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Friday, 18 June 2021, 1:00 pm (meeting held remotely) 

Authority meeting report  

 

 

1 Declarations of Interest / Conflicts of Interest 

There were no interests to declare. 

 

2 Matters Arising 

There was nothing to report. 

 

3 HPRA Updates (such as changes to legislation, competencies and terms of reference) 

A number of changes to legislation were noted including updates to the Medicinal Products 

(Prescription and Control of Supply) SI (to support the COVID-19 vaccine roll out nationally) and 

national regulations implementing the new Medical Device Regulations (MDR) that came into 

effect on 26 May 2021. 

 

4 Future of Working  

A presentation was given by Work Matters on a survey of all staff views on the future of work. This 

outlined the current working model for the HPRA, a future of work roadmap, analysis of 

leadership, manager and staff views, and next steps. The Chief Executive updated on the 

development of a cross organisational project to consider the future of work, including the results 

from the survey. 

 

The Authority considered the presentation and supported the project as outlined by the Chief 

Executive. A further update will be provided as the project progresses. 

   

5 Chief Executive Report   

Specific points discussed included:  

 

Revision of the Medical Device Regulatory Framework: Current State of Play 

The Authority was briefed on the new Medical Device Regulation (MDR) and the new In-Vitro 

Diagnostic Regulation (IVDR). The new MDR is fully applicable since 26 May 2021. The MDR 

originally was due to be implemented in 2020. However, due to the global outbreak of COVID-

19, implementation of the MDR was delayed by one year. The current state of readiness for 

implementation of the MDR and IVDR framework in Europe is under discussion. The importance 

of HPRA’s continued role in strengthening the system was recognised by the Authority.   

 

The Authority will be updated on this item in future meetings.  

 

Public Health: Philips Respironics 

The Chief Executive updated the Authority on a global recall of certain Philips ventilator products 

(namely positive airway pressure devices) due to issues in relation to the polyurethane foam. 

Philips have conducted an investigation and are conducting a precautionary recall. A field safety 
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notice is to be issued by the manufacturer and the HPRA will issue a safety notice. The HPRA is 

collaborating closely with the Health Service Executive (HSE) who are leading on the issue 

nationally. The recall is expected to be announced over the coming weekend. 

 

Steril Milano  

The Authority were briefed on the EU investigation into this sterilisation service provider, based 

in Italy, which has supplied medical device components into hospitals across Europe. 

 

Organisational Developments  

The Authority commended the further developments in the organisation’s approach to Diversity 

& Inclusion including the establishment of a committee. The level of training support provided to 

people managers over recent months and the importance of this in the remote working 

environment was noted. 

 

Succession Planning for Management Committee  

The Chief Executive updated on succession planning, including the appointment of the new 

Director of Human Resources and Change, Ms Elizabeth Stuart, and succession planning for 

upcoming retirements in the executive leadership team. 

 

6 ICT Update 

The Chief Executive updated the Authority on cyber security and the enhanced measures that 

have been undertaken by the organisation in this area over the past 18 months. Steady progress 

has been made with further developments planned under the HPRA ICT digital transformation 

strategy. This remains a high area of focus for the organisation.  

 

The Authority commended the foresight of the work that had been undertaken to date and the 

importance of a continued focus in this area. 

 

7 COVID-19 Update   

The Chief Executive updated on the key developments since the last meeting regarding vaccine 

approvals and safety monitoring. Additional staff have been deployed to the Human Products 

Monitoring department to focus on safety monitoring activities and to address the significant 

workload involved. A number of process improvements to increase efficiency have been 

introduced and training provided. It is an area of high organisational focus at present.  

 

The issue of Rapid Antigen Detection Kits (RADTs) was discussed in detail. This included an 

overview of how the products are considered from a regulatory viewpoint and reflected by the 

HPRA in its guidance on the matter. The Authority considered the HPRA guidance on these tests 

to be fair and appropriate.   

 

8 Department Update: Compliance  

 

The Chief Executive introduced the Director of Compliance, Mr John Lynch, noting his upcoming 

retirement and acknowledging his significant contribution to the organisation during his tenure. 

The Director gave a presentation on the role of the Compliance Department. The presentation 

outlined the changing internal and external environment and the challenges and opportunities in 
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the short to medium term. The Authority congratulated John on his forthcoming retirement and 

his significant contribution to the development of the organisation and its public service remit 

during his tenure. 

 

9 Finance  

Management Accounts: March and April 2021 - were noted by the members.   

 

2020 Financial Statements for approval and adoption 

The Deputy Chief Executive presented the draft financial statements for the year ended 31 

December 2020. The financial statements were adopted subject to final text updates to be 

agreed with C&AG. 

 

Reconciliation between December management accounts and financial statements 

A reconciliation between the financial results contained in the December management accounts 

and the draft financial statements for the year ended 31 December 2020 was noted. 

 

Corporate Procurement Plan for 2021 - Noted by the members, as agreed by the Audit and Risk 

Committee (ARC).  

 

10 Committees 

 

Item Statutory 

Committee 

Last 

Meeting 

Date 

Updates 

11.1 Audit and Risk 

Committee (ARC)   

 

03/06/2021 The ARC Chair provided an update on the recent 

meeting of ARC, including the draft 2020 financial 

statements. 

11.2 Advisory Committee 

Veterinary Medicines 

(ACVM)  

None since 

last meeting.  

Nothing to report.  

11.3 Advisory Committee 

Medical Devices 

(ACMD)  

None since 

last meeting  

Nothing to report.     

11.4 Advisory Committee 

Human Medicines 

(ACHM) 

19/05/2021 The Authority noted the meeting update from the 

ACHM Chair.  

 

11 Licensing Activities 

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

Committee during the period 16/04/2021 to 04/06/2021.   

 

12 AOB 

Authority Appointments update 

The outstanding appointment of two Authority members was noted and is understood to be in 

progress by the Department of Health.  


