Freedom of Information requests

HPRA

An tUdarés Rialéla Tairgi Slainte
Health Products Regulatory Authority

Disclosure log July to December 2025 - Non-personal information only

JULY

Reference request Request category Summary of request
number

FOI 25/07/001 Interested 8 August 2025 Refused A request for records in relation to the Al Act in Ireland.
business group
FOI 25/07/002 Journalist 30 July 2025 Part granted A request for correspondence between Chair of the Authority and the
Minister for Health and correspondence between the CEO of the HPRA
and the Secretary General of the Department of Health.
FOI 25/07/003 Interested 17 July 2025 Withdrawn A request in relation to Compliance activities.
business group
FOI 25/07/004 MOP 19 August 2025  Granted Request for records in relation to adverse reactions relating to Covid-19
vaccine.
FOI 25/07/005 Interested 29 August 2025  Ongoing OIC appeal  Request for an inspection report.
business group
FOI 25/07/007 Journalist 20 August 2025  Part Granted A request in relation to Irish Fertility clinics.
FOI 25/07/008 MOP 3 September Part Granted A request in relation to detained Botulinum Toxin.

2025




Freedom of Information Requests — Disclosure Log
Reference request | Request category | Decision date Decision made Summary of request

number
FOI 25/07/009 MOP 21 August 2025  Refused A request in relation to Compliance activities under the Medical Devices
Regulation (MDR).

FOI 25/07/010 Interested 30 September Part Granted Request for an inspection report.
business group 2025
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AUGUST
Reference request | Request category | Decision date Decision made Summary of request
number
FOI 25/08/001 Interested 29 September Part Granted A request for records in relation to the formal regulatory classification
business group 2025 procedure under Article 74 of Directive 2001/83/EC, as amended, of all
over the counter products containing codeine.
FOI 25/08/002 Journalist 23 September Part Granted A request for records in relation to the installation of solar panels at the
2025 offices of the HPRA.
FOI 25/08/003 Journalist 3 September Withdrawn by A request in relation to detained Botulinum Toxin.
2025 requester and
Information provided
outside of the FOI Act.
FOI 25/08/004 Journalist 3 September Part Granted A request for copies of the HPRA risk register and internal audit reports.
2025
FOI 25/08/005 MOP 16 September Withdrawn by Request for inspection reports.
2025 requester
FOI 25/08/006 Interested 2 October 2025  Refused Request for records in relation to the application of a medical product.

business group
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SEPTEMBER

Reference request
number

FOI 25/09/002

Request category | Decision date

Interested
business group

3 October 2025

Decision made

Granted

Summary of request

A request for Summary of Product Characteristics (SmPCs) and Patient
Information Leaflets (PILs) for a medicinal product

FOI 25/09/003

MOP

14 October 2025 Granted

A request for records in relation to adverse reactions in relation to all
prescribed medicines containing cannabinoids.

FOI 25/09/004

Interested
business group

14 November
2025

Part Granted

A request for module 2.5 for the marketing applications in relation to
two medicinal product.

FOI 25/09/005

Journalist

6 October 2025

Information provided
outside of the FOI Act

Request for an inspection report and follow-up correspondence.

FOI 25/09/006

Interested
business group

11 November
2025

Part granted

Request for information in relation to the marketing application of a
medical product.

FOI 25/09/007

Interested
business group

9 October 2025

Information provided
outside of the FOI Act

Request in relation to ICT procurement
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OCTOBER
request
number
FOI 25/10/001  Interested 6 October Information provided Re-issue of FOI request FOI 25/02/002
business group 2025 outside of the FOI Act
FOI 25/10/002  Interested 12 December Part Granted A request for records in relation to the formal regulatory classification
business group 2025 procedure under Article 74 of Directive 2001/83/EC, as amended, of all over
the counter products containing codeine.
FOI 25/10/003 MOP 20 October Refused and Request relating to Enforcement activities
2025 Information provided
outside of the FOI Act.
FOI 25/10/004  Interested 25 November  Part Granted Request for an inspection report.
business group 2025
FOI 25/10/005  Interested 20 October Withdrawn Request for information in relation to the marketing application of a medical
business group 2025 product.
FOI 25/10/006 MOP 13 November  Refused A request for an EMA report in relation to a vaccine.
2025
FOI 25/10/007  Journalist 18 November  Granted A request for a list of internal audits.
2025
FOI 25/10/008 Interested 4 November Refused A request in relation to Compliance activities.
business group 2025
FOI 25/10/009 MOP 14 November  Refused Request relating to Enforcement activities

2025
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NOVEMBER

Reference request
number

FOI 25/11/001 Journalist

Request category | Decision date

1 December
2025

Decision made

Part Granted

Summary of request

A request in relation to Al based or software driven medical devices.

FOI 25/11/002 Interested

business group

24 December
2025

Decision Pending at
Time of Publication

Request for records in relation to post marketing and vigilance cases in
relation to five Class lll medical devices.

Interested
business group

FOI 25/11/003

5 January 2026

Decision Pending at
Time of Publication

Request for information in relation to the marketing application of a
medical product.

FOI 25/11/004 Interested

business group

12 December
2025

Part Granted

A request for records in relation to the formal regulatory classification
procedure under Article 74 of Directive 2001/83/EC, as amended, of all
over the counter products containing codeine.

Interested
business group

FOI 25/11/005

24 December
2025

Decision Pending at
Time of Publication

A request in relation to a cosmetic compliance report.
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DECEMBER

Please note that the Freedom of information decisions for this month are pending at time of publication.
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