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1.0 PURPOSE 
This document sets out the University’s expectations regarding ethical review and approval.  
It is intended to facilitate the conduct of University activities in a manner that manages ethical 
risk appropriately, and which safeguards both participants and researchers. 

2.0 SCOPE 
The policy applies to all research, consultancy, impact/engagement, teaching, learning, 
fundraising and other projects that may raise ethical issues, whether undertaken by staff, 
students or other individuals acting on behalf of the University. 

3.0 ETHICAL REVIEW AND APPROVAL 

3.1. Requirement for ethical review 
Within the broad scope above there are two domains: 

a) All research projects (funded or unfunded), and all projects in scope of the Work with 
Outside Bodies Policy, must identify relevant ethical considerations and, where 
appropriate, undergo full ethical review (and secure approval) before any work starts. 
Those undertaking the work should remain alert to emerging ethical issues throughout the 
life of the project; where issues are identified after project start, or where there are 
significant amendments to the design or execution of the project, re-approval may be 
required. 

b) Although other activities, such as Teaching & Learning and fundraising, are not required 
to follow the research ethics process, they must be able to demonstrate that they are 
undertaken in full compliance with the University’s policies and codes of practice, that due 
consideration has been given to all ethical issues and that a robust (and equivalent) 
process for review and approval is in place. 

3.2. Ethical considerations 
The University expects the following factors to be considered in ethical assessment, and 
projects including these factors to undergo ethical review by the appropriate body: 

i. NHS & Social Care: Any project involving the NHS or Social Care, its staff, patients, 
data or facilities; or individuals covered by the Mental Capacity Act 2005 or Adults 
with Incapacity (Scotland) Act 2000.   

ii. Animals: Any project involving animals (as defined by the Animal Scientific 
Procedure Act).   

iii. Humans & Personal Data: Any projects involving people, their data or tissues, 
particularly those which are high risk either due to their participant profile, design or 
methodology. Significant risks include: 
a) Potentially vulnerable groups, e.g. children / minors, prisoners, those with 

cognitive impairment or those in unequal relationships; 
b) Requirement for co-operation of a gatekeeper for initial access (e.g. students at 

school, members of a self-help group, nursing home residents); 
c) Requirement for participants to take part without full knowledge and consent 

(e.g. involving covert observation or deception of participants); 
d) Sensitive topics (e.g. sexual activity, drug use, politics, illegal activities); 
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e) Administering drugs, food or other substances to participants;  
f) Obtaining tissue samples (including blood) from participants;  
g) Any invasive, intrusive or potentially harmful procedure;  
h) Prolonged or repetitive testing; 
i) The collection or processing of sensitive personal data (including from 

secondary sources) without explicit consent;  
j) Sensitive personal data transfer to partners outside the EEA; 
k) Members of the public in a research capacity (‘participant research’); 
l) Offering financial recompense to participants beyond reasonable expenses. 

iv. Sensitive Materials: Any project involving:  
a) data covered by statute such as the Official Secrets Act and Counter-Terrorism 

and Security Act 2013;  
b) viewing or dissemination of illegal materials. 

v. Environment: Any project posing a significant potential risk to a physical 
environment or material culture. This includes but is not limited to levels of pollution 
greater than that permitted under UK law.  

vi. International: Any project involving:  
a) travel to areas of acute political sensitivity;  
b) cultural, governance or legal frameworks which are unfamiliar to the individual 

undertaking the work or not equivalent to those used in the UK;  
c) requiring licences or permissions from international bodies. 

vii. Safety of those involved: Any project posing a significant risk to the safety and well-
being - whether physical, psychological, emotional or reputational - of those involved, 
including participants and/or the project team.  ‘Significant risk’ is defined as outside 
that which a normal person would be exposed to in daily life. 

viii.  Collaborator or Funding Source: Any project where any of the following may apply:  
a) the funder or collaborator’s ethos and values are at odds with the University’s; 
b) funds or other project resources have been unethically obtained; 
c) the funder or collaborator has a poor ethical track record; 
d) the relationship could negatively affect the University’s reputation;  
e) the terms of the funding are prohibitive (e.g. in restricting publication or 

influencing research design). 

ix. Use of outputs: Any projects involving outputs which may be subject to export 
controls and which have the potential to:  
a) contravene the UK’s international commitments (e.g. breach of applicable arms 

embargoes or other sanctions);  
b) be used for internal repression or the abuse of human rights, provoke or 

prolong armed conflicts, or aggravate existing tensions in the destination 
country; 

c) be used aggressively against another country;  
d) adversely affect the national security of the UK or allies;  
e) be to a destination where the behaviour of the buyer country raises concerns 

with regard to its attitude to terrorism or respect of international law;  
f) be diverted or re-exported under undesirable conditions;  
g) in the case of developing countries, seriously hamper the sustainable 

development of the recipient country.  
The potential application of any outputs should be considered at the earliest 
possible opportunity. 
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x. Conflicts of Interest: Any project involving any actual, potential or perceived 
conflicts of interest.  Approved projects require effective management of the interest 
to be put in place before work starts. 

The University expects such projects to be reviewed by one of the following: 
a) a NHS Research Ethics Committee (NHS REC) where this is required under the 

Governance Arrangements for Research Committees (GAfREC), including where 
projects involve NHS or Social Care;  

b) the Animal Welfare Review Board (AWERB), where projects involve animals;  
c) a Durham University departmental Ethics Committee, in the case of all other projects.  

Projects involving the above considerations which are deemed to be low risk may be 
subject to a light-touch process, e.g. projects which involve human participants but do 
not involve any significant risk factors.  

3.3. Scope of ethical approval 
The University’s ethical approval will ordinarily only cover work undertaken by its staff and 
student body or subcontractors. Such approval will be contingent upon securing appropriate 
ethical approval, licenses and permissions from any other organisations involved in the 
research. 

3.4. Accepting approvals from other organisations 
The University operates a principle of single review. Where appropriate, the University will 
accept ethical review from other organisations without requiring review by a University ethics 
committee where:  

a) their review covers the work being undertaken by the University’s researchers; and 
b) the University can satisfy itself that the standard of review and the governance / legal 

framework is equivalent to its own; and 
c) there is a valid reason for the University not undertaking its own review, for example 

where there is a statutory requirement for review by an external body (for example the 
NHS Research Ethics Committee); where a researcher joins the University bringing a 
pre-approved body of research; or where the design of a collaborative project means 
that a single review by one institution is more pragmatic. 

Approval to accept another organisation’s review must be granted by the departmental ethics 
representative before commencing work.  Copies of documentation should be made available 
to the department.   

4.0 ROLES AND RESPONSIBILITIES 

4.1. Institutional responsibility 
Council is responsible for the ethical governance of the University.   

4.2. Ethics Advisory Committee 
Ethics Advisory Committee oversees the operation of the University’s Ethics Framework on 
behalf of Council. Its terms of reference are set out in the Standing Orders for Ethics Advisory 
Committee. 

4.3. Ethics Sub-Committees 
The Committee formally delegates to Faculty and departmental Ethics Sub-Committees the 
authority to assess and determine applications for projects within the scope of this policy. 

Operational Guidelines, containing the roles and responsibilities of Faculty and departmental 
Ethics Sub-Committees, and Ethical Review Guidelines for Ethics Sub-Committees are set 
out in Appendices One and Two. 
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4.4. Individuals 
Individuals are responsible for reviewing whether the nature, design and conduct of their work 
is ethically robust, and in cases of concern for acting quickly and decisively to protect all those 
involved and the integrity of their work. Advice can and should be sought from the University 
Ethics Committees where there is uncertainty. 

Roles and responsibilities of Researchers, Principal Investigators and Heads of Department 
are set out in the Research Integrity Policy and Code of Good Practice. 

4.5. Research and Innovation Services 
Research and Innovation Services are responsible for 

a) Providing guidance and resources to support the implementation of this policy. 
b) Checking that proposals/applications for funded work have followed appropriate 

processes for ethical review, and that approval has been granted (where required) 
before work begins. 

5.0 APPEALS 
Staff and students have a right of appeal against decisions made by an Ethics Sub-Committee. 
Appeals against a decision made by a departmental Ethics Sub-Committee will normally be 
heard by the relevant Faculty Ethics Sub-Committee.  In exceptional cases an appeal may be 
referred to the Ethics Advisory Committee.  An appeal against a decision made by a Faculty 
Ethics Sub-Committee will normally be heard by another Faculty Ethics Sub-Committee, as 
determined by the Chair of Ethics Advisory Committee. 
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APPENDIX ONE: OPERATIONAL GUIDELINES FOR ETHICS SUB-
COMMITTEES 

1.1 Faculty Ethics Sub-Committees 
The responsibilities of Faculty Ethics Sub-Committees are to: 

a) Implement University policy on ethical review at Faculty level 
b) Communicate decisions or advice provided by Ethics Advisory Committee to 

departmental Sub-Committees 
c) Advise upon and approve departmental Sub-Committee activity 
d) Provide guidance to support departmental processes where appropriate and approve 

departmental arrangements for ethical review and monitoring. 
e) Review those proposals upon which departmental Sub-Committees are unable to 

make a decision 
f) Consider appeals against decisions made by departmental sub-committees 
g) Monitor the activity of departmental Sub-Committees by receiving and collating reports 

of activity and decisions. An annual report of activity across the Faculty will be provided 
to the Ethics Advisory Committee. 

1.2 Departmental Ethics Sub-Committees 
Every department must establish procedures, with clear lines of responsibility, to allow the 
monitoring and consideration of ethical issues.  This should take into account appropriate 
ethical frameworks for the relevant discipline. The procedures must conform to University and 
Faculty requirements, should be agreed by the Board of Studies and should be formally 
reported to the Faculty Sub-Committee.   

Departments facing substantive ethical issues should establish an Ethics Sub-Committee with 
membership as per the University requirements. Where appropriate, departments facing 
similar issues or with low flows of applications may wish to establish a joint Sub-Committee.  
At minimum, departments must establish processes through which ethical consideration and 
approval can be managed. This may be achieved in co-operation with another departmental 
Sub-Committee. These processes must be approved by the Faculty Sub-Committee. 

The responsibilities of the departmental Sub-Committees, where established, are to: 

a) implement University policy on ethical review at departmental level;  
b) undertake ethical review of all research proposals for which approval is required by 

University, faculty and/or discipline-specific requirements;  
c) identify policy or procedural issues that require consideration by the Faculty Sub-

Committee and / or Ethics Advisory Committee. 

Departmental Ethics Sub-Committees must keep a record of the decisions that they make. A 
consolidated list should be provided annually to the Faculty Sub-Committee which will then 
report to Ethics Advisory Committee in the Michaelmas term. 

1.3 Referrals 
Faculty Sub-Committees are entitled to request advice and / or a decision from the Ethics 
Advisory Committee on problematic issues.  Departmental Ethics Sub-Committees are entitled 
to request advice and / or a decision from the appropriate Faculty Ethics Sub-Committee, or 
may request advice from another departmental Sub-Committee with relevant expertise. 

1.4 Cross-departmental and cross-faculty proposals 
Some research and other projects include the activities of staff from two or more departments. 
In such cases the expectation is that the project is normally considered by only one Sub-
Committee, this being the departmental Sub-Committee that the proposers deem to be the 
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most appropriate for the project in question. If necessary, the project may be referred to a 
Faculty Sub-Committee after discussion with the Chair of that Sub-Committee. There is an 
expectation that in considering the proposal, the Sub-Committee in question will involve a 
member of the other departmental (or Faculty) Sub-Committee(s) relevant to the application. 

1.5 Membership 
All Ethics Sub-Committees must include one or more independent external members as laid 
down by Ethics Advisory Committee. However, where Faculty Sub-Committees are meeting 
only to monitor the activities of departmental Sub-Committees (i.e. they are not considering 
applications) then external independent members need not be present. 
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APPENDIX TWO: ETHICAL REVIEW GUIDELINES FOR SUB-
COMMITTEES  

1.1 The Ethical Review Process  
In undertaking ethical review, the Ethics Sub-Committee shall consider:  

a) The interests, needs, health and safety of applicants who are applying to undertake 
projects of good quality. However, the goals of the project, and of project applicants, 
while important, should always be secondary to the dignity, rights, health, safety and 
well-being of the project participants and concerned communities.  

b) The following documentation, with the signed application form/proposal, which may 
include:  
 Recruitment poster  
 Letter of invitation to participate  
 Information sheet/ fair processing notice for all relevant parties, written in 

accessible, layperson’s language which the recipients will understand  
 Consent form for all relevant parties, including parents/ guardians where children 

are involved, to ensure full, informed consent is given. Supplement with assent 
form for children where appropriate  

 Access agreement with e.g. the school or agency where recruitment will take 
place  

 Interview schedule/ survey/ questionnaire for participants  

c) A justification of the proposal, in which foreseeable risks and inconveniences, 
including those for both applicants and participants, are weighed against the 
anticipated benefits of the project.  

d) The research approach (for example Community-based Participatory Research) and 
the target cohort (e.g. minors, prisoners, adults lacking capacity to consent).  

e) The appropriateness of the study design in relation to: the objectives of the study; the 
statistical methodology; and the potential for reaching sound conclusions with the 
proposed number of participants (where applicable).  

f) The requirements of regulatory agencies and of applicable laws where known. It is 
not for the Sub-Committee to provide specific interpretation of regulations or laws, 
but it may indicate in its ethical advice to the project applicant and interested parties 
where it believes further consideration needs to be given to such matters.  

g) The ethical requirements of the professional code of conduct/practice/ethics 
applicable to the work of the applicant’s Faculty/Department/School.  

h) Where applicable: the applicant’s assurance that he/she has consulted as early as 
possible with the University’s Insurance Officer where, for example:  
 an application requires referral to an external committee or organisation, 

including an NHS Research Ethics Committee;  
 a project is likely to fall outside or require an extension to the University existing 

insurance cover;  
 there is some significant risk involved;  
 a funder/sponsor requires a particular insurance policy to be in place.  

1.2 The Decision-Making Process  
In making advisory decisions on the ethics of applications for ethical review, whether by 
correspondence or at a meeting, the Sub-Committee should adopt the following procedures:  
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1.2.1 Conflicts of Interest  
Members should be alert to potential conflicts of interest (including personal or financial 
interests) regarding applicants and applications, and should withdraw from the discussion of 
any application in which they have such an interest.  The conflict of interest should be 
declared to the Chair prior to the review of the application where possible, and recorded in 
the minutes/record of correspondence on each project.  

1.2.2 Independent Expert Advice  
The Chair may invite non-voting independent experts or others to advise on, or to take part 
in, the discussion of any relevant ethical aspects of a specific proposal that lie beyond the 
expertise of the members, or on which members request additional input. Advice from the 
independent experts should be recorded.  

1.2.3 Pre-requisites for decision 
A final advisory ethical decision may only be taken when:  

a) [at a meeting]: sufficient time has been allowed for review and discussion of an 
application in the absence of non-members (e.g. the investigator, independent 
experts)  

b) the documents required for a full ethical review of the application are complete and 
the relevant elements have been considered  

c) a quorum of the committee, or the minimum number of reviewers required for the 
application (as defined by departmental procedures), is present/has been consulted  

1.3 The Approval Process  
It is recommended that ethical decisions taken at a meeting are reached by consensus 
where possible. Where a consensus is not achievable, the Sub-Committee should take a 
two-thirds majority vote, or may choose to give the Chair the final decision.  

1.3.1 Possible Decisions 
The following decisions may be taken on the ethical review of an application:  

a) approve – the application is granted ethical approval without amendment  

b) provisionally approve subject to amendment – the application is granted ethical 
approval subject to specific, relatively minor amendments and authority is delegated 
to the Chair to confirm that the response received from the project applicant 
conforms to the Sub-Committee’s requirements  

c) defer – consideration of the application is deferred to a future meeting pending 
receipt of specified, substantial amendments, clarification or future information  

d) reject – the application is refused ethical approval as it is intrinsically unethical and 
not capable of reasonable amendment  

e) refer – the application, or particular related ethical issues arising, cannot be 
determined by the Sub-Committee and is/are referred to the Faculty Ethics Sub-
Committee or the Ethics Committee [in exceptional cases only] 

Any decision by the Sub-Committee or Chair not to give ethical approval to an application 
should be accompanied by clearly stated, recorded reasons and explained in full to the 
applicant/s.   

1.3.2 Conditions of approval 
The Sub-Committee will offer ethical approval subject to the following general conditions:  
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a) No substantial changes are made to the original application without first applying for 
ethical review of the changes to the Sub-Committee. 

b) Regular progress and / or completion reports are received where required by the 
department or faculty – in light of which the Sub-Committee may review the 
favourable ethical opinion originally given. 

c) Project work will start within one year of the date approval is given and will be 
completed within five years of the award date. If this is not the case an extensions or 
re-approval should be sought.  

d) Adverse events are notified to the Sub-Committee [and any Sponsor]  

1.3.3 Chair’s Action 
Chair’s action may be used:  

a) To determine an application considered by circulation among members  
b) To confirm minor amendments in applications approved subject to amendment where 

the project leader has fulfilled the Sub-Committee’s original requirements  
c) To determine whether amendments to applications already approved are sufficiently 

substantive to require consideration by the full Sub-Committee, by a group of the 
Sub-Committee, in oral or written consultation with the Chair, or whether they are 
sufficiently minor to be approved by Chair’s action alone  

Decisions under Chair’s action should be reported to the Sub-Committee as appropriate.  

1.4 Expedited Review Procedures  
The Sub-Committee is encouraged to consider establishing procedures necessary for the 
expedited review of applications for projects to help staff or students, their funders/sponsors 
when in urgent need of swift ethical review. These procedures should include:  

a) The nature of the applications, amendments, and other considerations that would be 
eligible for expedited review. (For example: applications submitted to fulfil an 
application for or condition of, funding and/or to commence a project at an early 
date).  

b) The quorum requirements for expedited review (whether Chair’s action alone would 
be sufficient for routine/urgent applications; the number of members who would need 
to see the application, whether such a number could be determined by the Chair on a 
case by case basis; whether applications for expedited review should be considered 
at a full meeting or only by correspondence).  

c) The status of decisions (whether requiring prior/subsequent confirmation by the full 
Sub-Committee at a meeting/by correspondence - or not). 

1.5 Register and retention of applications for ethical review  
The Sub-Committee should keep a register of all the proposals that come before it and of 
applications ethically determined by external ethics Committees/organisations. The register 
should include:  

a) the name of each application and applicant;  
b) the funder/sponsor (where applicable);  
c) the documents reviewed;  
d) a list of members who considered each application to the Sub-Committee;  
e) any interests declared by Sub-Committee members;  
f) specific ethical issues which arose.  

Appropriate sections should be shared where appropriate and in confidence with interested 
parties and regulatory authorities, including members of University Ethics Committees, the 
research/project sponsor and relevant University officers.  
 



Version: 1.0  Page 10 of 10 

The Secretary of the Sub-Committee will retain copies of all applications received for a 
period of six years beyond the conclusion of the project.  


