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Introduction 
 
The Royal College of Physicians of Ireland Research Ethics Committee (RCPI REC) 
has been established to ensure that all research conducted by, or in affiliation with 
Trainees, Members and Fellows of the College involving human subjects, excluding 
clinical trials is conducted according to best ethical practice. 
 
The purpose of this document is to outline the operating procedures of the RCPI 
REC. These operating procedures have been developed based on requirements for 
ethical review established in international guidelines. These operating procedures 
also draw on the 2004 Guidance document: Operational Procedures for Research 
Ethics Committees developed by the Irish Council for Bioethics [1]. 
 
This document; 

 sets out the principles of ethical review which will be followed by the RCPI 

REC, 

 defines the Terms of Reference of the RCPI REC, 

 describes the procedure for submission of a research proposal for ethical 

review by the RCPI REC, 

 describes the procedure for ethical review of a research proposal by the RCPI 

REC, 

 describes who is eligible to submit an application for consideration by the 

RCPI REC, 

 provides guidance to those who wish to request ethics review for a research 

study. 

 
The RCPI REC is not formally recognised by the Department of Health and Children 
for the ethical review of clinical trial studies under regulation 7 of the European 
Communities Regulations (Clinical Trials on Medicinal Products for Human Use (S.I. 
190 of 2004)) [2]. This REC therefore does not review clinical trials of medicinal 
products.  
 
Further information regarding applying for ethical review of clinical trials of medicinal 
products can be found on the Department of Health and Children website 
http://www.dohc.ie/other_health_issues/clinical_trials/ [3]. 

 
 
 

 
 
 
 

 

 
 
 

http://www.dohc.ie/other_health_issues/clinical_trials/
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Glossary of terms 
 

Research ethics: The application of moral rules and professional codes of conduct 
to the collection, analysis, reporting, and publication of information about research 
subjects, in particular active acceptance of subjects' right to privacy, confidentiality, 
and informed consent. 

Research Ethics Committee: Hospital or other institutional committee established 
to protect the welfare and rights of research subjects 

 
A valid ethical approval application: A complete application that has been 
submitted by an appropriate investigator has been signed and dated and has all the 
necessary documents attached. 
 
Epidemiological Research: Epidemiology is the study of the distribution and 
determinants of health-related states or events (including disease), and the 
application of this study to the control of diseases and other health problems. Various 
methods can be used to carry out epidemiological investigation: surveillance and 
descriptive studies can be used to study determinants. (WHO) 
 
Health Service Research: Health services research is research aimed at improving 
the effectiveness and efficiency of the health care system through changes to 
practice and policy. It is a multidisciplinary field of scientific investigation that studies 
how social factors, financing systems, organisational structures and processes, 
health technologies, and personal behaviours affect access to health care, the quality 
and cost of healthcare, and ultimately health and well-being.  
 
Population Health Research: Research with the goal of improving the health of the 
population or of defined sub-populations, through a better understanding of the ways 
in which social, cultural, environmental, occupational and economic factors determine 
health status or through the identification of effective interventions for improving 
health status and reducing health inequalities. 
 

Medical Education Research: Medical education research includes any 
investigation related to the education of medical professionals, including research 
related to undergraduate, postgraduate, and continuing medical education. Medical 
education research can focus on any number of topics, including curriculum 
development, teaching methods, student evaluation, teacher evaluation, course 
evaluation, faculty development, admission and preparation of candidates for medical 
training, factors influencing career choice, research methodology, and use of 
technology in education.  
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Principles of ethical review 
This is a brief outline of the principles of ethics review. Other recommended 
discussion documents listed in the references section of this document elaborate 
further on these principles. All research involving or impacting on human participants 
requires review by a research ethics committee before the research commences.  
 
Research involving human participants should be based on a fundamental moral 
commitment to the individuals concerned and to advancing human welfare, 
knowledge and understanding. The moral principles which govern the ethical review 
of research proposals include respect for persons, privacy and confidentiality, valid 
research, minimal risk and justice. 
 
 

Respect for persons 

Respect for persons is expressed as regard for the welfare, rights, beliefs, 
perceptions and customs of individuals involved in research. One of the most 
important manifestations of respect for persons is appropriately obtained informed 
consent. Ethical review focuses on the entire process of informed consent and not 
just the written documents. Consent always involves appropriate and accessible 
information but also may involve varied methods of communication, employment of 
advocates and interpreters and/or a continued consent negotiation throughout the 
research process. Particular care should be taken with special groups who may be 
vulnerable, including children, people with intellectual disability and those 
experiencing mental distress.  Capacity to consent may have to be determined and 
advice should be sought. 
 
 

Privacy and confidentiality 

Privacy is about people. Confidentiality is about data. An individual may not wish to 
share information or knowledge about themselves and they have a right to their 
privacy.  However research participants are asked to share personal information with 
researchers and explicit guarantees must be given about who has access to this 
data. This is confidentiality. Researchers must ensure that appropriate safeguards 
are in place to secure the confidentiality of personal information, from the time it is 
obtained, during the time it is stored and up to the time it is destroyed and this should 
be explicitly agreed with the participant. 

 

Validity of research proposals 

It is important to ensure that there is sound scientific merit to the proposed research. 
The investigators should be suitably qualified and capable and the research methods 
used should be appropriate to the objectives of the research. 
 
Badly planned, poorly designed research that causes inconvenience to subjects and 
may carry risk, is likely to be unethical. While projects are rarely rejected on the basis 
of poor methods and design, it is often not possible to give a favourable ethics 
opinion without asking for improvements in the way the project is designed and 
conducted. While we try to differentiate between an ethics issue and a methods issue 
in correspondence, if there are several design and methods issues, it becomes unfair 
to ask people to participate in the study and this then becomes an ethical issue. 
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It is recognised that many of the proposals received are conducted in part fulfilment 
of further formal education and that conducting research is part of training and 
education and that there is a wider benefit to patients and staff.   Such a training 
context is supported at every opportunity.   
 

Risks 

Research should be conducted under the principle of minimal risk. If there are risks, 
then these must be balanced by the benefits to the subject, to a future group of 
similar patients or to humanity in general.  
 
The principle of beneficence – taking actions that benefit the patient – requires that 
researchers maximise the potential benefits to the participants and minimise the 
potential harm. The principle of non-malfeasance – not causing harm – requires that 
researchers ensure that predictable injury will be prevented. 
 
 

Justice 

Justice imposes duties to neither neglect nor discriminate against individuals or 
groups who may benefit from advances in research. In addition efforts should be 
made to avoid imposing on a particular group an unfair burden of participation in 
research and also to design research so that the selection and recruitment of 
research participants is fair and equitable. 
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Terms of Reference of RCPI REC 
 

Purpose 

The purpose of the RCPI REC is to:  

 protect the welfare and rights of research participants,  

 facilitate researchers to make appropriate decisions with regard to the ethical 

aspects of their research and 

 ensure all research conducted by or in affiliation with RCPI Trainees, Fellows, 

Members and Staff is conducted in accordance with best ethical practice. 

 

Responsibilities 

RCPI REC: 

 Uphold the principle that the goals of research and researchers are always 

secondary to the dignity, rights, safety and well-being of the research 

participant 

 Promote ethical research practice 

 Encourage the undertaking of high quality, ethical research 

 Review applications within an ethical framework. While methods and 

feasibility are part of this process the overriding emphasis should be on the 

ethics of the research.  

 Uphold the by-laws of the College 

 Report to the College Executive on an annual basis 

RCPI REC Chair: 

 Chair each meeting 

 Set the agenda for each meeting 

 Ensure the meeting runs to schedule and keep the meeting moving by putting 
time limits on each item 

 Lead questioning on research study under review 

 Encourage broad participation from members in discussion 

 Resolve any conflict that may arise in the course of committee meetings 

 End each meeting with a summary of decisions and actions 

 Report to RCPI Council and Executive throughout the year as required 

 Prepare an annual report of committee activities for Council at the College 
Annual Stated Meeting in Oct of each year for the preceding year (Jan 1st to 
Dec 31st) 

 Review applications before each meeting 
 

RCPI REC Member: 

 Read each research proposal submitted for ethical review in advance of REC 

review meeting 

 Decide, independently, whether the research proposal under review will 

protect participants.  
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 Read, understand and follow the operating procedures of the RCPI REC 

described herein  

 Know and understand the provisions of the Data Protection Acts 1988 and 

(amendment) 2003 and their obligations as set out in those Acts [4] & [5]. 

Data collected from research participants must comply with the Data 

Protection Acts 

 Treat as confidential all applications, meeting deliberations, information on 

research participants/volunteers and related matters 

 Declare and conflict of interest on a research subject which will compromise 

their ability to make an impartial decision and withdraw themselves from the 

discussion 

 Attend at least six meetings over their two year term as member. Should a 

member fail to do so, the Chairperson should address this with the member 

concerned. This requirement is subject to change depending on the volume of 

applications.  

 Take part in education and ongoing training appropriate to his or her role as 

an RCPI REC member 

 

RCPI Honorary REC Secretary: 

This is a technical role and is normally held by an RCPI postgraduate trainee. 

 Work with REC Chair to agree REC meeting agenda 

 Perform technical review of applications and queries prior to REC meetings 

 Develop responses to technical queries 

 Record meeting minutes 

RCPI Administrator: 

 Respond to enquiries to REC regarding submission procedures and 

committee meeting dates  

 Forward documentation to applicants as required 

 Inform Principal investigator/Researcher of their appointed time if they are 

required to attend for interview at an upcoming RCPI REC meeting 

 Confirm date, time and agenda of each meeting with all RCPI REC members 

and books a meeting room 

 Provide an agenda, a copy of the minutes from the previous meeting and a 

copy of all application forms and associated documents for review to all RCPI 

REC members 

 Log any amendments, adverse events or other notification from previous 

research applications for discussion at the next REC meeting 

 Record meeting minutes 

 Maintain copies of all correspondence with applicants 
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Membership 

The RCPI REC will ensure, as far as possible, that its membership will have the 
appropriate expertise, skills, knowledge and perspectives to ensure an adequate and 
thorough ethical review of research proposals submitted. 
 
 
The overriding principles of RCPI REC membership are as follows: 

 

 The RCPI will endeavour to have a mix of people and skills on the REC. 

Membership will be composed in such a way as to provide a balance and 

range of people with regard to age, gender and expertise.  The REC will also 

include a number of lay members.  

 The RCPI REC will be comprised of a maximum of  24 members.  

 A Chairperson, Vice-Chairperson and a Secretary are appointed for a term of 

2 years. 

 All RCPI REC members are appointed on the basis of their expertise and 

interest in research ethics not in a representative capacity. (This is the ethos 

of a REC – it is a personal opinion not that of an organisation. Membership is 

not necessarily ‘representative’ or by affiliation.) 
 The composition of the RCPI REC will ideally include;  

o Members with knowledge of and current experience in research 

conducted by RCPI Trainees, Members, Fellows and Staff including 

but not limited to research in Public Health, Occupational Health, 

Population Health, Health Policy and Services, Epidemiology  and 

Health Education  

o 1 Member(s) with training in ethics (e.g. ethicist, philosopher, 

theologian) 

o 1 Member(s) with a qualification in law 

o 1 Member(s) with training in statistics 

o 1 or 2 Lay member(s) 

o 1 Member(s) with knowledge of and current experience in the 

professional care, counselling or treatment of people (e.g. nurse, 

medical practitioner, clinical psychologist, as appropriate) 

 If it is considered that sufficient expertise to review a particular research 

proposal is not available to the REC from within its own membership, 

independent experts may be invited to review a research proposal. This 

person is co-opted on to the committee for the specific proposal only. They 

may attend the committee meeting or may give their opinions in writing or 

verbally through the Chair. 

 The term of office for each member is 2 years. Terms of appointment may be 

renewed 
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Accountability & reporting 

As a standing committee of the College, the RCPI REC will report regularly to RCPI 
Council and Executive throughout the year through the RCPI REC Chair.  
The RCPI REC will also prepare an annual report of committee activities for Council 
at the College Annual Stated Meeting in Oct of each year for the preceding year (Jan 
1st to Dec 31st) 
 

Frequency 

The RCPI REC will meet 4-5 times per year to consider research proposals.  
 
All research proposals should be submitted to the Administrator of the REC, four 
weeks in advance of Committee meetings. The dates of meetings and the last dates 
for receipt of proposals can be obtained by emailing research@rcpi.ie. 
 
 

Administration 

Meetings, agenda, meeting materials and sign in sheets will be co-ordinated by 
administrative staff within the RCPI Research Department. 
 

Review 

The RCPI REC shall review its Terms of Reference every 3 years 
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Ethics review procedure  
 

Research requiring ethics review   

All research involving or impacting upon human participants requires ethics review by 
a Research Ethics Committee before the research is started, except as stipulated 
below.  
 

Specific activities that may require RCPI REC review 

a) Testing of new treatments or interventions or medical devices 
b) Research involving human remains, cadavers, tissues, discarded tissue (e.g. 

placenta), biological fluids 
c) Observational research – both clinical and population based 
d) Testing innovative practices in health and disability services 
e) Community intervention studies 
f) Qualitative research involving access to personal information by means of 

questionnaires, interviews or focus groups 
g) Research involving the secondary use of data (use of data not collected for that 

research purpose), if any form of identifier is involved and/or if personal health 
information pertaining to individuals is involved 

h) Physiological studies 
i) Comparing an established procedure, whether therapeutic, non therapeutic or 

diagnostic, with other procedures which are not recognised as established by 
virtue of their recent development, discovery or use in a new or unfamiliar way 

j) Research conducted by students, which include all activities that meet the 
definition of research with human participants. The Irish Council for Bioethics 
states that RECs should review research protocols with a view to contributing to 
the student’s education in scientific and ethical principles governing research 

k) Case studies, when a series of subject observations allow possible extrapolation 
or generalisation of the results from the reported cases and when there is an 
intent to publish or disseminate data 

 

Activities that may not require RCPI REC review 

a) Research utilising existing publicly available documents or data 
b) Observational studies in public places in which the identity of the participant 

remains anonymous 
c) Case study of one patient with the proviso that written informed consent has 

been obtained from the relevant study subject/participant 
d) Quality assurance studies 
e) Clinical Audits 
f) Service Evaluations 
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Differentiating research, audit and service evaluation can be difficult. The RCP (UK) 
provides a comprehensive guide on this matter [6] see Appendix III for a summary of 
this guidance. If you request clarity on this differentiation from the RCPI REC you will 
be referred to the RCP (UK) guide and requested to provide your opinion to the Chair 
or Vice-Chair.  
 
 

Research which may be submitted to RCPI REC for review 

 
All Trainees, Members, Fellows and Staff of RCPI who wish to undertake a research 
study involving human subjects which is not a clinical trial can apply to the RCPI REC 
for ethical review. 
Any other person or persons who in affiliation with a Member or Fellow of the College 
wish to request ethical review of a proposed research study may also apply to the 
RCPI REC. 
 
Clinical trials involving human participants are not dealt with by the RCPI REC. 
 
These are covered by Clinical Trial of an Investigational Medicinal Product (CTIMP) 
RECs [7] see Appendix I for a list of Irish Hospital RECs recognised under 
Regulation 7 of the European Communities (Clinical Trials on Medicinal Products for 
Human Use) Regulation 2004 [2] & [3]. 
 
 

Consulting the Chair as to whether a project requires REC review 

In general when it is asked whether a particular project requires REC review, a 
number of factors will influence the decision. If there is any question of public 
presentation, publication, or if the study is conducted a part of formal education then 
the Chair or Vice-Chair will be more likely to advise that the study should be reviewed 
by the REC. 
 
Review of a study by the Chair and/or the Vice-Chair to decide whether it should go 
to the REC for ethics review is quite an involved process, particularly if additional 
information is required. Requests like these are often made before the project is fully 
worked up. These types of requests often become more delayed than straightforward 
submission and review. If you ask the REC whether review is required and the 
information is unclear or there is great uncertainty, you will most likely be advised to 
submit the project for full ethics review. Ultimately, it is for the principal investigator to 
decide whether to submit a project for ethics review. 
 

Waiver 

The REC does not provide ‘waivers’ for ethics review of projects. It is up to the 
principal investigator to decide whether ethics review is required. 
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Elements of review 

When reviewing research proposals the RCPI REC will consider the following: 
 

Scientific design and conduct of the study 

 Appropriateness of the study design in relation to the objectives of the study 

 Statistical methodology and the potential for reaching reliable conclusions  

 Justification of predictable risks and inconveniences weighed against the 

anticipated benefits for the research participants, similar groups of patients 

and/or the public 

 Criteria for withdrawing participants/volunteers prematurely 

 Adequacy of the site including the supporting staff, facilities and emergency 

procedures 

 

Recruitment of research participants 

 Description and justification of the sample population 

 Description and justification of the sampling procedure  

 Description and justification of sample selection with inclusion and exclusion 

criteria for research participants 

 Initial approach and communication with participants 

 Communication of study information to participants or their representatives  

Personal information and confidentiality 

 How data will be obtained, the purposes for which they will be used and 

length of time stored 

 How biological samples will be obtained (if applicable), the purposes for which 

they will be used and length of time stored 

 Description of people who will have access to personal data of the participant 

including medical records and biological samples 

 Description of provisions to ensure the confidentiality and security of personal 

information concerning participants 

 The extent to which the information may be anonymised 

 To which countries (if any) the samples/data may be sent and whether these 

jurisdictions are governed by the same data protection rules as Ireland. If not, 

this must be made clear to the patient when obtaining informed consent. 

 That the proposal is in compliance with the Data Protection Acts1998 and 

2003  
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Care and protection of research participants 

 Safety of any intervention to be used in the proposed research 

 Suitability of the investigator for the proposed research in relation to his/her 

qualifications and experience 

 Any plans to withdraw or withhold standard therapies or clinical management 

protocols for the purpose of the research, and the justification for such action 

 Adequacy of health and social supervision and psychological support for the 

research participants 

 Adequacy of medical supervision and follow-up of participants 

 Steps to be followed if participants decide to withdraw during the course of 

the research 

 The arrangements, if appropriate, for informing the participant’s GP, including 
procedure for seeking consent to do so 

 A description of any scheme to make the study product available to the 

participants following the research 

 A report of the expenses (if any) payable to study participants 

 Provisions made for receiving and responding to queries and complaints of 

participants throughout the course of the study 

 Evidence of adequate indemnity and insurance arrangements in the case of 

the injury or disability or death of a participant connected to participation in 

the study. In particular, if research organisations or sponsors external to the 

HSE are involved, liabilities must be clear and indemnity must be adequate 

(see 6.7).   

 A description of any grants, payments or other reward to be made to any 

researchers or research hosts  

 A description of possible conflicts of interest which might affect, or be 

perceived to affect, the independent judgement of the researcher 

Community considerations (if applicable) 

 Impact and relevance of the research on the local community  

 Description of community consultation 

 The extent to which the research contributes to the enhancement of local 

healthcare 

 Description of the availability and affordability of any successful study product 

to the relevant communities following the research 

 The manner in which the results of the research will be made available to 

participants and the study communities 

 



 

© Royal College of Physicians of Ireland, 2012   16 

RCPI Research Ethics Committee Operating Procedures 

Submitting an application 

1. Prospective applicants should direct their initial inquiry to the Research Ethics 

Committee (REC) Secretary regarding submission procedures and committee 

meeting dates. 

2. The REC Administrator  forwards the following to the applicant: 

 An application form (National REC Standard Application Form) see 

Appendix II 

 Guidance notes on completing the National REC Standard Application 

Form see Appendix II 

 A submission checklist 

 A declaration and signature page 

 A list of closing dates and meeting dates for the current year 

 A copy of the RCPI REC operating procedures (this document) 

3. A response to an inquiry will be received within one week. The RCPI REC always 

endeavours to meet this target. 

4. Upon receipt of an application, the details are processed by the ethics committee 

Administrator and entered onto the database maintained by the Administrator. 

5. If the application is complete and meets the requirements under this document / 

SOP and is approved by the REC Chair and Secretary it is put forward for review 

at the next scheduled RCPI REC meeting.   

6. Applications for consideration by the RCPI REC must include: 

 A completed application form and a signed declaration and signature 

page 

 Patient / subject study explanation leaflet 

 Invitation letters 

 Informed consent form – if applicable 

 Questionnaires – if applicable 

 Current CV of the applicant  

7. If the research application has been submitted to another REC, copies of letters 

of favourable ethics review, review with modifications or rejection should be 

included with the application  

8. Before submitting an application the Principal Investigator of the research study 

to be reviewed should: 

 Be aware of and adhere to the procedures outlined in this Guideline 

 Ensure that there is adequate clinical indemnity for their research activity 

before embarking on it. Employees of the HSE may be covered by the 

State Clinical Indemnity Scheme (CIS) [8] 

 Where research is sponsored by external organisations such as 

pharmaceutical companies, the CIS cover extends to treatment only and 

does not cover product liability or claims arising from study design or 

protocol. Researchers must be clear on their own liability, the liabilities of 

their employing organisation and the liabilities of external organisations, 

and must make sure there is adequate indemnity for all liabilities. 

 Know and understand the provisions of the Data Protection Acts 1988 and 

(amendment) 2003 and their obligations as set out in those Acts. Data 
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collected from research participants must comply with the Data Protection 

Acts.  

 

Pre-meeting procedure 

1. The Administrator confirms the date, time and the agenda of the meeting with all 

RCPI REC members and books a meeting room.  

2. Each RCPI REC member is provided with an agenda, a copy of the minutes from 

the previous meeting and a copy of all application forms and associated 

documents for review. 

3. REC members are expected to have read and reviewed the applications is 

advance of the meeting. 

4. Any amendments, adverse events or other notification from previous research 

applications are logged for discussion at the next REC meeting. 

5. If a Principal investigator/Researcher is required to attend for interview by the 

RCPI REC, the Administrator informs them of their appointed time. 

6. Researchers are encouraged to attend. 

 

Meeting procedure 

1. The RCPI REC meets four times per year 

2. A quorum of half the full committee members plus one is required to conduct a 

meeting. At least two members present should have expertise in Public Health. 

Ideally the Chairperson or the Vice-Chairperson should also be present.  If both 

are absent then a member of the REC may be nominated as Chairperson for the 

purposes of that meeting.  

3. The minutes of the previous meeting and any matters arising are discussed 

4.  When a committee member believes they have a conflict of interest on a subject 

which will compromise their ability to make an impartial decision, they should 

declare that conflict of interest and withdraw themselves from the discussion 

and/or activity. 

5. All valid applications shall be reviewed in a timely manner in line with this 

document  

6. If the Investigator is in attendance, the Chair will introduce them to the committee 

members and take a lead asking questions.  

7. The RCPI REC has adopted a consensus model for reviewing proposals. This is 

where a process of discussion and debate will lead to a decision, rather than a 

formal vote-casting process. A consensus decision is where all members agree 

on a particular action. In cases in which consensus is not reached, the 

Chairperson may call for a vote with a two-thirds majority required for a decision.  

Dissenting members should be afforded the opportunity to append an opinion to 

the REC decision. 

8. Following discussion, each application will be assigned one of the following 

outcomes 
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 Outcome Details 

A Favourable opinion 
 

B 
Provisional 

favourable opinion 

 

request for further information or for 

specified conditions to be met.  The 

response will be assessed by the Chair 

C 

 

No opinion  

 
request for further information or for 
specified conditions to be met. The 
response will be assessed by the full REC 
 

D 

No opinion pending 

consultation(s) 
 
with an external referee(s) or expert(s) 

E Unfavourable opinion 
 

 

9. The RCPI REC Secretary shall record the minutes. 

Post-meeting procedure 

1. The RCPI REC decision will be communicated to the applicant in writing within 
two weeks of the meeting at which the decision was taken. This is drafted by the 
Chair and Secretary. 

2. The chairperson/vice chairperson will sign and date all such communications or 
the Administrator may sign on their behalf.   

3. The decision shall include, but is not limited to the following: 

 project identification and reference number 

 exact title of proposal reviewed 

 name and address of applicant 

 date of the decision 

 clear statement of the decision taken, A to E above 

 details of further information required and /or specified conditions to be 

met 

 reasons for an unfavourable opinion  

 
4. The applicant should then reply to the Administrator of the REC in writing with a 

description of the changes and additional information. Replies should be 

submitted within 60 days from the date of first REC response. 

5. Responses received under category B will be assessed by the Chair and 

responded to. Replies from the Chair will be sent within 15 working days. 

6. Responses received under category C will be assessed by the full REC at the 

next scheduled meeting. A response from the REC will be sent within two weeks 

of the meeting. 

7. If the initial response from the REC is in category D, a timescale for a response 

will be proposed in the initial response letter.  

8. No research should start until a final letter has been sent by the REC/Chair. 

9. Copies of all correspondence will be maintained by the Administrator. 
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10. An electronic and paper record of all approved research will be maintained. 

Amendments 

When any revision to an approved research protocol, patient information 
leaflet/consent form and/or advertisement for subject recruitment is desired, an 
amendment must be filed with the Research Ethics Committee.  
 
The amendment notification form must be completed indicating the changes; 
revisions may be within the protocol itself, the patient information leaflet/consent form 
or the advertisement. 

 

Procedure for monitoring ongoing research 

Approved research is subject to ongoing ethics review. The frequency of such review 
will reflect the degree of risk to participants in the research project.  As a minimum 
the REC requires an annual report from investigators. This will be requested by RCPI 
REC administrator. This should include; 

 progress to date  

 a description of measures taken to maintain and secure personal 
information/records pertaining to the research 

 a statement of compliance with the approved proposal and/or 
amendments to the proposal 

 final report in the case of a completed project 
 
  

Study completion 

When the study is terminated a study termination form is required stating that 
participants are no longer studied or followed and therefore the Research Ethics 
Committee should officially terminate the study. 
 

Adverse events 

Adverse events in this context are unintended consequences that are related to or 
possibly related to a research project or unforeseen events that might affect the 
risk/benefits profile of a research project which has received ethical approval from the 
RCPI REC. 
 
Some examples of adverse events include: 

 Collecting the wrong information about an individual  

 Receiving identified data rather than coded data 

 Participant  negatively impacted as a result of the project (e.g. psychological, 
emotional, financial harm) 

 Lost data  

The Principal Investigator is the person responsible for reporting all adverse events. 
For Adverse events, the Principal Investigator must report to the RCPI REC as soon 
as practicable through the RCPI REC Administrator. 
 
The notification to the RCPI REC must include: 
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 Whether the adverse event came about as a result of the project (e.g. a 
participant became upset at some of the questions asked) 

 Whether the event was not related to the project. (e.g. participant tripped and fell 
while attending a workshop relating to the project) 

 Details of who has made the decision that an adverse event has occurred and on 
what grounds (e.g. decision by independent clinician using professional judgment) 

 Whether it is appropriate to continue or discontinue the project 

 Any other action required. 

It is recommended that the RCPI Healthcare Risk Management Policy is adhered to, if 
an adverse event/reaction occurs and this incident reporting system can be used to 
inform the REC. 

If a research participant wishes to make a comment, compliment or complaint in 
relation to the research study in which they are participating they can do so through 
the RCPI REC. In this instance the REC Chair should be contacted  
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Maintaining Records 

Electronic and hard copies of all research proposals reviewed by the RCPI REC, and 
all associated documentation will be maintained by the RCPI REC in accordance with 
data protection requirements for 7 years. 
 

Expedited review 

1. A request for expedited review can be made through the Administrator of the 

REC. 

2. Applications must include the same details as for normal reviews detailed under 

item 6. in ‘Submitting and Application’ section above 

3. In this case a project is reviewed by the Chair and Vice-Chair or by two other 

members nominated by the Chair.  

4. These projects do not go to the full REC review.  

5. Justification for the request must be provided.  

6. If the conclusion of the reviewers is not favourable (Category E - Unfavourable) 

then the study should go before the full research ethics committee at the next 

meeting.  

7. Projects suitable for expedited review include clearly described, non-complex, 

straightforward projects that do not involve groups that could be described as 

vulnerable. The research should present minimal risk to participants.  

8. It is also suitable for projects where there is a clear time issue e.g. exposure to a 

non-allocated intervention over which the investigator has no control is imminent, 

and an observational study which requires informed consent is a good idea.  

9. Research projects which have been approved by expedited review are listed for 

brief discussion on the agenda of the next scheduled meeting. 

 
 
In general, it is preferred that the full committee reviews the study, face to face, 
observing the submission and review deadlines, with full information, according to the 
these operating procedures, on the appointed meeting dates. This has proven to be 
the most time efficient way to deal with all requests.  
 
It is hoped that the recent adoption of the National Research Ethics Committee 
Standard Application Form will support applicants in making their submission to the 
Committee.  
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Revision and audit  
These operating procedures will be reviewed every two years.  
Feedback will be sought after two years from REC members and research applicants 
as to their opinions on the guideline and the research ethics review process. 
 

Revision history 

Version Date Guideline 
Changes 

Details 

1.0 July 2012 None Original baseline version of RCPI 
REC operating procedures 

2.0 December  

2012 

Clarification of 
Roles 

REC Secretary and Administrators 
role clarified  
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Appendices 
 
Appendix I:  List of Irish Hospital Research Ethics Committees 

* indicates the RECs that have been recognised under Regulation 7 of the European 
Communities (Clinical Trials on Medicinal Products for Human Use) Regulation 2004.  
  
1. Beaumont Hospital Ethics (Medical Research) Committee*  
2. Bon Secours Research Ethics Sub-Committee  
3. Cappagh National Orthopaedic Hospital Research Ethics Committee  
4. Clinical Research Ethics Committee of the Cork Teaching Hospitals*  
5. Galway University Hospital Research Ethics Committee*  
6. HSE Midland Area Research Ethics Committee  
7. Ethics Research Committee HSE Mid-Western Area*  
8. HSE North Eastern Area Research Ethics Committee*  
9. HSE South-Eastern Area Research Ethics Committee*  
10. James Connolly Memorial Hospital Research Ethics Committee  
11. Letterkenny General Hospital Research Ethics Committee  
12. Mater Misericordiae University Hospital and Mater Private Hospital Research 
Ethics*  
13. Mayo General Hospital Research Ethics Committee   
14. Naas General Hospital Research Ethics Committee  
15. National Maternity Hospital Research Ethics Committee*  
16. National Rehabilitation Hospital  
17. Our Lady's Children's Hospital, Crumlin, Research Ethics Committee*  
18. The Rotunda Hospital Research Ethics Committee  
19. Royal Victoria Eye & Ear Hospital Research Ethics Committee  
20. SJH/AMNCH Research Ethics Committee*  
21. St. Patrick's Hospital Research Ethics Committee  
22. St. Vincent's Healthcare Group Ethics and Medical Research Committee*  
23. St. Vincent's Hospital, Fairview Research Ethics Committee  
24. Sligo General Hospital Research Ethics Committee*  
25. Stewarts Hospital Research Ethics Committee  
26. Royal College of Physicians Ireland Research Ethics Committee  
27. University College Dublin Research Ethics Committee  
28. Trinity College Research Ethics Committee  
29. Royal College of Surgeons Ireland Research Ethics Committee  
30. Dublin Institute of Technology Research Ethics Committee  
31. Dublin City University Research Ethics Committee  
32. NUI Maynooth Research Ethics Committee  
33. NUI Galway Research Ethics Committee  
34. Waterford Institute of Technology Research Ethics Committee  
35. University of Limerick Research Ethics Committee  
36. Health Research Board Research Ethics Committee  
37. Irish College of General Practitioners Research Ethics Committee*  
38. Irish Prison Service Research Ethics Committee  
39. St Francis Hospice Research Ethics Committee  
40. KARE Research Ethics Committee  
41. Travellers Research and Ethics Working Group  
42. Daughters of Charity Research Ethics Committee  
43. St Michaels House Research Ethics Committee  
44. Childrens Sunshine Home Research Ethics Committee  
45. St John of Gods Services Research Ethics committee  
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46. Sisters of Charity Research Ethics Committee  
47. Cheeverstown Research Ethics Committee  
48. Department of Child and Adolescent Psychiatry Research Ethics Committee  
49. St Lukes Hospital Research Ethics Committee  
50. Coombe Womens Hospital Research Ethics Committee 
 

Appendix II: Application form  

From the 14th of October 2010, the Population Health and Health Services Research, 
Research Ethics Committee agreed to adopt the National HSE Standard Application 
Form for all health related research not covered by European Communities Clinical 
Trials on Medicinal Products for Human Use legislation (Statutory Instruments S.I. 
190 of 2004). The RCPI REC will continue to use this form. 
 
The purpose of this application form is to standardise documentation amongst 
Research Ethics Committees and improve the application process for both 
researchers and reviewers of this form. This form was designed following an 
extensive consultation process in 2009 and a six month pilot/formal evaluation 
process in 2010. It is subject to six monthly review by a working group. All RECS who 
use the form are asked for feedback on the form. 
 
The National Standard Application Form and Guidance Manual can be downloaded 
from http://www.molecularmedicineireland.ie/page/g/s/82 
 
A RCPI REC checklist, declaration and signature page, should be also completed by 
each applicant. These are available from the REC secretary. 
  
If you require any further information on how to complete the application form 
please contact the Administrator to the Research Ethics Committee by 
emailing research@rcpi.ie 
 
 
 
 
 
 
 
 
 
 

 

 
 
 
 
 
 

 
 

http://www.molecularmedicineireland.ie/page/g/s/82
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Appendix III: Differentiating Research, Clinical Audit and Service 

Evaluation  

 
Extract from Guidelines on the practice of ethics committees in medical research with 
human participants. 4th edition, Royal College of Physicians, London, 2007 
 

Research Clinical Audit Service Evaluation  

The attempt to derive 
generalisable new knowledge 
including studies that aim to 
generate hypotheses as well as 
studies that aim to test them 
 

Designed and conducted to 
produce information to inform 
delivery of best care 

 

 
Designed and conducted solely 
to define or judge current care. 
 
 
 
  

Quantitative research – 
designed to test a hypothesis.  
Qualitative research – identifies 
or explores themes following 
established methodology. 

Designed to answer the 
question: ‘Does this service 
reach a predetermined 
standard?’ 

 

 
Designed to answer the 
question: ‘What standard does 
this service achieve?’ 
 

  
Addresses clearly defined 
questions aims and objectives. 
 
 

Measures against a standard. 
 
 

 

Measures current service 
without reference to a 
standard.  

Quantitative research – may 
involve evaluating or 
comparing interventions, 
particularly new ones.  
Qualitative research – usually 
involves studying how 
interventions and relationships 
are experienced. 
 

Involves an intervention in use 
only. (The choice of treatment 
is that of the clinician and 
patient according to guidance, 
professional standards and/or 
patient preference.) 
 
 
 

 
Involves an intervention in use 
only. (The choice of treatment 
is that of the clinician and 
patient according to guidance, 
professional standards and/or 
patient preference.) 
 
  

Usually involves collecting data 
that are additional to those for 
routine care but may include 
data collected routinely. May 
involve treatments, samples or 
investigations additional to 
routine care. 
 

Usually involves analysis of 
existing data but may include 
administration of simple 
interview or questionnaire 

 
 
 
 

 
Usually involves analysis of 
existing data but may include 
administration of simple 
interview or questionnaire. 
 
 
  

Quantitative research – study 
design may involve allocating 
patients to intervention groups. 
Qualitative research uses a 
clearly defined sampling 
framework underpinned by 
conceptual or theoretical 
justifications. 
 

No allocation to intervention 
groups: the 
healthcare professional 
and patient have chosen 
intervention before 
clinical audit 
 
 
 

 
No allocation to intervention 
groups: the healthcare 
professional and patient have 
chosen the intervention before 
service evaluation. 
 
 
  

 
May involve random allocation 
 

No random allocation 
 

No random allocation 
  

Although any of these three may raise ethical issues, under current guidance:  

Research requires REC review 
 
 

Audit does not require REC 
review 
 

 
Service evaluation does not 
require REC review 
  



 

 

 
 


