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Minutes of the Meeting – APPROVED 
Date: 25th February 2025 

Location: Zoom videoconferencing  
 

HRCDC Attendance: 
Brigid McManus  
Alyson Bailey 
Sheelah Connolly 
Simon Furney 
Aideen Hartney 
Zubair Kabir 
Dan Rea 
Mary Tumelty 
John Woods 
Susan Smith  
Paul Stynes 
Brid Burke (Secretariat) 
Jonny Barrett (Secretariat) 
Caroline Byrne (Secretariat) 
 

Quorum for Decisions  
YES  
 

 

New Amendments - For Consideration 
Applicant: Prof Alistair Nichol 

Ref No.: 20-024-AF1/AMD2 

Title: GenOMMIC study 

 

 

New Applications – For consideration 
Applicant: Prof Clíona Ní Cheallaigh & Dr Paul Kavanagh 

Ref No.: 24-009-AF1 

Title: INCLUDE 

 

 

Applicant: Dr Eric Hoste 

Ref No.: 25-001-AF1 

Title: Acute Kidney Injury – Epidemiology in ICU Patients 2 (AKI-EPI 2) 
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Opening 
The Chairperson opened the meeting and welcomed the members. The chairperson also 
welcomed Lea Frey, intern with the Health Research Board, as an observer to the meeting. 

Apologies 
Evelyn Mahon, Kathy Brickell, Cornelius Cooney, Aisling McMahon, Barry Lyons, Patricia 
O’Beirne. 

Disclosure of Interest 

• Susan Smith declared her interest in application 24-009-AF1 and was absent during the 
meeting when this application was considered. 

• Zubair Kabir (ZK) and Sheelah Connolly (SC) also informed the HRCDC that they have 
separately worked with the applicant/researcher named in 24-009-AF1, however they are 
not directly involved in this specfic study. It was the consensus that ZK and SC did not 
need to be absent when this agenda item is considered.  

Minutes of the last meeting  
Draft minutes of 28th January 2025 were circulated in advance of the meeting and were 
approved by the HRCDC.  

Amendments 

Reference ID: 
20-024-AF1/AMD2 

Lead Applicant: 
Prof Alistair Nichol 

Lead Data Controller: 
University College Dublin 

Title: 
Genetics of Mortality in Critical Care (GenOMICC) 

Research Objective:  
See HRCDC Meeting minutes of 4th September 2020 and 4th October 2022.  

Purpose of Amendment: 
This amendment primarily relates to changes to the GenOMICC study for new participants. 

This amendment is requested for the following: 

1. Data Controllership and data processors for prospective participant data: 

• Going forward, each country in the GenOMICC study will, where possible, have their 

own local sponsor/data controller who will own the data/samples from their country. For 

new participants who will be enrolled in Ireland, there is now an Ireland specific 

GenOMICC protocol, with UCD the sponsor and data controller for Ireland; the purpose 
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of the GenOMICC study in Ireland, the study procedures, the consent/assent process 

and data collection remain the same as was described the original application. 

• On the processing of data of these prospective participants from Ireland, the University 

of Edinburgh is now a data processor. St Vincent’s University Hospital and the other 

Irish hospital sites are now data processors. 

• Genseq has also been added as a new data processor for this study in Ireland; they 

are undertaking the genetic analysis of samples of new participants who will be 

enrolled in Ireland. 

 

2. Inclusion of new disease areas and amending Condition 1 attached to AMD1: 

• To include the following additional disease areas for GenOMICC study in Ireland: 

Dengue, RSV, Burns, Extra-corporeal life support. 

• With regards ‘emerging infections’ and ‘critical illness syndromes’, the amendment is 

also requesting that these areas are included.  

 

3. Addition of 8 new hospital sites to the study in Ireland.  

 

4. Extension of the consent declaration to 25 years; original declaration was for 10 years 

after the study concludes.  

 

5. With regards the data that has already been collected under the original declaration, the 

amendment also requests the removal of NHS Lothian as a joint data controller as this 

was an error in the original application. Note; for the data that has already been collected 

and processed under the original consent declaration for GenOMMIC, the University of 

Edinburgh and St Vincent’s University Hospital remain the joint data controllers.  

HRCDC Comments:  
Mary Tumelty was assigned as the Primary Reviewer for this application, with Alyson Bailey 
and Barry Lyons assigned as secondary reviewers.  
The Chairperson requested the primary and secondary reviewers to outline the proposal 
contained in the application and any issues arising; Barry Lyons was unable to attend the 
meeting, and his comments were forwarded to the Secretariat and read out at the meeting. 
There was then a discussion on the application by the HRCDC.  
Following detailed discussions, it was the consensus of the HRCDC that the amendment 
request should be approved.  
 

Public interest case and additional disease areas 

• The HRCDC was of the view that there is a public interest case to include Dengue, RSV, 

Burns and Extra-corporeal life support as new disease areas within the scope of the 

consent declaration for GenoMMIC in Ireland.  

• On ‘emerging infections’ and ‘emerging critical illness syndrome’, the HRCDC discussed 

the condition attached to AMD1 which outlined that these categories were not covered 

and the rationale for this previous decision was noted, including that they were considered 

open-ended categories that were not sufficiently defined.  
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• The HRCDC discussed in detail the Applicant’s further descriptions on what is meant by 

‘emerging infections’ and ‘emerging critical illness syndrome’ and why they request these 

categories to covered by the scope of the consent declaration.   

• On the category of ‘emerging infections’ the Applicant detailed that this would cover 

infections caused by a novel pathogen, variation of a pathogen or re-emergence of a 

known pathogen. The Applicant also outlined that the ability of research to prepare and 

respond to emerging infections as soon as possible, including those of epidemic or 

pandemic potential, are important components of preparedness to reduce such health 

threats. The HRCDC noted this reply and, following discussions, it was the consensus of 

the HRCDC that there is a public interest case in covering ‘emerging infection’ as a 

disease category within the GenOMMIC study in Ireland, subject to the Applicant reporting 

in the Annual Review on the number of patients recruited under this category and the type 

of emerging infection, each year. 

• On ‘emerging critical illness syndrome’, the Applicant outlined three specfic examples of 

diseases/conditions within this category and the HRCDC was of the view that these three 

defined conditions could be covered. However, beyond this, the HRCDC discussed and 

considered that the updated description from the Applicant on what is meant by ‘emerging 

critical illness syndromes’ remained open-ended and undefined, as were the patient 

cohorts to be covered, and a stronger rationale for its inclusion within the scope of the 

consent declaration was not provided, when compared to ‘emerging infections’. Therefore, 

on balance the HRCDC consensus was that the public interest case for covering all 

‘emerging critical illness syndromes’ as a broad category did not significantly outweigh the 

public interest in requiring explicit consent, and the data rights of participants, and 

therefore it should not be covered.  

Data controllers and processors  

• It was discussed that UCD, as the data controller for GenOMMIC Ireland, would be the 

responsible party for reporting requirement to the HRCDC.   

Future research 

• It was noted that the study information leaflets, and proxy assent/consent forms, include 

references and options relating to future research purposes. It was commented that the 

text on future research was not fully clear, with some of the text being very broad. It was 

discussed that it should be clear as possible on what type of future research might be 

undertaken, including in the assent documentation for the proxy, in particular.  

• It was also commented that the consent/assent options on future research should be 

tiered where possible, including tiered, unbundled assent/consent for future studies 

involving commercial companies and research with parties outside of Ireland. It was 

commented that the HSE’s policy on consent in health and social care research should be 

considered by the Applicant in this regard.  

• It was further commented that the consent declaration does not cover the further 

processing of personal/pseudonymised data of the participants for research beyond the 

GenOMMIC study; a new application will need to be submitted for consideration to 

process such data in other research projects.  
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BioSamples 

• It was noted that the biosamples and associated data obtained from the prospective, new 

participants and sent to the data processor Genseq, would be returned to UCD once the 

analysis by Genseq has been completed.  

• In addition, the HRCDC noted that biosamples of existing Irish patients already covered 

under the current consent declaration for GenOMMIC will continue to be stored by 

Edinburgh. It was also noted that biosamples obtained from new participants who will be 

recruited to GenOMMIC may also be stored by Edinburgh. It was commented that it was 

not clear if biosamples obtained from new participants will be returned to Ireland once 

processing by Edinburgh has concluded. It was discussed that this should be considered 

by the Applicant.  

Study information leaflets  

• It was commented that details on withdrawing from the study should be clearly outlined 

and presented in the study information leaflets. Other minor changes to the study 

information leaflets were also recommended.  

HRCDC Decision:  
The amendment covers the following changes relating to new participants who will be 

recruited to the GenOMMIC study in Ireland: 

1. Data controllers/data processors and new sites: 

a. UCD is the data controller  

b. University of Edinburgh is a data processor, including for processing data from 

Ireland in the global analysis/reporting. SVUH is also now a data processor. 

c. Genseq as a new, additional data processor 

d. The addition of the 8 new Irish hospital sites to the study as noted in the 

amendment form 

 

2. Additional disease areas covered by the scope of the declaration: 

a. Dengue, RSV, Burns and Extra-corporeal life support 

b. The inclusion of ‘emerging infections’ as outlined in the amendment request form 

c. The inclusion of the following three specifically defined ‘emerging critical illness 

syndromes’ only: 

i. multisystem inflammatory syndrome temporally associated with COVID-19 

ii. acute disease associated with inhalation of noxious substances or vapours, 

such as "vaping" 

iii. acute disease associated with CAR T-cell therapy 

Important: the amendment request does not extend to other ‘emerging critical illness 

syndromes’ beyond these three defined conditions; please see the note for context below.  

3. Extension of the consent declaration to 25 years.  

 

4. The amendment also includes the removal of NHS Lothian as a joint data controller 

with regards the data already collected/processed under the original consent 

declaration, including AMD1. For the data that has already been collected and 
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processed under the original consent declaration for GenOMMIC, it is noted that the 

University of Edinburgh and St Vincent’s University Hospital remain the joint data 

controllers. 

 

Conditions Attached:  
Condition 1. With regards the ‘emerging infections’ category, it is condition that the data 

controller reports in the Annual Review on the number of patients recruited to this category, 

including the type of emerging infection that is involved. 

HRCDC Recommendations: 
Recommendation 1. It is noted that the study information leaflets and the proxy assent and 

participant consent forms include references and options on future research, however the 

HRCDC commented that this text is not fully clear and, in places, the references to future 

research that may be conducted is very broad in nature, for example: 

- ‘We would like your permission, to store any remaining sample left at the end of the 

study for future use related to this study.’ 

- ‘We do not know for sure what these future studies will be, but they may involve 

genetic analysis, sharing samples with other researchers abroad or commercial 

companies’ 

- ‘Future studies will most likely relate to critical illness’. 

- ‘Pseudo-anonymised information about your friend/relative will be kept for 25 years 

as the stored research data is likely to be of significant value in the future’.  

It is also noted that, as well as the breadth of potential future research, the research also 

involves sensitive participant data (generated from Whole Genome sequencing)  

It is recommended that the Applicant review/amend the study information leaflets to ensure 

that it is clear as possible on what type of future research might be undertaken with regards 

the participant’s GenOMMIC data, including their DNA/genetic data; the Applicant is 

requested to particularly review the proxy documentation. Note: it is the responsibility of the 

data controller/study to ensure that any consent for future research is sufficient, including any 

broad consent for future research. 

Recommendation 2. Further to recommendation 1, the consent/assent options provided to 

the participant or proxy on future research should be tiered and unbundled where possible: 

- Assent/consent for (i) storage and (ii) the future use of data and associated samples 

should be unbundled and separated; this includes the separate option on storage and 

future use of DNA (i.e., options 10 and 12 of the assent/consent forms) 

- Separate specific assent/consent options should also be provided with regards the 

potential sharing of, and use of data and associated samples for future research by (i) 

commercial companies and (ii) researchers abroad.   

Note: in relation to recommendation 1-2 and future use of data/samples, the Applicant should 

consider the requirements of the HSE’s policy on consent in health and social care research. 

Recommendation 3. The Applicant is also requested to consider the following with regards 

the study information leaflets: 
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- The description on withdrawing from the study, specifically the options that will be 

provided to the proxy/participant upon withdrawal, should be better aligned with the 

withdrawal form; this includes that the study information leaflets should note that they 

can request for the data/samples to be deleted. The information outlined on 

withdrawal should also be presented under a separate, distinct heading in the study 

information leaflets.  

- The proxy assent form includes the statement: ‘Do you believe your friend/relative 

would wish to take part in this study?’; however, the accompanying proxy information 

leaflet refers to the participant being included ‘If there is no known objection by your 

relative/friend’. It was commented that this statement in the proxy study information 

leaflet should be reframed more positively to ask whether the relative/friend would 

wish to be included in this study. 

Recommendation 4. It is noted that the biosamples and associated data of existing Irish 

patients already recruited to GenOMMIC and covered under the current consent declaration, 

will continue to be stored by Edinburgh. It was also noted that biosamples and associated 

data obtained from new participants to be recruited may also be stored by Edinburgh. Based 

on the information provided, it was not clear to the HRCDC if the biosamples obtained from 

the new participants will be returned to Ireland once processing by Edinburgh has concluded. 

The Applicant is asked to consider if such biosamples can be returned and stored locally in 

Ireland.  

New Applications  

Reference ID:  
25-001-AF1 

Lead Applicant: 
Dr Eric Hoste 

Lead Data Controller: 
Ghent University Hospital, Belgium 

Title: 
Acute Kidney Injury – Epidemiology in ICU Patients 2 (AKI-EPI 2) 
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Research Objective:  
This study is an international, multi centre, observational research project aimed at 

understanding the occurrence, severity and the outcomes of acute kidney injury (AKI) in 

critically ill patients admitted to intensive care units (ICUs) worldwide. AKI is a common yet 

severe complication that significantly impacts patient outcomes. By collecting and analysing 

data from up to 10,000 patients across diverse global regions, this study seeks to update the 

understanding of AKI’s epidemiology and investigate factors such as the timing of AKI, the 

use of renal replacement therapy (RRT), and the disparities in outcomes based on 

geographical and healthcare system differences. The research will inform better care 

practices and guide future clinical trials focused on AKI in critically ill populations. No 

experimental interventions will be undertaken.  

 

Reason for Declaration:  

The study involves two parts: 

• The processing of data generated from care and treatment of all sequential critically ill 

patients who are newly admitted to ICU after the date the study starts at the Irish site. 

Data up to the first 7-days in ICU, or until ICU discharge will be processed, as will hospital 

outcome data. The recruitment target is 60 patients.  

• For all these patients who survive, the study will collect 3 & 12 month follow-up data (e.g., 

quality of life questionnaires); updated kidney function test results will also be sought from 

the GP.  

Those with and without acute kidney injury (AKI), up to the target of 60 patients, will be 

included in both part 1 and part 2 of the study. The consent declaration is requested as the 

participants will lack decision-making capacity as they are critically ill and have been 

admitted to ICU. Consent to continue for patients who survive will be sought at the point of 

the patient’s ICU discharge; proxy assent will be sought if the patient lacks decision-making 

capacity at the point of ICU discharge.  

The first 7 days ICU data will be collected by the research study after the 7-day ICU period 

has passed; this data will be collected in the days or weeks following the patient’s first 7-day 

ICU period as it is subject to the resources available; the patient may still be in the ICU or 

may have been discharged from ICU when this data is collected.  

 

HRCDC Comments:  
Zubair Kabir was assigned as the Primary Reviewer for this application, with Paul Stynes and 
Dan Rea assigned as secondary reviewers.  
The Chairperson requested the primary and secondary reviewers to outline the proposal 
contained in the application and any issues arising. There was then a discussion on the 
application by the HRCDC. 
Following detailed discussions, it was the consensus of the HRCDC that a Consent 
Declaration, should be made, subject to conditions attached 
 

Public interest case:  

• The HRCDC discussed the study activities, and it was noted that the study is examining 

an important clinical area where there have been significant developments in practice in 

recent years. It was also commented that the study is generally low risk, involving no 

research intervention or collection of additional data over and above standard care or 
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treatment. Based on the information provided, it was the view of the HRCDC that there is 

a strong public interest case in this research. 

 

Follow-up data:  

• It was noted that some follow-up data for surviving patients will also be requested from the 

patient’s GP, specifically updated patient blood results, where available. The HRCDC 

commented that additional details on what follow-up data will be collected from GPs, the 

process in place to inform GPs about this study and how such follow-up data will be 

securely transferred was not provided by the Applicant.  

• The HRCDC was of the view that a clear and consistent process for approaching and 

informing GPs about this study and for the secure transfer of data needs to be in place 

prior to seeking follow-up data from the GPs. It was also discussed that follow-up data 

from the GP that is covered by the consent declaration is limited to the updated kidney 

function blood tests.  

• The HRCDC further commented that it should be clear in the PILs that data will be 

collected from GPs from both AKI and non-AKI patients, where applicable, and a specific 

assent/consent option requesting permission to collect and use this GP data for this study 

should be included.   

 

Study information leaflet:  

• The HRCDC noted the Applicant’s response that the consent declaration is requested for 

10 years, although the data will be irrevocably anonymised as soon as possible. Further, it 

was also noted that the DPIA references that the anonymised dataset will be held by 

Ghent University Hospital for future research purposes; while anonymised data falls 

outside the GDPR and Health Research Regulations, it was commented that the study 

information leaflets should outline that anonymised data will be held by the data controller 

for future research.    

• The Applicant’s responses to the HRCDC outlines that if a participant is withdrawn, their 

data will no longer be collected for the study and permission will be sought to continue to 

process the data already collected; if permission for this is not provided by the proxy or 

participant then the data that has been collected will be fully deleted, except for where the 

data is already published. The HRCDC noted that the study information leaflets for the 

proxy and the participant do not provide this detail and therefore they should be amended.  

 

Other:  

• The HRCDC commented that data agreements and arrangements need to be in place 

prior to data processing and data transfer commencing, this includes agreements with 

GPs if they provide follow-up kidney function blood result data.  

• It was noted that the DPIA referenced that notices about this study should be provided in 

the hospital ICU areas; the Applicant’s replies confirmed that these notices were in 

development.   

• It was queried if proxy assent/consent for surviving patients will be requested for both the 

ICU/hospital outcome data and the 3- and 12-month follow-up data. The Secretariat 
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highlighted the Applicant’s reply that proxy assent/consent will be sought for both parts of 

this study.  

• The applicant had inadvertently omitted reference to the follow up activity in the original 

study information leaflets that were submitted. The documents reviewed at the meeting 

were the updated version of the PILS but are subject to REC approval for this addition.   

• If the participant is withdrawn and the study wishes to continue to process the data 

already collected, permission for this needs to be obtained from the proxy or participant.  

• The HRCDC commented that the information provided by the Applicant on elements of 

the study such as the consent/assent process, process with GPs and when the 

declaration is required e.g., when data processing will commence for the study, was 

difficult to understand and required a lot of supplementary questions, from the Secretariat.  

It is ideal that the application form would have this information, without requiring the 

supplementary information and this would make the process significantly easier for the 

Committee, in the future.   

 

HRCDC Decision:  
The consensus of the HRCDC was that a Consent Declaration should be made, subject to 

conditions attached 

 

Duration of Declaration:  
The consent declaration is made until 28th February 2035, or until the personal data is 

deleted or fully anonymised, whichever occurs first. 

 

Conditions Attached:  
Condition 1. The necessary data agreements and arrangements (i.e., data sharing 

agreements, data controller to data processor agreements etc.) must be in place prior to data 

processing and data transfer commencing, this includes relevant data agreements with GPs 

if they provide follow-up kidney function blood results.  

Condition 2. The Applicant originally submitted study information leaflets in advance of the 

HRCDC meeting that did not reference the follow-up data collection and processing. Draft 

updated study information leaflets, that included highlighted changes for additional text on 

the 3- and 12-month follow-up and GP data, were later submitted and were reviewed by the 

HRCDC; however these documents were pending REC approval. To ensure that proxy 

assent/consent to continue is obtained for surviving patients for both parts of this study, as 

was confirmed by the Applicant in their replies to the HRCDC, the updated information 

leaflets submitted must be approved by the relevant research ethics committee prior to the 

study commencing. 

Condition 3.  

- A clear and consistent process for approaching and informing GPs about this study and 

that they may be requested to provide updated blood results of their patient must be in 

place. There must also be secure transfer process in place to forward the follow-up data 

form the GP to the AKI-EPI 2 study.  

- It should be made clear in the study information leaflets that follow-up data will be 

collected from GPs with regards both AKI and non-AKI patients, where applicable. In 
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addition, a specific yes/no option to collect and use this GP data for this study should be 

included in the proxy assent and participant consent forms.  

Condition 4. With regards the study information leaflets, the Applicant is also required to 

address the following prior to the study commencing:  

- The DPIA references that the anonymised dataset will be held by Ghent University 

Hospital for future research purposes; while anonymised data falls outside the GDPR and 

Health Research Regulations, the study information leaflets for the proxy and the 

participant must clearly outline that anonymised data will be held by this data controller for 

future research.    

- The Applicant’s responses to the HRCDC outlines that if a participant is withdrawn, new 

data will no longer be collected for the study, and permission will be sought to continue to 

process the data already collected; if permission for this is not provided by the proxy or 

participant then the data already collected will be fully deleted, except for where the data 

is already published. The study information leaflets for the proxy and participants must 

provide clear and consistent informaiton on this matter.  If the participant is withdrawn and 

the study wishes to continue to process the data already collected, then permission for 

this needs to be obtained from the proxy or participant and appropriately recorded.  

 

Reference ID:  
24-009-AF1 

Lead Applicant: 
Prof Clíona Ní Cheallaigh & Dr Paul Kavanagh 

Lead Data Controller: 
Health Intelligence Unit, HSE & St James’s Hospital Dublin 

Title: 
INCLUDE: Integrating National Repositories for the Cooperation Linkage and Understanding 

of a Data Driven approach to the needs of Excluded people 

Research Objective:  

It is known that social exclusion, such as that experienced by homeless people, people with 

substance use disorders, prisoners and certain minorities (Travellers, aboriginal people) has 

a profound effect on health. We know that people in these frequently overlapping groups 

often have experienced severe psychological trauma in childhood and/or adulthood, and that 

this affects their mental health and behaviour. They have more chronic illnesses and a much 

shorter life expectancy than others and frequently have contact with multiple health and 

social care services across their life-span. In Ireland at present, there is no method of 

identifying people who are socially excluded in national-level health databases and therefore 

we are not able to track their use of health and social services. This study will create a 

database unifying many different sources that will enable the researchers to identify people 

who are socially excluded and see where services should be targeted to improve their health 

outcomes. 
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Reason for Declaration:  

The study will be analysing existing datasets from the period 2010-2019 retrospectively and 

the number of individuals in the dataset is estimated at 100,000-140,000. The population 

group of interest in this study is also inherently transient and often do not have longstanding 

contact information (e.g. regular phone number and/or address) so it is considered 

impractical to attempt to contact people and request their consent to take part. The consent 

declaration is therefore requested to process the personal/pseudonymised data obtained 

from defined datasets without the explicit consent of the participants for the purpose of the 

INCLUDE study.  

 

HRCDC Comments:  
Aideen Hartney was assigned as the Primary Reviewer for this application, with John Woods 

and Patricia O’Beirne assigned as secondary reviewers; Patricia O’Beirne was unable to 

attend the meeting.  

The Chairperson requested the primary and secondary reviewer to outline the proposal 

contained in the application and any issues arising. There was then a discussion on the 

application by the HRCDC. 

Following detailed discussions, it was the consensus of the HRCDC that a Consent 

Declaration, subject to conditions attached, should be made. 

 

Public interest case:  

• The HRCDC discussed the aims and objectives of the study and was of the view that 

there is a strong public interest case and that it would not be practicable to obtain consent 

for this study. It was also discussed that there is a public interest case with regards 

examining methods for linking participant data across different data sets and this will 

enable the researchers to identify people who are socially excluded and identify where 

services should be targeted.  

 

Scope of the consent declaration:  

• The HRCDC noted different cohorts who could be considered socially excluded groups. 

The non-hospital health datasets to be used in the study were limited to the HSE Central 

Treatment List, PASS data from the Dublin Regional Homeless executive and data from 

the Irish Prison Service. It was therefore discussed that the scope of the declaration is 

limited to processing the personal data from these specfic dataset sources and to the 

HIPE data from St James’s Hospital and the Mater Hospital only. It was commented that 

the scope of the consent declaration made for INCLUDE should be clearly outlined.   

 

Transparency measures:  

• The Applicant had submitted a copy of study poster and a screenshot of the proposed 

study website. It was noted that the poster provides information on who to contact if an 

individual thinks they may be included in this study and if they want more informaiton or if 

they wish to withdraw. However, it was noted that the website does not outline that an 

individual can contact the study if they want to withdraw; this should be addressed.  

• It was also discussed that the study could explore if additional transparency measures 

could be implemented, including dissemination of information via the Irish Prison Service 



 

 

Meeting date: 25th February 2025  Page 13 of 14 
 

or Probation Service in particular, as well as disseminating posters in locations that 

participants may be attending such as clinics and/or homeless services. It was further 

commented that transparency measures should be clear on the data sources used in this 

study, including via the study posters.  

 

Other:  

• It was commented that data agreements and arrangements need to be in place prior to 

data processing and data transfer commencing, this includes agreements with the 

providers of the data.  

• The Applicant should submit the outstanding data controller signature and DPO feedback 

from St James’s Hospital.  

 

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 31st March 2028, or until the personal data is deleted 

or fully anonymised, whichever occurs first. 

 

Conditions Attached:  
Condition 1. It was noted that the study poster submitted to the HRCDC provides 

information on who to contact if an individual thinks they may be included in this study and if 

they want more informaiton or if they wish to withdraw. However, it was noted that the 

website does not outline that an individual can contact the study if they want to withdraw; this 

difference should be addressed and transparency measures implemented prior to the study 

commencing so that participants may have adequate time to withdraw from the study before 

withdrawal is no longer possible.  

Condition 2. The necessary data agreements and arrangements need to be in place prior to 

data processing and data transfer commencing, this includes data agreements with the 

providers of the data for this study. 

Condition 3.  The Applicant should explore if additional transparency measures could be 

implemented, including dissemination of information via the Irish Prison Service or Probation 

Service in particular, as well as disseminating posters in locations that participants may be 

attending such as clinics and homeless services. More generally, transparency measures 

should be clear on the data sources to be used in this study and how to withdraw from the 

study. 

HRCDC Annual Activities Report 2024 
The HRCDC were provided with a final draft of the text for the Annual Activities report for 

2024 and it was approved by the Committee. It was noted that the report with its final layout 

and design will be circulated to the HRCDC when available. The Chairperson and the 
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committee members also thanked the Secretariat for their work during the year that is 

reflected in the report.  

HRCDC Topics for Discussions - continued from January meeting 
There was insufficient time at the meeting to discuss this agenda item and it will be 

discussed at next available meeting.  

Annual Reviews 
The Secretariat has received 6 annual reviews in advance of the meeting which were 
deemed satisfactory: 
- Ref ID: 23-023-AF1 (STEPCARE) 
- Ref ID: 23-013-AF1 (The Prevalence of Primary Tauopathies in Ireland; a Clinically- 

Defined Population Study in the Province of Leinster) 
- Ref ID: 19-075-AF2 (Galway Cancer Biobank) 
- Ref ID: 20-036-AF1 (EPO-TRAUMA) 
- Ref ID: 22-013-AF1 (Maximising equity and accessibility of acute stroke care pathways 

in Ireland (Part C): Patient outcome and experience) – declaration no longer required.  
- Ref ID: 20-027-AF1 (Immune Dysfunction in Acute Brain Injury) 

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

Committee Feedback on Primary and Secondary Review Pilot  
It was agreed to continue the process of primary and secondary reviewers at the next 

meeting.  

Any Other Business 
Today was the final HRCDC meeting for Committee members Alyson Bailey, Dan Rea, 

Kathy Brickell, Sheelah Connolly, Simon Furney and Zubair Kabir, as their second term on 

the HRCDC will conclude in early March. The Chairperson acknowledged and thanked them 

their engagement as Committee members since the HRCDC was established in 2019, noting 

the volume of work they have undertaken and their time commitments, including during the 

COVID-19 pandemic. The Chairperson acknowledged the important contribution of these 

inaugural members of the HRCDC to the development of the HRCDC’s processes and the 

overall collegiate operations and culture that has developed within the Committee. The 

Chairperson, the Secretariat and the other HRCDC members wished them the best for the 

future.  

 

  
The Chair closed the meeting 
 


