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• Established in March 2020

• Independent office with statutory role

• Key player in the regulation of health 
research

• Office provides operational support 
to National Research Ethics 
Committees (NRECs)

• NRECs will provide a ‘single national 
ethics opinion’ on applications

• NRECs assembled in prescribed 
areas of health research over time by 
Head of National Office and 
appointed by Minister for Health 

National Office for Research Ethics Committees
A significant change in the clinical research environment







European regulatory developments driving 
changes to clinical research in Ireland

EU Medical Device Regulation

(No. 2017/745)

EU Clinical Trial Regulation

(No. 536/2014)

Harmonise rules for conducting research in 

these important areas throughout the EU

• Improve consistency

• Increase collaboration

• Increase transparency

• Increase safety standard stringency

• Electronic submission & assessment

Implemented

May 2021
Scheduled

Jan 2022

Coordinated national opinion

within 55 days

Single national opinion

within 60 days



Demonstrating best practice in establishing of 
NRECs
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• Similar review format 

across NRECs

• Timeframe for 

responses stipulated 

by European 

Regulations

Day 

1

Day 

2

Day 

14

Day 
20-55*

Indicative timing by way of example, *20-60 for NREC-CT

Application 

Deadline

-

Electronic

-

Application 

Validation

Ethics Focus

-

Secure Online 

Reading Room

-

Review Leads

Virtual

-

Quorum

-

Consensus

Queries / 

Conditions

-

Applicant 

Response

-

Final 

Approval

National Research Ethics Committee – Review 
Process



Local Research Ethics Committees

• Including 32 public health service RECs

• All remits beyond that prescribed for 

NRECs

• Local jurisdiction, locally applicable 

opinions

• Reform pending - HSE Reference RECs 

with potential for multisite decisions

National Research Ethics Committees

• All Clinical Trials of Investigational 

Medicinal Products - NREC-CT

• All Clinical Investigations of Medical 

Devices - NREC-MD

• Independent 

• Single national ethics opinion

• Monitored

• Appeals mechanism

Nationally Endorsed REC

• Ionising radiation

• Working relationship between 

St Luke’s REC & National Office

• Single national ethics opinion

• Model best practice

Mixed-model system - Supporting research ethics 
across the spectrum of health research



Adding a key piece to Ireland’s landscape for 
health research

Skilled & educated

workforce in healthcare 

& research

Strong industry footprint

International visibility 

& strong networks

Healthy R&D investment

Supporting infrastructures

for health research

Engaged & 

proactive PPI 

NREC



Enabling a trusted national ethics opinion

THANK YOU
Visit us and subscribe to updates at www.nrecoffice.ie

Find us on Twitter and LinkedIn


