HPRA

An tUdarés Rialala Tairgi Sléinte
Health Products Regulatory Authority

Report of the Authority

- Wednesday 27 November 2024 at 10.30 am (hybrid meeting)

Chair Present In attendance Apologies
Mr M. Donnelly ~ Prof S. O'Kane  Dr L. Nolan, Chief Executive*

Dr J. Collins Ms R. Purcell, Deputy Chief Executive*
Dr F. Kiernan Corporate Affairs Manager*
Mr B. Jones* HR External Contractor*

Prof R. Reilly Mr S. d'Art, Director
of ICT and Business Services*

Mr D. Holohan  Dr J.G Beechinor, Director of Veterinary
Sciences*

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
A closed session of the Authority was held attended by members of the Authority only.
2 SUCCESSION PLANNING
The Authority discussed organisational succession planning.
The CE and HR External Contractor joined for this discussion.
3 WELCOME AND INTRODUCTIONS
*Ms R. Purcell, Ms Kiara Murphy and the Corporate Affairs Manager and joined the meeting
The Chair welcomed the newly appointed Authority member, Dr S. Kelly.
4 DECLARATIONS OF INTEREST/CONFLICTS OF INTEREST
Prof S. O'Kane and Dr P. Kilbane noted their respective declared interests as per their annual
declarations. Dr J. Collins noted his newly appointed role as President of the Federation of

Veterinarians of Europe (FEEVA).

5 REPORT OF THE MEETING 25 SEPTEMBER 2024
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The report of the meeting of 25 September 2024 was approved.

6 HEALTH AND SAFETY

There was nothing to report.

7 SODIUM VALPROATE UPDATE

An update on the ongoing work being carried out to prepare for the sodium valproate
inquiry was provided to the Authority. The Chair expressed satisfaction with the progression
of the review by the HPRA and the documentation compiled. A further update will be
provided in January.

*Ms R. Purcell left the meeting

8 CHIEF EXECUTIVES UPDATE

Specific points discussed included:

8.1 Medicines availability

A shortage in relation to the 120mg of Pegasys™, used in the treatment of
myeloproliferative neoplasms, has arisen due to manufacturing issues. While the shortage
is expected to last until next year, the HPRA shortages team has succeeded in securing
supply of the 90mg alternative for patients with critical dependency. Discussions remain

ongoing with the Department of Health in relation to this matter.

An EU shortages monitoring platform is due to go live in February 2025 which will assist
with the management of shortages.

8.2 Sodium valproate and topiramate health system engagement

The Department of Health sodium valproate stakeholder group continues to engage on
sodium valproate and topiramate exposure during pregnancy. The HPRA continues to work
closely with the HSE in relation to updating the annual risk acknowledgement form to
ensure it is more user friendly.

8.3 Cell based therapies

An update was given on the advertisement of cell-based therapies. In addition to national
stakeholders, the HPRA is working closely with the European network of medicines
agencies.

8.4 Unauthorised labelling on AED pads

The Authority was updated on a third-party distributor supplying AED pads using
unauthorised labels. The investigation remains ongoing.
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8.5 Network and Information Security Directive 0383/2022 (NIS2)

Discussions remain ongoing with the Department of Health as to the suitability of a role for
the HPRA under NIS2.

8.6 HPRA Patient Speaker Event 2024

Thanks were extended to the members of the Cancer Trials Ireland's patient consultants
committee for the recent patient speaker event at which members shared their personal
experiences.

8.7 Upcoming benchmarking exercises

The European Joint Audit Programme is planned for the first week in December while the
Benchmarking of European Medicines Agencies is planned for March 2025.

8.8 Department of Health headcount requests

An update was provided in relation to the recent headcount approvals from the Department
of Health. Further approvals are anticipated before the end of the year.

8.9 Brexit exemptions and Windsor Framework

It was noted that the Brexit exemptions given to IE, CY and MT were due to expire on 31
December 2024 and HPRA have contacted all marketing authorisation holders utilising the
exemptions to remind them of their obligation to be in compliance from 1 January 2025. In
relation to the Windsor Framework, engagement remains ongoing with marketing
authorisation holders to ensure that they are in a position to manage the implications from
the Windsor Framework which requires separate packs for the UK and IE. Engagement is
also ongoing to between the HPRA and the Department of Health as well as the European
Commission.

*Ms L. Nolan left the meeting
9 PENSIONS
*Ms L. Nolan re-joined the meeting

The Authority considered the HPRAs pension status, and a subgroup of the Authority will
be created to review this. The HPRA will continue to engage with the Department of Health.

*Dr S. Kelly left the meeting
10 BUDGET 2025
The Deputy Chief Executive presented the budgets for 2025, 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.
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11 20525 SERVICE PLAN

The 2025 Service plan was taken as read and adopted by the Authority.
12 WEBSITE DEVELOPMENT PROJECT

*Mr S. d'Art joined the meeting

An overview of the status of the website development project as well as a demonstration
of the new website was provided.

*Mr B. Jones and Mr S. d'Art left the meeting
13 VETERINARY UPDATE
*Dr J.G. Beechinor joined the meeting

An update was provided on the review of the veterinary business strategy which was
previously discussed by the Authority in May. The creation of a forum to consider issues
such as access to veterinary medicines has been formally agreed with the HPRA and the
Veterinary Council of Ireland. As part of the ongoing review, veterinary colleagues will
continue to monitor the impact of changes in regulations as well as fees on the national
veterinary landscape while also continuing to consider areas of internal growth such as
recruitment. The Veterinary Director extended appreciation to the Authority members for
their support during the review.

*Dr J.G. Beechinor left the meeting
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14 COMMITTEE UPDATES

Statutory Committee
Audit and Risk Committee

Last meeting date
26 November 2024

Updates

An update was provided by the ARC Chair
(ARC) following the meeting on 26
November.

The 2024 ARC annual report was provided
to members.

The signed minutes from the 08 March
ARC meeting were provided to the
Authority.

Advisory Committee 30 October 2024
Veterinary Medicines

(ACVM)

The ACVM Chair provided an update on
the report on the recent meeting of
ACVM.

Advisory Committee 11 November 2024

Medical Devices (ACMD)

The ACMD Chair provided an update on
the report on the recent meeting of
ACMD.

Advisory Committee None since the last
Human Medicines

(ACHM)

N/A

15 AOB

An update was provided in relation to succession planning for the HPRA executive.

16 HPRA UPDATES - CHANGES TO LEGISLATION COMPETENCIES, CODE OF

CONDUCT ETC.

- Veterinary Medicinal Products, Medicated Feed and Fertilisers Regulation Act 2023
(Section 7 - Commencement) Order 2024 (S| 542/ 2024)

- European Union (Resilience of Critical Entities) Regulations 2024 (S| 559/2024)

- Medicinal Products (Prescription and Control of Supply) (Amendment) (No. 5) Regulations

2024 (S1 582/ 2024)

16.1

Finance accounts -August 2024 and September 2024

The Authority noted the management accounts for August and September 2024.

16.2  Authority self-evaluation

The results of the self-evaluation were provided to members and thanks were extended to

members for their engagement with the evaluation.

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 13/ 09/ 2024 to 08/11/2024.
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