heterologous boosting strategies and certain sequences of boosting strategies are more effective 

than others. The various COVID-19 vaccine’s Summary of Product Characteristics (SPCs) are to be 
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updated to remove the statement that there is limited information on the interchangeability of 

vaccines and that heterologous boosting is not recommended. SPCs will also be updated in 

relation to use during pregnancies to reflect the information available from observational studies. 

 

Action: HPRA Secretary to circulate the reflection paper on heterologous boosting strategies to 

Authority members. 

 

Vaccination in Pregnancy 

Data has been requested from the HSE regarding the uptake rate of vaccination in pregnant 

women. The vaccination uptake rate is not uniform across the country which may indicate local 

barriers. A query was raised regarding what contribution the HPRA can make to increase the 

vaccinate rates in pregnant women. It was noted that as a health product regulator the HPRA is 

not positioned to provide clinical advice but it will continue to provide vaccine product 

information to contribute to and support the HSE and other information providers in encouraging 

pregnant women to get vaccinated and is committed to continuing to do so. 

 

Vaccine Monitoring 

A discussion was had on the resourcing requirements in relation to the COVID-19 vaccines in light 

of the booster campaign and vaccination campaign for paediatric patients. The HPRA increased 

the headcount in the Human Product Monitoring department and made provisions in the budgets 

for 2022. The service planning has been revised to reflect additional report volumes during Q1 

2022. The situation will be monitored closely. Additional budget may be required in 2022 but the 

current situation appears to be sufficient.  

 

The Authority commended the HPRA and particularly the teams who have been involved in the 

COVID-19 work across the pandemic to date. 

 

Lagevrio (Molnupiravir) 

The final results of the Merck MOVe-OUT clinical trial have indicated a reduction in efficacy from 

those shown in the interim results. The FDA’s Antimicrobial Drugs Advisory Committee recently 

convened and recommended Lagevrio for an emergency use authorisation (EUA) in the US. The 

FDA review leading to a final conclusion is still ongoing. The EMA’s assessment of the product is 

also on-going. 

 

8 Authority Vacancies 2022 

 

Dr E. Keane’s tenure is due to end in Q2 2022. The Department of Health has started the process 

with the HPRA in terms of succession planning. The importance of reflecting on the experience of 

the last two years and to identify required additional skills was noted. This Authority Vacancy will 

be on the agenda of the annual governance meeting with the Department.  

 

Action: The Chair and the Chief Executive will meet in January to discuss the requirements for the 

vacancy. 

 

9 HPRA Service Plan 2022 

 

The Authority were presented with the draft HPRA Service Plan 2022. It was noted that the service 

plan is structured to align with the Strategic Plan. The focus is on creating actions focused on 
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strategic development rather than business as usual. The Authority complimented the cohesive 

nature of the plan, particularly the links from the actions and deliverables in the service plan to 

each department and into staff development plans and annual goals. The approach to service 

planning allows for increased clarity and transparency across departments, with approximately 

30% of the actions requiring collaboration between departments. At management level, the 

review and monitoring of the plan is scheduled for every 3 months. 

 

Clarification was sought on the reliance on funding received by the HPRA from the Department 

of Health. The HPRA are majority self-funded with funding received for specific projects including 

medicines shortages and additional funding for the new clinical trial regulations.  

 

Decision: The Authority approved the HPRA Service Plan for 2022.  

 

Action: The Chair proposed adding a focused session on the strategic goals, starting with strategic 

goal 4 enabling innovation and relative timeframes, as an item to future Authority agenda. 

 

10 HPRA Budgets 2022 

 

The Deputy Chief Executive presented the budgets for 2022, which were recommended to the 

Authority by the Audit and Risk Committee. The detailed budgets of the HPRA were reviewed and 

following a discussion were approved by the Authority.  

 

Decision: The 2022 budget was approved by the Authority. 

 

Action: A detailed training session on the Balance sheet was requested to be scheduled during 

2022. 

 

11 Corporate Giving and the HPRA 

 

An overview of the HPRA’s position in relation to corporate giving was presented. The fees and 

exchequer funding received by the HPRA reflect the specific functions of the organisation, and 

therefore it would not be appropriate to have a policy of corporate giving.  

 

12 Authority Reports for Publication – June & September 2021 

 

The Authority approved the publication of the Authority reports for June and September 2021 on 

the HPRA website. It was clarified that the procedure for publication is normally one meeting 

behind the most recent meeting. The Authority, while recognising that some items discussed at 

Authority meetings are confidential, expressed their support for ensuring that the reports are as 

transparent as possible  

 

13 Authority matters 

 

2022 Authority Meeting Dates  

The Authority dates were confirmed as they were agreed via written procedures. The next meeting 

date will be organised as a remote meeting due to the current public health advice. 
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Housekeeping Issues {SharePoint; Email Use} 

The IT equipment has been received in the HPRA and will be distributed to Authority members in 

January. A training session on the use of HPRA emails and SharePoint will be organised for 

January. The new infrastructure will enable a revision of current meeting preparation procedures 

and allow Authority members more time to review briefing papers prior to the meetings.  

 

14 Finance  

 

Management Accounts: October 2021 – were noted by the members.  

 

15 Committees  

 

Item Statutory 

Committee 

Last 

Meeting 

Date 

Updates 

15.1 Audit and Risk 

Committee (ARC)   

03/12/2021 

 

An overview was provided of the December 3rd meeting 

of Dec 3rd. Highlights from the meeting included the 

approval of the 2022 budgets and that C&AG attended 

the meeting to discuss the audit findings. The members 

of the ARC reviewed the performance of the ARC in 2021 

and an update will be given at the January Authority 

meeting.  

 

It was proposed to appoint David Holohan as the Chair of 

the ARC Committee, following the completion of the 

current Chair’s term as an Authority member in Q2 2022. 

The Authority approved the appointment. 

15.2 Advisory Committee 

Veterinary 

Medicines (ACVM)  

None since 

last 

meeting 

Nothing to report.   

15.3 Advisory Committee 

Human Medicines 

(ACHM)  

None since 

last 

meeting 

Nothing to report.   

15.4 Advisory Committee 

Medical Devices 

(ACMD) 

None since 

last 

meeting  

Nothing to report.   

  

16 Licensing activities 

The Authority noted the tables specifying the authorisations approved by the Management 

Committee during the period 06/11/2021 to 03/12/2021.   


