HRCDC

Health Research Consent
Declaration Committee

Minutes of the Meeting- APPROVED

Date: Tuesday 24" June 2025

Location: Zoom videoconferencing

HRCDC Attendance:

Brigid McManus

Evelyn Mahon

Aideen Hartney

Mary Tumelty

John Woods

Patricia O’'Beirne

Susan Smith

Aisling McMahon

Sarah Barnes Aabo
Jonathan Briody
Antoinette O’Connor

Jim Blighe

Ross McMullan

Brid Burke (Secretariat)
Jonny Barrett (Secretariat)
Caroline Byrne (Secretariat)

Quorum for Decisions
YES

New Applications — For consideration

Applicant: Edward Gregg

Ref No.: 25-004-AF1/CSO

Title: Impact of diabetes and co-morbidities on health status, economic activity and mortality

Applicant: Dr Katie McFaul

Ref No.: 25-005-AF1

Title: Cork University Hospital Beneficiaries of Temporary Protection Living with HIV Cross-
Sectional Study

Opening

The Chair opened the meeting and welcomed the members.
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Apologies
Paul Stynes, Barbara Clyne, Barry Lyons

Disclosure of Interest

o 25-004-AF1/CSO: Jonathan Briody informed that he works with the Applicant of this
application; however, due to another engagement, Jonathan left the meeting prior to this
application being discussed.

e 23-017-AF1/AMD1: it was noted that Aisling McMahon is involved in this research study;
however, this amendment application was considered and approved by the Chairperson
and is not an amendment for consideration by the HRCDC at today’s meeting.

Minutes of the last meeting

Draft minutes of 29" April 2025 were circulated in advance of the meeting and were approved
by the HRCDC, subject to specfic amendments being made.

Chairperson Approvals

e RefID 23-017-AF1/AMD1 (The PREVENTION Randomized Controlled Trial): The
HRCDC were informed that amendment request 23-017-AF1/AMD1 was approved via the
Chairperson approval process. The amendment covers the addition of three new sites to
this study: Tallaght University Hospital, Mater Misericordiae University Hospital and
Beaumont Hospital.

e RefID 23-012-AF1/AMD1 (Research Use of Diagnostic Genomic Testing Data for
Epilepsy). The HRCDC were informed that amendment request 23-012-AF1/AMD1 was
approved via the Chairperson approval process. The amendment covers the addition of
Cork University Hospital to this study.

e Ref ID 23-003-AF1/AMD1 (The CADY Sub-Study 1). The HRCDC were informed that
amendment request 23-003-AF1/AMD1 was approved via the Chairperson approval
process. The amendment covers the extension of the consent declaration to 315t
December 2032.

Previous applications — response to Condition

Ref ID 24-014-AF1 (AIRWAYS 3): The Applicant submitted a reply with regards Condition 2
that was attached to this consent declaration; the condition related to PPl engagement in
Ireland. Due to the cancellation of the HRCDC May meeting and in the interests of time, the
Applicant's response was circulated to the HRCDC for consideration and feedback requested
in writing. The committee noted, for the record, the approach agreed by written procedure
prior to the meeting.

The outcome was that the HRCDC agreed that Irish specfic PPl engagement does not need
to the completed prior to the commencement of the study; International PPl has been
completed. However, completion of Irish specific PPl remains a condition and a reporting
requirement of the next Annual Review.
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New Applications

Reference ID:
25-004-AF1/CSO

Lead Applicant:
Edward Gregg

Lead Data Controller:
Royal College of Surgeons in Ireland

Title:
Impact of diabetes and co-morbidities on health status, economic activity and morality

Research Objective:

This project aims to analyse the prevalence and impact of co-morbidities in people with
diabetes in Ireland. It will use data from the PCRS, 2016 and 2022 Census, and death
registrations. The study will examine individuals with diabetes from the 2016 Census and
assess their health and economic status over time, using prescription data to determine if
they have, or develop other conditions. The 2016 Census data will help examine the risk
factors for developing other conditions, while the 2022 Census data will assess changes in
self-reported health and economic status. Mortality rates will be calculated rates for people
with diabetes, with and without other conditions. The confidentiality of the people included in
the study will be protected and no data that could be used to identify a specfic person will be
published. The results of the project will be published in an open-access journal, making the
findings freely available.

Reason for Declaration:

The Applicant is seeking to access and process pseudonymised data (research microdata
files) from Health RDC hosted by the Central Statistics Office. As the data being accessed is
pseudonymised data and that it is not feasible to seek consent from individuals whose data is
held by the CSO within the Health RDC, a consent declaration is required.

HRCDC Comments:

The Chairperson requested each HRCDC member to indicate whether a consent declaration
should be made. After discussing the application, and based on the information provided by
the Applicant, it was the consensus of the HRCDC that a Consent Declaration should be
made, subject to conditions attached.

Public interest case:

e The HRCDC discussed the aims and objectives of this study. It was noted that the
researchers are seeking to link and analyse data from the Census and PCRS data within
the CSO Health Research Data Centre’s secure environment; it was queried whether it
would be possible to link an individual's census and prescription data in order to answer
the study’s question.

e Overall, the HRCDC discussed that robust data security measures are put in place by the
CSO and that data minimisation has been considered. It was the view of the HRCDC that
there is a strong public interest case in this research.
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Other:

¢ It was commented that the study had undertaken a good level of public and participant
engagement.

¢ It was also noted and agreed that the declaration will not be in effect until the applicant
has received approval to access the Health RDC from the CSO and that such approval
must also cover the datasets they wish to access within the Health RDC.

HRCDC Decision:
The consensus of the HRCDC was that a Consent Declaration is made, subject to conditions
attached

Duration of Declaration:
The consent declaration is made until 5" December 2028 or until the researchers are no
longer assigned as CSO Officers of Statistics for this study, whichever occurs first.

Conditions Attached:

Condition 1. It is a condition that this consent declaration is not effective until final approval
to access the Health Research Data Centre has been granted by the CSO. In addition, the
approval from the CSO must cover the datasets that the Applicant wishes to process i.e.,
Census, PCRS, death registrations and Health Ireland survey data.

Reference ID:
25-005-AF1

Lead Applicant:
Dr Katie McFaul

Lead Data Controller:
The Health Service Executive

Title:
Cork University Hospital Beneficiaries of Temporary Protection Living with HIV Cross-
Sectional Study

Research Objective:

Since the Russian Invasion of Ukraine in 2022, Ireland has hosted an estimate of over
100,00 beneficiaries of temporary protection (BOTP). A variety of medical specialties have
noted increased subscription to their services, requiring ongoing restructuring of services to
best serve this vulnerable population. This is particularly true of infectious diseases services,
owing to the increased prevalence of a variety of infectious diseases among the Ukrainian
population, including tuberculosis, hepatitis C, hepatitis B, and HIV. As a result of access to
early testing, well-tolerated medications, and outpatient clinics, the majority of people living
with HIV (PLWH) attending Irish HIV services have evidence of suppression of replicating of
their HIV virus (“virally suppressed”, “virological suppression”) and evidence of good immune
function (i.e. exhibiting a high CD4 T lymphocyte count).

By contrast, an increased proportion of patients presenting from Ukraine are not virally
suppressed, have evidence of immunosuppression exhibit a greater burden of co-
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morbidities; through poorer access to testing (and later diagnoses), more-frequent co-
infections, and interruptions to treatment through forced migration. Such patients also exhibit
greater prevalence of resistance-associated mutations (RAMs) in their HIV virus samples
which have the potential to make their virus not treatable by commonly-used antiviral agents,
complicating their care. This has been demonstrated in cohort studies performed in other
host countries. Anecdotally, many Ukrainian beneficiaries of temporary protection living with
HIV (UBOTPLH) in Ireland have little control over where they are deployed for
accommodation. Frequently, their allocated location is in rural areas with limited access to
public transport. This complicates their ability to attend clinics for regular, in-person follow up.
Language barriers are also frequently observed. To date, no such studies have described the
cohort of UBOTPLH in Munster. This study aims to describe the characteristics of the
population of UBOTPLH attending Cork University Hospital’s HIV service. This is expected to
inform health services regarding the increasing complexity clinicians face through increased
attendance in HIV clinics, capture the service utilization (i.e. ED attendances, admissions) of
such patients and difficulties experienced by them in seeking HIV care (distance travelled,
language barrier), in order to explore means of improving their experience and access to
care

Reason for Declaration:

To process personal data (access, collection, analysis, storage) for the purpose of this
specfic study. The Applicant outlines that it is not considered possible or feasible to obtain
consent due to challenges in contacting participants and language barriers.

HRCDC Comments:

The Chairperson requested the primary and secondary reviewers who were assigned to this
application to outline the proposal contained in the application and any issues arising. There
was then a discussion on the application by the HRCDC. It was the consensus of the
HRCDC that a Consent Declaration, should be made, subject to conditions attached.

Public interest case:

e The HRCDC discussed the aims and objectives of this research study and the data
processing activities. It was noted that this is a Cork University Hospital (CUH) led
retrospective chart review study, involving the processing of personal data from medical
records held by CUH.

¢ It was noted that the data controller had considered if this study could fall under the
retrospective chart review amendment exemption provided for in the Health Research
Regulations; the applicant confirmed that, in their view, the study could not apply this
exemption as the assessment of the data protection implications was not deemed
sufficiently low risk, as is required in the Regulations, and therefore a consent declaration
was being sought.

¢ On balance, based on the information provided, it was the view of the HRCDC that there
is a strong public interest case in this study, noting the objective of the study to improve
treatment for this vulnerable group and the potential for wider applications of the study
findings to other situations.

Consent:
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The HRCDC discussed and noted the rationales outlined by the Applicant for why seeking
participant consent is not considered feasible, including that individuals have disengaged
from the clinic or are attending the hospital clinic infrequently. In addition, many in the
cohort live in emergency accommodation and/or often change addresses which makes
correspondence difficult or organise. Language barriers were also cited as another
challenge to obtaining consent.

Public and Patient Involvement:

The HRCDC noted that the study had not undertaken PPI activities, with the Applicant
stating that a patient representative could not be identified. The Applicant also cited
concerns around the stigma attached to HIV and that engaging with individuals would not
be reflective of the majority of this cohort.

Notwithstanding the replies from the Applicant, the HRCDC was of the view that it would
be appropriate and feasible for this study to undertake PPI activities. It was commented
that asking individual participants could provide valuable insights and it would seem from
the applciaiton that there are patients attending the clinic who could be contacted. The
HRCDC also discussed that there are relevant representative groups in Ireland who can
be consulted on different elements of this study.

Transparency measures:

The HRCDC discussed the study poster that will be provided in areas of the Cork
University Hospital clinic. It was noted that the study poster submitted references that
written consent is not required for this research. The poster further includes a statement ‘if
you wish to discuss your consent being withdrawn for this research, please contact...’.
The HRCDC commented that the reference to consent not being required may not be
appropriate and should be reviewed and amended. It was further commented that the
poster needs to explicitly state that participants have the right to request to be withdrawn
from the study, not just to contact the researchers to discuss their withdrawal.

The HRCDC commented that the posters may not be seen by many in this cohort, who
the Applicant states has disengaged from the service or only attend infrequently;
However, the HRCDC acknowledged that implementing effective transparency measures
for this cohort would be difficult. It was therefore discussed that the study should explore
the matter of other transparency measures with relevant PPI representatives, in particular
with regards to the dissemination of the study findings.

The HRCDC also noted that a study leaflet will be made available in the clinic. The
HRCDC discussed that the leaflet should be provided directly by staff to those from the
study cohort who may attend the clinic prior to and during the course of the study.

Other:

The HRCDC considered the data security measures in place as satisfactory.

It was highlighted that provisional research ethics committee (REC) approval has been
obtained for this study. It was discussed that the consent declaration will not be in effect
until full REC approval has been obtained.
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¢ The HRCDC also agreed that there must be a clear process in place to withdraw a
participant form the study, and delete their data, if requested to do so by the participant,
subject to any derogations that may apply.

HRCDC Decision:
The consensus of the HRCDC was that a Consent Declaration is made, subject to conditions
attached

Duration of Declaration:
The consent declaration is made 315t January 2026, or until the personal data is deleted or
fully anonymised, whichever occurs first.

Conditions Attached:

Condition 1. The Applicant must undertake PPl engagement activities to discuss with, and
receive feedback from patients, with regards this specfic study; examples of PPI that could
be considered include engagement with PPI Ignite and/or a small number of potential
participants who are attending the clinic in CUH. Such engagement must commence prior to
the study commencing and the Applicant is to provide an update on this by 30th September
2025. Areas to discuss with the person/people from a patient perspective can include the
poster and other transparency measures, among others.

Condition 2. With regards the study poster, the Applicant is requested to address the

following:

¢ It was noted that the study poster submitted references that written consent is not required
for this research. This reference to consent not being required does not seem appropriate
given that the applicant has decided that the retrospective chart review amendment of the
Health Research Regulations does not apply. This reference should be deleted or
amended, for example by instead referencing, if needed, that a consent declaration has
been made.

e The poster further includes a statement ‘if you wish to discuss your consent being
withdrawn for this research, please contact...’. It is a condition that the poster needs to
explicitly state that participants have the right to request to be withdrawn from the study,
not just to contact the researchers to discuss their withdrawal. The term consent should
also not be used as consent has not been sought for this study.

Further the above and linked to Condition 1, the Applicant should also take on board relevant

feedback on the posters that arises from the PPl engagement.

Condition 3. The consent declaration will not be in effect until full REC approval has been
obtained. The Applicant should submit a copy of the full REC approval to the HRCDC, when
available.

Condition 4. The Applicant should ensure that a clear process is in place to withdraw a
participant form the study, and delete their data, if requested to do so by the participant,
subject to any derogations that may apply.

HRCDC Recommendations:
Recommendation 1. In addition to undertaking PPl engagement as per condition 1, the
Applicant is also asked to consider wider contact and communications with other groups
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such as HIV Ireland and Ukrainian refugee support groups to enhance communications
about the purpose of this study and the dissemination of the study’s findings.

Recommendation 2. Where a potential participant in the study (i.e., those who meet the
study criteria) attends the clinic prior to and during the study, the study leaflet should be
provided directly to the patient during their clinic visit.

Annual Reviews

The Secretariat has received 6 annual reviews in advance of the meeting which were
deemed satisfactory:

Ref ID:
Ref ID:
Ref ID:
Ref ID:
Ref ID:
Ref ID:

24-002-AF1 (BONANZA trial

23-024-AF1 (PRACTICAL study)

19-021-AF1 (National Self Harm Study)

22-001-AF1/CSO (Study of the impact of lifestyle factors on COVID-19 outcomes)
24-005-AF1 (Lung Health Check Pilot)

21-002-AF1 (Mega-Rox)

Activities report and events of interest
The Secretariat circulated a report of it's activities to the HRCDC in advance of the meeting.

Any Other Business
The HRCDC were reminded that the next HRCDC meeting is scheduled for 12th August.

The Chair closed the meeting

Prior to the commencement of the meeting the HRCDC received a presentation from the
Decision Support Service on the Assisted Decision Making (Capacity) Act 2015.
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