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1. INTRODUCTION 

This SOP describes the remit of NHS Research Ethics Committees (REC) in 
reviewing research that relates to areas of responsibility of the UK Heath 
Departments. The SOP identifies the research projects which require REC review 
and details the process for preparing and submitting REC application and the 
requirements for ongoing monitoring of research projects.  

2. OBJECTIVE 

The purpose of this SOP is to provide guidance on the process for obtaining 
favourable ethical opinion from an NHS Research Ethics Committee (REC) in order to 
satisfy the requirement for independent ethical scrutiny.  

3. DEFINITIONS 

3.1 ARSAC: Administration of Radioactive Substances Advisory Committee 
 

3.2 CTIMP: Clinical trial of an investigational medicinal product 
 

3.3 GTAC: Gene Therapy Advisory Committee 
 

3.4 IRAS: Integrated Research Application System, the on-line application system used 
to apply for most permissions and approvals for research in health and social care in 
the UK, http://www/myresearchproject.org.uk. 
 

3.5 IRMER: Ionising Radiation (Medical Exposure) Regulations  
 

3.6 NHS Research Ethics Committees (NHS RECs): NHS RECs are independent 
committees established under the umbrella of the National Research Ethics Service 
(NRES), a core function of the Health Research Authority (HRA). They are appointed 
to review research proposals to assess formally if the research is ethical. 

 
3.7 Proportionate Review Service (PRS): NHS REC review of research studies raising 

no significant ethical issues, including projects involving straightforward issues which 
can be identified and managed routinely in accordance with standard research 
practice and existing guidelines. 

 
3.8 UKECA: United Kingdom Ethics Committee Authority 

 
3.9 Validation: an administrative check carried out by a REC Co-ordinator to verify that 

an application is complete and may be accepted for review.  

4. EQUALITY STATEMENT 

The Royal Free London NHS Foundation Trust is committed to creating a positive 
culture of respect for all individuals, including job applicants, employees, patients, 
their families and carers as well as community partners.  The intention is, as required 
by the Equality Act 2010, to identify, remove or minimise discriminatory practice in the 
nine named protected characteristics of age, disability (including HIV status), gender 
reassignment, marriage and civil partnership, pregnancy and maternity, race,  religion 
or belief, sex or sexual orientation.  It is also intended to use the Human Rights Act 
1998 to treat fairly and value equality of opportunity regardless of socio-economic 
status, domestic circumstances, employment status, political affiliation or trade union 
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membership, and to promote positive practice and value the diversity of all individuals 
and communities.   

This document forms part of the trust’s commitment.  You are responsible for 
ensuring that the trust’s policies, procedures and obligation in respect of promoting 
equality and diversity are adhered to in relation to both staff and service delivery. 

The equality analysis for this SOP is attached at Appendix 2.  

5. DUTIES 

The Trust is committed to the delivery of world class care and expertise to both staff 
and patients, and our values of positively welcoming, actively respectful, visibly 
reassuring and clearly communicating are fundamental to the delivery of this. This 
policy has been developed with our values in mind, and is intended to be 
implemented within the spirit of these values. 

 

5.1 Chief Investigator (CI): The investigator with overall responsibility for the 
research. In a multi-site study, the CI has co-ordinating responsibility for research 
at all sites. All applications for ethical review should be submitted by the CI.  

 
5.2 The Royal Free R&D Department (RFL R&D): RFL R&D will provide advice to 

researchers on the REC review requirement and support researchers in 
preparing and submitting REC applications.  

 
5.3 Principal Investigator (PI): The PI is responsible for the submission of Site 

Specific Information (SSI) Forms for a research site. There should be one PI for 
each research site. In the case of a single-site study, the CI and the PI will 
normally be the same person. 

6. DETAILS OF THE PROCEDURE 

6.1 Is REC review necessary?  

In order to determine whether REC review is necessary, it should be first assessed 
whether the proposed activity is ‘research’ as defined in the Research Governance 
Framework. Detailed guidance is available from 
http://www.hra.nhs.uk/documents/2013/09/defining-research.pdf 

Within the NHS, the responsibility for determining whether a project should be 
managed as research under the Research Governance Framework lies with the 
responsible R&D office. Where Royal Free acts as the lead NHS site, requests for 
pre-application advice should be referred directly to the RFL R&D office.   

The requirements for ethical review by NHS REC are set out in the Governance 
Arrangements for Research Ethics Committees (DH, 2011). In summary, REC review 
is required if a research project involves: 

 Potential research participants identified from, or because of, their past or present 
use of health and social care services;  

 Potential research participants identified because of their status as relatives or 
carers from users of these services;  

 Collection of tissue or information from users these services;  

 Use of previously collected tissue or information from which individual past or 
present users of these services could be identified. 

http://www.hra.nhs.uk/documents/2013/09/defining-research.pdf
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RECs are not expected to: 

 Consider applications in respect of activities that are not research, for example 
clinical audit, service evaluation and public health surveillance.  

 Review research involving health and social care services staff, recruited by virtue 
of their professional role, except where it would otherwise require REC review.  

At the request of the sponsor, chief investigator or host organisation, RECs may 
exceptionally review research excluded from normal scope of review where the 
Research Ethics Service agrees that the proposal raises material ethical issues.  

Further guidance is available on:  
http://www.hra.nhs.uk/documents/2013/09/does-my-project-require-rec-review.pdf 
 

6.2 Applying for REC approval using IRAS 

STEP 1: Preparing the application 

New applications must be submitted by the Chief Investigator (CI) on the national REC 
application form within the Integrated Research Application System (IRAS).  

All documents listed in the Applicant’s checklist must be collated. The forms and 
supporting documents must be ready for sign-off by the Chief Investigator, the Sponsor’s 
Representative and where applicable, by the lead Medical Physics Expert and lead 
Clinical Radiation Expert (research involving ionising radiation); and by academic 
supervisor (applications submitted by students).  

It is essential that the application form is completed in full. Where the applicant indicates 
that referees’ or other scientific critique reports are not enclosed, he/she must justify this 
and describe the process of scientific review. In case of research undertaken mainly for 
educational purposes, review by academic supervisor is considered appropriate.  

Guidance on the use of IRAS is available by selecting the ‘help’ and ‘e-learning’ tabs 
within the IRAS system.  

STEP 2: Booking the application for review 

There are different types of NHS Research Ethics Committees (RECs) across the UK, 
reviewing different kinds of studies. All reviews are booked using the Central Booking 
Service (CBS): http://www.hra.nhs.uk/resources/applying-to-recs/nhs-rec-central-
booking-service-cbs/. 

Detailed information is available on: http://www.hra.nhs.uk/resources/applying-to-
recs/nhs-rec-where-to-book/. 

 
A CTIMP must be reviewed an ethics committee that (a) is recognised by UKECA under 
the Clinical Trials Regulations and (b) is recognised to review the appropriate type of 
CTIMP. Further guidance is available from: http://www.nres.nhs.uk/about-the-national-
research-ethics-service/about-recs/different-types-of-rec/ 

Any gene therapy CTIMP and gene therapy research must be submitted to GTAC. More 
information is available from: http://www.hra.nhs.uk/resources/applying-to-recs/gene-
therapy-advisory-committee-gtac/ 

Where an applicant considers their research to present no material issues, they may 
request that it be considered for review under the Proportionate Review (PR) process.  

Detailed information is available on: http://www.hra.nhs.uk/resources/applying-to-
recs/nhs-rec-proportionate-review-service/ 

STEP 3: Submitting the application 

http://www.hra.nhs.uk/documents/2013/09/does-my-project-require-rec-review.pdf
http://www.hra.nhs.uk/resources/applying-to-recs/nhs-rec-central-booking-service-cbs/
http://www.hra.nhs.uk/resources/applying-to-recs/nhs-rec-central-booking-service-cbs/
http://www.hra.nhs.uk/resources/applying-to-recs/nhs-rec-where-to-book/
http://www.hra.nhs.uk/resources/applying-to-recs/nhs-rec-where-to-book/
http://www.nres.nhs.uk/about-the-national-research-ethics-service/about-recs/different-types-of-rec/
http://www.nres.nhs.uk/about-the-national-research-ethics-service/about-recs/different-types-of-rec/
http://www.hra.nhs.uk/resources/applying-to-recs/gene-therapy-advisory-committee-gtac/
http://www.hra.nhs.uk/resources/applying-to-recs/gene-therapy-advisory-committee-gtac/
http://www.hra.nhs.uk/resources/applying-to-recs/nhs-rec-proportionate-review-service/
http://www.hra.nhs.uk/resources/applying-to-recs/nhs-rec-proportionate-review-service/
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Once a slot has been allocated for review, the printed locked and signed IRAS form, 
together with the documents on the IRAS checklist, must be sent to the Co-ordinator of 
the assigned REC by the stipulated deadline date.  

STEP 4: After submission 

Once the REC receives the submission by the deadline date, they will check the 
application form to check it is valid. Notification should normally be given within 5 
working days of receiving the application, or within 2 working days for applications 
submitted for proportionate review. In case of invalid applications, the REC Coordinator 
should notify the Chief Investigator of the reasons.  

The Chief Investigator should be invited to attend the meeting at which his/her 
application is to be reviewed. The sponsor’s representative and other members of the 
research team are welcome to attend alongside the Chief Investigator. It is however not 
compulsory for the Chief Investigator to attend, and consideration of the application 
should not be prejudiced if he/she is unable or unwilling to attend. 

A REC should reach one of the following decisions following ethical review:  

 Favourable opinion with standard conditions: subject to gaining approval from NHS 
R&D departments for each participating site 

 Favourable opinion with standard and additional conditions: The study can still 
proceed, but the REC must be made aware of the implementation of additional 
conditions. The Chief Investigator should notify the REC for information in writing 
once the conditions have been met (except for management permission or approval 
at individual sites) and provide copies of final documentation for reference purposes 
where appropriate. The Coordinator should acknowledge the receipt within 5 working 
days.  

 Provisional opinion with request for further information, clarification or revision  

 Provisional opinion pending consultation with a referee – a written request for 
information may be made following receipt of the referee’s advice 

 Unfavourable opinion: for reasons which should be explained in the letter. Three 
options are available to an applicant who has received an unfavourable opinion: 
submission of a new application, appeal and request for variation of opinion.  

 No opinion – only applicable for proportional review, full meeting for further review of 
significant ethical issues is required.  

 
6.3 After the review 

 
A favourable opinion from a REC does not imply management (i.e. research 
governance) approval from relevant care organisation(s) to proceed with the 
research. Applicants must apply separately to each care organisation for research 
governance approval.  
 
Progress reports on all studies should be sent to the main REC annually by the Chief 
Investigator using NRES form.  
 
Research should normally commence within 12 months of the date on which a 
favourable opinion is given by a REC. Should study not commence within 12 months, 
the Chief Investigator should give the main REC a written explanation for the delay in 
the first annual progress report.  

 
6.4 Other Ethical Committees 

 
Some research studies might require review by the following Committees:  
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 The Social Care Research Ethics Committee: social care research study 
proposals involving adults, intergenerational social care studies involving 
adults and children or families and some proposals for social science studies 
situated in the NHS. 

 Ministry of Defence Research Ethics Committee (MoDREC): research funded 
by or sponsored by the MoD, including research involving the UK Armed 
Forces.  

 Higher Education Institution (HEI) Research Ethics Committees: Students and 
researchers employed by universities must check their university’s internal 
policies.  

 

7. POLICY 

This SOP is provided a guide for understanding the processes involved in applying to 
and receiving a favourable ethical opinion from NHS REC.  

8. RISK MANAGEMENT/ LIABILITY/MONITORING & AUDIT  

 The SOP Working Group will ensure that this SOP and any future changes to this 
document are adequately disseminated. 

 The R&D Department will monitor adherence to this SOP via the routine audit and 
monitoring of individual clinical trials and the Trust’s auditors will monitor this SOP 
as part of their audit of Research Governance. From time to time, the SOP may 
also be inspected by external regulatory agencies (e.g. Care Quality Commission, 
Medicines and Healthcare Regulatory Agency). 

 In exceptional circumstances it might be necessary to deviate from this SOP for 
which written approval of the RM&G Manager/Deputy R&D Director should be 
gained before any action is taken.  

 SOP deviations should be recorded including details of alternative procedures 
followed and filed in the Investigator and Sponsor Master File. 

 The Research and Development Directorate is responsible for the ratification of 
this procedure. 

 

9. FORMS/TEMPLATES TO BE USED 

 IRAS: http://www/myresearchproject.org.uk. 
 

 Does my project require review by a Research Ethics Committee? 
http://www.hra.nhs.uk/documents/2013/09/does-my-project-require-rec-review.pdf 

 

 

 

 

 

 

 

 

 

http://www/myresearchproject.org.uk
http://www.hra.nhs.uk/documents/2013/09/does-my-project-require-rec-review.pdf
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APPENDIX 2  

Royal Free London NHS Foundation Trust Equality Analysis guide and Tool 

An equality analysis is a review of a policy, practice, function, business case, project or service change which establishes whether there is a 
negative effect or impact on particular social groups.  This In turn enables the organisation to demonstrate it does not discriminate and, where 
possible, it promotes equality to meet the needs of the diverse patients and communities we serve. 

This check list is a way to help you think carefully about the likely impact on equality groups and take action to improve services. This is also 
an opportunity to evidence positive practices in our services and demonstrate strategic integrity to ensure that our services and employment 
practices are fair, accessible and appropriate for all patients, visitors and carers, as well as our talented and diverse workforce. 

 

Name of the policy / function / service development being assessed Standard Operating Procedure Ethical Approval 
 

Briefly describe its aims and objectives: The purpose of this SOP is to provide guidance on the process for 
obtaining favourable ethical opinion from an NHS Research Ethics 
Committee (REC) in order to satisfy the requirement for independent 
ethical scrutiny.  

Directorate and Lead: 
 

Medical Directorate, Liba Stones, R&D Manager 
 
 

Evidence sources: DH, legislation. JSNA, audits, patient and staff 
feedback 
 
 

Governance Arrangements for Research Ethics Committees (a 
Harmonised Edition),  (DH, 2011) 

Research Governance Framework for Health and Social care (2005, 
2nd ed.) 

Standard Operating Procedures for Research Ethics Committees 
(v.5.1, March 2012) 

 
Is the Trust Equality Statement present? 

 
          Yes                                  if no do not proceed with  
                                                  Equality  Analysis (EA) 

 

If you are conducting an EA on a procedural document please identify evidence sources and references, who has been involved in the 
development of the document, process or strategy, and identify positive or negative impacts. It is the discussion regarding the equality impact 
of the document that is important. 
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Equality Analysis Checklist 

Go through each protected characteristic below and consider whether the policy, practice, function, business case, project or service change 
could have any impact on groups from the identified protected characteristic, involve service users where possible and get their opinion, use 
demographic / census data (available from public health and other sources), surveys (past or maybe carry one out), talk to staff in PALS and 
Complaints and Patient Experience.  

 

Please ensure any remedial actions are Specific, Measureable, Achievable, Realistic, and Timely ( SMART). 

Equality Group Identify  
negative 
impacts 

What evidence, 
engagement or 
audit  has been 
used? 

How will you 
address the 
issues 
identified? 

Identifies who will 
lead the work for the 
changes required 
and when? 

Please list positive 
impacts and existing 
support structures  

 
Age 
 

 
NA 

R&D 
administrative 

document 

N/A N/A  

Ethical standards 
reviewed by 
Research Ethics 
Committees ensure 
that research 
participants from the 
protected 
characteristics are 
protected in the 
conduct of research, 
for example patients 
who may lack 
capacity to consent, 
children, patients 
who don’t speak 
English as their first 

 
Disability 
 

NA R&D 
administrative 

document 

N/A N/A 

 
Gender Reassignment 
 

NA R&D 
administrative 

document 

N/A N/A 

 
Marriage and Civil Partnership 
 
 
 

NA R&D 
administrative 

document 

N/A N/A 

 
Pregnancy and maternity 
 

NA R&D 
administrative 

document 

N/A N/A 
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Equality Group Identify  
negative 
impacts 

What evidence, 
engagement or 
audit  has been 
used? 

How will you 
address the 
issues 
identified? 

Identifies who will 
lead the work for the 
changes required 
and when? 

Please list positive 
impacts and existing 
support structures  

 
Race 

 

NA R&D 
administrative 

document 

N/A N/A language.  

 
Religion or Belief 
 

NA R&D 
administrative 

document 

N/A N/A 

 
Sex 
 

NA R&D 
administrative 

document 

N/A N/A 

 
Sexual Orientation 
 

NA R&D 
administrative 

document 

N/A N/A 

 
Carers 

 

NA R&D 
administrative 

document 

N/A N/A 

 

It is important to record the names of everyone who has contributed to the policy, practice, function, business case, project or service change.   

Equality Analysis completed by: (please include every 
person who has read or commented and  approval 
committee(s).  Add more lines if necessary) 
 

Organisation Date 

 
R&D Committee 

Royal Free London NHS Foundation Trust 03.06.2014 

 
 

  

   

 


