HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

Report of the Authority

- 28 May 2025 at 14.30 (online meeting)

Chair Present In attendance Apologies
Mr Michael Mr D. Holohan* Dr L. Nolan, Chief Prof S. O’Kane
Donnelly Executive
Mr B. Jones Ms R. Purcell, Deputy
CEO*
Dr J. Collins* Ms G. Power, Director of
Compliance*
Dr F. Kiernan Operational Excellence
Manager*
Prof R. Reilly Corporate Affairs
Manager
Dr P. Kilbane,
Dr S. Kelly

Minutes taken by Ms K. Murphy, Secretary to the Committee
- * Attended for part of the meeting
** Attended the meeting remotely
1 CLOSED SESSION OF THE AUTHORITY
The Chair welcomed the members to the Authority meeting.

2 WELCOME AND INTRODUCTIONS

Dr P. Kilbane, Dr J. Collins, and Dr F. Kiernan noted their respective declared interests as per their
annual declarations.

3 REPORT OF THE MEETING 26 MARCH 2025
The report of the meeting of 26 March 2025 was approved.

4 HEALTH AND SAFETY
There was nothing to report.
5 CHIEF EXECUTIVES UPDATE

5.1 HIQA report on Children’s Health Ireland (CHI) Temple Street
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The Authority noted the publication of the HIQA report on CHI Temple Street. The HIQA review
arose following the use of non-CE marked metal springs during paediatric spinal surgeries. The
report found that appropriate ethical and regulatory approvals were not in place, and a number
of recommendations were made both in relation to Temple Street as well as the wider health
service. It was noted that the HPRA contributed to the review and, that as part of its
longstanding commitment to promote compliance in this area, it recently hosted an in-person
information day for senior representatives of public, voluntary and private hospitals/health
institutions. The event, on 22 May, highlighted the regulatory requirements associated with
sourcing and using medical devices. Further consideration will be given to hosting similar events
in the future. The Authority Chair noted the involvement of HPRA medical device colleagues in
the review and in promoting the use of CE marked medical devices in health care settings.

5.2 HPRA leadership team - recruitment campaigns

The successful conclusion of the recent campaign for a Director of Veterinary Sciences was
noted.

5.3 NIS2 and EU Al Act

An update was provided on NIS2 and the Authority was informed that the HPRA continues to
work closely with the Department of Enterprise, Trade and Employment on preparations for the
implementation of the EU Al Act.

5.4 Career and capability framework

The ongoing development of the career and capability framework was outlined to the Authority.
It is anticipated that the framework, which will aid the skills and career development of HPRA
colleagues, will be launched in the summer.

5.5 Revision of the EU pharmaceutical legislation

An update was provided on the ongoing review of the EU pharmaceutical legislation.

5.6 Irish Presidency of the European Council 2026

Preparations for the Irish Presidency of the European Council in 2026 remain underway with
further information to be provided to the Authority towards the end of the year. The HPRA's
involvement in the project is anticipated to be a key focus area for the organisation in 2026.
*Ms R. Purcell joined the meeting

5.7 Sodium Valproate

An update was provided on the status of the non-statutory inquiry into Sodium Valproate.
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5.8 Brexit

In relation to the status of veterinary medicines in Ireland following Brexit, the Authority were
informed that on 1 January 2026, the current exemptions for veterinary medicines in Ireland will
expire and medicines must comply in full with the New Veterinary Regulation (NVR). In relation
to Northern Ireland the current position is that the exemptions will also expire and veterinary
medicines will be subject to the Northern Ireland protocol.

6 FINANCIAL STATEMENTS

The Deputy Chief Executive presented the draft financial statements for the year ended 31
December 2024. The Authority was informed that the recent C&AG audit has been completed. It
was noted that the Audit and Risk Committee (ARC) had reviewed the financial statements in
detail and recommended them to the Authority. The Authority adopted the following:

- Final Statements for the Year Ended 31 December 2024

- Reconciliation statement between draft financial statements and December 2024
management accounts

- Statement from the Authority Chair on the Code of Practice for the Governance of State
Bodies for the year ended 31 December 2024

The Authority Chair requested external consultation be sourced in relation to the HPRA's
pensions administration. The finance department will draft an initial tender document with input
from the Authority Chair.

*Ms R. Purcell left the meeting
7 OUTTURN OF THE RENOVATION TO KEVIN O'MALLEY HOUSE MAY 2025

The Authority were informed that the renovation of Kevin O'Malley House was delivered on time
and under budget.

8 COMPLIANCE UPDATE

*Ms G. Power joined the meeting

An update was provided on the Compliance section including the status of key projects and
areas of focus for 2025. The planned review of the structure of the Compliance department,
which is one of the key focus areas for Compliance colleagues in 2025, was outlined. The
importance of the digitalisation of processes, upskilling of colleagues, meeting stakeholder
needs and fostering increased partnerships within the health service were emphasised as
integral cornerstones of the departmental redesign. Other areas of focus for the Compliance
department, such as user requirements for the National Supply Transparency System and the
Critical Medicines Act, were also highlighted.

*Dr J. Collins left the meeting
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In response to a query relating to certain HPRA information resources, it was confirmed that, at
present, these are only delivered in English but that consideration could be given to making
materials more accessible to stakeholders.

*Ms G. Power left the meeting

9 STRATEGIC PLAN UPDATE

*The operations excellence manager joined the meeting

The draft strategic plan was provided to members for review and comment. The strategic pillars,
aims and objectives were highlighted. The proposed amendments to the mission statement as
well as the values were agreed. As part of next steps, it was agreed that the Authority would
engage with the operations manager over the summer to review and, if required, update the
draft. It was also agreed that further supporting information would be shared following the
meeting.

*The operations excellence manager left the meeting

10 QUARTERLY DASHBOARD

The quarterly dashboard, outlining some key performance metrics for the organisation, was

presented to the Authority. Upon further discussion it was agreed that the format would be
reviewed to focus more on strategic trend analysis rather than operational specific information.

11 AUTHORITY SKILLS MATRIX
Owing to time constraints, the Authority Chair requested that the review of the Authority skills

matrix be removed from the agenda. The Authority will consider the matrix during a separate
meeting to be arranged by the secretary.
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12 COMMITTEE UPDATES

Statutory Committee
Audit and Risk Committee 28 May 2025
(ARC)

Last meeting date

Updates
A summary paper of the ARC 28 May
meeting was provided to members in
advance of the Authority meeting. A verbal
update was provided by the ARC Chair
following the meeting on 28 May at which
the ARC reviewed:

- the 2024 financial statements;

- the reconciliation statement between
draft financial statements and
December 2024 management
accounts; and

- the statement from the Authority Chair
on the Code of Practice for the
Governance of State Bodies for the
year ended 31st December 2024.

All were recommended to the Authority.

The signed minutes from the 26
November 2024 ARC meeting were
provided to members.

Advisory Committee 16 April 2025 The ACVM Chair report on the recent

Veterinary Medicines meeting of the ACVM was noted.

(ACVM)

Advisory Committee 26 May 2025 The ACMD Chair report is in draft and will

Medical Devices (ACMD) be provided to members at the next
Authority meeting.

Advisory Committee 09 April 2025 The ACHM Chair report is in draft and will

Human Medicines
(ACHM)

be provided to members at the next
Authority meeting.

*Mr D. Holohan left the meeting
13 AOB

13.1 IBTS 27th Annual Report 2023

The HPRA's 27th annual report to the Minister for Health on the Irish Blood Transfusion Service,
for the year 2023, was provided to the Authority for approval. It was noted that internal capacity
issues had contributed to the delay which had been communicated and agreed with the
Department of Health. In response to comments from Authority members, it was confirmed
that governance steps have been implemented to ensure that future delays are avoided.
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14 ITEMS FOR INFORMATION ONLY

14.1 HPRA updates (Changes to legislation, Competencies, Code of Conduct etc.)

- Updates to terms of reference

At the request of the Authority, it was agreed that the proposed updates to the MGT-P0007
Terms of reference and rules of procedure of the HPRA v20d1 and MGT-P0008 Terms of
reference and rules of procedure of the HPRA Leadership Team v8 would be held pending

further discussion at a future meeting.

- Changes to legislation
There was nothing to report.

14.2  Finance accounts - February and March 2025
The Authority noted the management accounts for February and March 2025.

15 LICENSING ACTIVITIES - TABLES OF LICENCES APPROVED

The Authority noted the tables provided specifying the authorisations approved by the HPRA

Leadership Team during the period 14/03/2025 to 09/05/2025.
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