HPRA

An tUdarés Rialala Tairgi Sléinte
Health Products Regulatory Authority

Report of the Authority

- Wednesday 26 March 2025 at 13.00 (hybrid meeting)

Chair Present In attendance Apologies
Mr M. Donnelly Prof S. O'Kane Dr L. Nolan, Chief Executive Mr D. Holohan
Dr J. Collins Corporate Affairs Manager Mr B. Jones
Dr F. Kiernan Ms R. Purcell,
Deputy CEO*
Prof R. Reilly Ms E. Stuart,

Director of Human Resources
and Development* **

Dr P. Kilbane Dr F. Lonsdale, Director of
Human Products Authorisation
& Registration*

Dr S. Kelly**

- Minutes taken by Ms K. Murphy, Secretary to the Committee
- * Attended for part of the meeting
- ** Attended the meeting remotely

—

WELCOME AND INTRODUCTIONS

The Chair welcomed the members to the Authority meeting.

N

DECLARATIONS OF INTEREST/CONFLICTS OF INTEREST

Prof S. O'Kane, Dr P. Kilbane and Dr J. Collins noted their respective declared interests as per
their annual declarations.

3 REPORT OF THE MEETING 29 JANUARY 2025

The report of the meeting of 29 January 2025 was approved.

H

HEALTH AND SAFETY
There was nothing to report.
5 CHIEF EXECUTIVE'S UPDATE

Specific points discussed included:
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5.1 Availability of estradiol transdermal patches

The shortage of estradiol hormone replacement therapy (HRT) transdermal patches
continues. Active engagement with the marketing authorisation holder (MAH) and the HSE is
ongoing and the HPRA continues to closely monitor the availability of alternative HRT
medicines.

5.2 Hospital sector outreach on MDR and IVDR compliance

As part of ongoing outreach efforts in relation to the MDR and IVDR, the HPRA issued letters
to the hospital sector emphasising the need for increased collaboration. Individual meetings

are also planned to discuss compliance requirements, and an information session will be held
on 22 May.

5.3 Recruitment of Director of Veterinary Sciences

On 27 February 2024, it was announced that Dr Gabriel Beechinor, Director of Veterinary
Sciences, will retire later in the year after 37 years with the organisation. The Authority were
informed of the ongoing plans to recruit a new director.

5.4 EU benchmarking exercises

The HPRA recently underwent two successful EU benchmarking exercises. The first,
undertaken in December 2024, was the Joint Audit Programme (JAP) which audited the
HPRA's inspectorate unit. The second, the Benchmarking of European Medicines Agencies
(BEMA), occurred in March 2025. BEMA aims to identify best practices and areas for
improvement across the European regulatory network. The HPRA received one of the highest
marks in the network, 4.8 out of a possible 5, and the Authority extended its thanks to all
involved in the process.

5.5 HPRA strategy project

The Authority was informed that an initial draft version of the strategic plan 2026-2028 will
be available shortly and will be shared with members for consideration once received.

5.6 EU Al Act

Following discussion with the Department of Enterprise, Trade and Employment it was
confirmed that the HPRA role under the EU Al Act is limited to market surveillance of medical
devices and in vitro diagnostics. This confirmation means the HPRA will not assume any
additional responsibilities outside of its current role. The HPRA is participating in a cross
organisational implementation committee established by the Department.

5.7 National COVID-19 evaluation

An update was provided on the Department of Health's request regarding information
related to the HPRA's role in supporting the national COVID-19 response.
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5.8 Refurbishment

The refurbishment of Kevin O'Malley House to allow for the return of Compliance
colleagues from the neighbouring Alex House has been completed. A meeting-room and
desk booking app is being piloted to assist in facilitating the move.

5.9 Brexit and Windsor Framework

The expiry of the Brexit exemptions and the introduction of the Windsor Framework at end
of December 2024 was noted. No disruption to supply has been reported and the HPRA
continues to work closely with MAHs to consider the long-term impact of the Windsor
framework and to ensure compliance following the expiry of the exemptions.

5.10 Revision of the EU pharmaceutical legislation

The status and potential implementation timeline of the EU pharmaceutical legislation,
which is currently under negotiation at Council was discussed. In response to a query
regarding resourcing requirements to support potential future changes in the regulatory
landscape, it was clarified that resourcing considerations are incorporated into the HPRA
service plan. The Chief Executive confirmed that resourcing would be tabled as a future
agenda item if required.

6 HPRA SERVICE PLAN 2024: OUTTURN

The report on the outturn of the 2024 Service Plan was noted.

7 HPRA STRATEGIC PLAN 2024: OUTTURN

The report on the outturn of year the strategic plan was noted.

8 RISK REGISTER REVIEW: RISK MANAGEMENT REPORT

The Audit and Risk Committee (ARC) reviewed the Risk Register at its meeting of 25 March
2025 and recommended the register to the Authority for approval. One new risk was

identified while the risk score of another, was amended. The Authority approved the risk
register.

9 HPAR UPDATE: CURRENT PRIORITIES

*Dr F. Lonsdale joined the meeting

An update on the Human Products Authorisation and Registration (HPAR) department
strategy refresh was provided to the Authority. HPAR represents the largest department in
the HPRA, and the strategy refresh aims to optimise the departments outputs by ensuring
it has the right resources and tools required to achieve this. As part of the department
overview, a breakdown of its activities and functions was provided as well as the changes

implemented in each area in support of the strategy refresh.

*Dr F. Lonsdale left the meeting
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10 PEOPLE STRATEGY AND CHIEF EXECUTIVE RECRUITMENT PLAN

*Ms E. Stuart joined the meeting

10.1  People Strategy

An update on the people strategy, now in its second year, was provided. The strategy is
comprised of four key pillars; purpose, growth, belonging and wellbeing all of which
support the overall vision and mission of the HPRA. The actions to date under each pillar,
as well as the impact assessments undertaken, were highlighted. Internal assessments
include the HPRA employee experience survey which has stabilised following a 10%
increase in engagement during 2023 and 2024. Externally, the HPRA continues to
participate in the IBEC KeepWell Mark and achieved a mark of excellence in a number of
categories including the newly established categories of inclusion and belonging as well as

talent support and development.

In response to queries regarding the processing of feedback, it was noted that departments
undertake targeted action plans to address any areas for improvement.

10.2 Chief Executive Recruitment Plan

The projected timeline for the new Chief Executive recruitment plan was outlined with the
tenure of the current Chief Executive ending at the start of 2026.

*Ms E. Stuart left the meeting
11 SODIUM VALPROATE
*Ms R. Purcell joined the meeting

An update was provided on the ongoing preparation for the non-statutory inquiry on
sodium valproate.

12 NATIONAL CONCERT HALL GRANT

The Authority approved support for the National Concert Hall programme which provides
music in healthcare settings.

*Ms R. Purcell left the meeting.
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13 COMMITTEE UPDATES

Statutory Committee Last meeting date Updates
Audit and Risk Committee 25 March 2025 A summary paper of the ARC 25 March
(ARC) meeting was provided to members in

advance of the Authority meeting. The
update included the positive outcome of
the latest internal audit conducted by
Mazers in relation to payroll.

The ARC also reviewed and approved the
2025 Corporate Procurement Plan as well
as the Review of Internal Controls 2024
document outlined below.

Advisory Committee N/A N/A
Veterinary Medicines

(ACVM)

Advisory Committee N/A N/A
Medical Devices (ACMD)

Advisory Committee N/A N/A

Human Medicines ACHM)

14 REVIEW OF INTERNAL CONTROLS

The Authority is aware that S.7.5 of the Code of Practice for the Governance of State Bodies
2016 (‘Code') 'Review of Effectiveness of Internal Control' requires it to undertake an annual
review of the effectiveness of internal control systems to ensure that it has considered all
aspects of risk management and internal control for the year under review (2024).

The ARC's annual report to the Authority recorded its satisfaction to the adequacy of the
systems of internal control and risk management for the year ended 31 December 2024.

The Authority reviewed the effectiveness of risk management and internal controls for 2024,
confirmed they operated well and affirmed their adequacy. In relation to this, the Authority
has considered all aspects of risk management and internal control for the year under
review.

15 AOB

The report of the meeting of 27 November 2024 was approved.

16 HPRA UPDATES - CHANGES TO LEGISLATION COMPETENCIES, CODE OF
CONDUCT ETC.

There was nothing to report.
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16.1  Finance accounts - December 2024 and January 2025

The Authority noted the management accounts for December 2024 and January
2025.

17 LICENSING ACTIVITIES - TABLES OF LICENCES APPROVED

The Authority noted the tables provided specifying the authorisations approved by the
HPRA Leadership Team during the period 10/01/2025 to 07/03/2025.
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