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1. Purpose
This guideline sets out the guiding principles to be used when undertaking research activity within the Bailiwick of Guernsey. It is aligned with current national standards and guidelines to ensure a contemporary approach to the governance of research activity within the local context.
1.1 Scope
The scope of this guideline extends to all research activity taking place within the Bailiwick of Guernsey and includes the following:
· Involvement of human beings, 
· Inclusion of human tissue
· Inclusion of human data
· Interventions/activities which pose a risk or damage to the environment, 
· Studies that are of a political or social sensitivity
· Studies that have an impact on culture or cultural heritage.
Whilst service improvements, audit activity and evaluative studies are not considered to be research; there may be times where these projects require an ethical review due to the possible risks associated with them. Please refer to section 2.1 below.
1.2  Principles of ethical research
     The widely accepted principles which underpin ethical research include the following:
· Respect for persons – this involves treating people with dignity and respect allowing them to exercise their autonomy throughout the research process.
· Beneficence – the research should be of benefit to those taking part and potentially the wider population they represent.
· Non-maleficence – the research should do no harm; this includes physical, emotional, or psychological harm.
· Justice – the research should be fair in the way that participants are selected taking into account risks and benefits to those taking part.
· Autonomy – participants should be given the freedom to choose as to whether they wish to take part in the research. Informed consent to participate in the research underpins this principle.
· Integrity – the researcher should be open and honest about the proposed study and the potential risks and benefits for those taking part. Any conflicts of interest should be declared.
· Confidentiality and privacy – the participants have the right to have their identity protected as well as any information or data related to them.
Research proposals submitted for consideration by the Guernsey Ethics Committee must detail how these principles will be adhered to throughout the research process. Further guidance is detailed in the next section.

2. Related policies, guidelines and legislation
This section provides links to guidelines and other resources to support the design and execution of a research study to ensure it aligns with the principles of ethical research. Whilst the focus here is primarily on research studies, consideration should also be given to other projects which employ research methods to gather data; this includes user experience surveys, audit and service improvement activities.
2.1 Non research projects.
a) User experience surveys are an important tool in gathering quantitative and qualitative data related to an individual’s experience of a service. The Committee for Health and Social Care have published a guideline entitled ‘Service User Experience Questionnaires and Surveys: COR021’ (The Committee for Health and Social Care (HSC)) which provides useful guidance in how to approach these types of projects.

b) Service improvement projects play an important role in promoting the quality of services and informing their development through systematic and evidence-based processes. Whilst there is an acceptance that research differs from a service improvement project in that the purpose is to generate knowledge as opposed to improving work flow and enhancing efficiency, there is also an acknowledgement that the two activities are becoming difficult to differentiate (Hall et al 2020). Hall et al (2020) suggest that at a minimum, service improvement activities should consider the following in terms of having ethical oversight of the project;

· The purpose
· Informed consent
· Participant confidentiality
· Withdrawal from activity 

Additional resources to support the ethical dimension of service improvement projects can be found in the links below:
Ethical considerations in quality improvement: Key questions and a practical guide 
The ethics of using quality improvement methods in health care. 

c) Audit is the process by which services are benchmarked against recognised standards through the systematic collation and analysis of data. Research methods and tools may be used to complete the audit. In line with service improvements, audit is not considered research as it does not aim to generate new knowledge. However, it is recognised that an audit project, especially conducted in environments containing sensitive information, require a certain degree of ethical oversight in line with the service improvement projects as described above. Please see link below for an additional resource.
Managing possible ethics issues in QI or clinical audit programme.

2.2 Research projects
The UK policy framework for health and social care research (2023) provides a comprehensive definition of research:

‘Research is defined as the attempt to derive generalisable or transferable, new knowledge to answer or refine relevant questions with scientifically sound methods’ (p5).

Ethical research should therefore begin with a well-designed study which will result in achieving its aim and answering the research question. In addition to the design, the ethical principles cited above in section 1.2 should be taken into account during the development of the research proposal and the way it is conducted. 

The UK policy framework for health and social care provides overarching guidance ‘in the management and conduct of health and social care research’ (Health and Social Care, NHS Scotland, Health and Care Research Wales and Health Research Authority 2023, p4). It ‘sets out principles and responsibilities at a high level that takes account of relevant legislation in the UK’ (p4). The intention is that the policy will be complemented by the operational guidance provided by professional and regulatory bodies to ensure a consistent approach to research activity. The policy framework can be accessed through the link above, and further operational guidance through the links below.

· UK Research and Innovation
· Social Research Association
· British Education Research Association
· BPS Code of Human Research Ethics
· GMC Using and Doing Research
· Academy of Social Sciences

2.3  Legislation
Whilst the policies and guidelines that have been highlighted in this section are based on the UK legislative framework, individuals engaging in research, service improvement and audit need to consider the following local laws.

	Topic
	Guernsey legislation

	Abortion
	The Abortion (Guernsey) (Amendment) Law, 2021

	Capacity
	The Capacity (Bailiwick of Guernsey) Law, 2020


	Data Protection
	The Data Protection (Bailiwick of Guernsey) Law, 2017

	Children
	The Children (Guernsey and Alderney) Law 2008


	Topic
	Guernsey Legislation

	Human Tissue
	The Human Tissue and Transplantation (Bailiwick of Guernsey) Law, 2020

	Ionising radiation
	The Safety of Employees (Ionising Radiations) (Guernsey) Ordinance, 1967

	Medicines
	The medicines (Human and Veterinary) (Bailiwick of Guernsey) Law 2008

	Mental Health Law
	The Mental Health (Bailiwick of Guernsey) Law, 2010

	Nursing/residential homes
	The Nursing and Residential Homes (Guernsey) Law 1976
The Nursing Homes and Residential Homes (Guernsey) (Amendment) Law, 2006

	Poisons
	The Pharmacists, Poisons and Pharmacy Ordinance 1970 
(Various amendments)

	Registered Health Professionals
	The Registered Health Professionals Regulations, 2015



3. Responsibilities
This section identifies the key roles and responsibilities of the people who are involved in the research process.

3.1 Lead Researcher
The lead researcher assumes overall responsibility for the way that the research project is conducted and should adhere to the agreed proposal. The lead researcher: 

· Submits the research proposal for independent review unless they are acting as a supervisor to a student, in this instance they can act as a reviewer.
· Submits the proposal for ethical review.
· Ensures each site of a multisite project has a designated lead overseeing the process.
· Ensures participants are given clear information to enable them to decide about giving their consent to take part.
· Adheres to the agreed process of reporting and monitoring the research process to ensure the participants are safe and wellbeing protected.
· Provides high quality proposals, protocols and procedures, ensuring they are accessible to the research team.
· Ensures that any changes in protocol are clearly communicated to all involved in the research process including the ethics committee.
Student/novice researchers may assume the role of lead researcher as long as they are supervised by an experienced researcher. Students undertaking postgraduate studies will usually be provided with a supervisor to oversee the process until they complete their studies.
3.2 Research Team
This consists of a group of people involved in conducting the research and may be situated on different sites; they are led by the Lead Researcher. The Research Team:
· Has the skills and knowledge to undertake the research.
· Conducts the research according to the agreed protocol.
· Ensures participants are given clear information to enable them to decide about giving their consent to take part.
· Safeguards the safety and wellbeing of the participants.

3.3 Sponsors
Are usually the employer of the lead researcher but can also be the Higher Education Institution (HEI) supporting a student researcher, an organisation contracting the services of an external research organisation, a service provider within which the research is taking place or a model of co-sponsorship between 2 or more stakeholders. The sponsors:
· Identify poorly designed research.
· Check that the individuals undertaking the research are competent to do so.
· Ensure that the proposed research sites are suitable.
· Ensure that adequate indemnity cover is in place to cover any liabilities during the research process.
· Make sure that the research has been through a review process by an ethics committee.
· Check that information concerning the research is publicly available.
· Ensure that participants have adequate information to make a decision about taking part in the research. 
· Verify that the necessary safeguards are in place to enable the research to be conducted in a safe manner.
· Ensure that the study is a good use of human and financial resources.
· Check that any risks are managed and mitigated before allowing the research to progress in a timely way.
· Ensure that the study protocol is followed and adequate monitoring and reporting arrangements are in place.

3.4 Employers
The Employer may be the sponsor, funder and/or provider of the site within which the research is taking place. The Employer:
· Encourages a high-quality research culture, ensuring that employees are accountable and committed to conducting research in a professional manner.
· Ensures that mechanisms are in place which protect the health, safety and well being of the employee and research participants.
· Acts as gatekeeper to research sites, ensuring the employee has received a favourable ethical opinion and is in receipt of supervision if required.
· Takes proportionate action in the event of errors or misconduct.

3.5 Research Ethics Committees

Research Ethics Committees (RECs) review ethical proposals and in so doing provide an opinion on the degree to which the study meets expected ethical standards. Depending on the nature of the research the proposal may require the opinion of more than one committee. This may include Higher Education RECs, NHS RECs, as well as the local Committee.

The Guernsey Ethics Committee:
· Reviews any research conducted in the Bailiwick that directly or indirectly involves humans or their tissue.
· Gives advice as to whether ethical opinion is required prior to submission to the Committee.
· Provides an ethical opinion on the study prior to its commencement. This may include conditions to be met before the study can take place as well as recommendations and suggestions that the Researcher may adopt to improve the study. 
· Receives updates from the Lead Researcher concerning any changes in protocol and the outcome of the research.
The terms of reference for The Guernsey Ethics Committee can be found in here.

4. The Ethical Review Process
The Lead Researcher is required to complete a proforma and a GDPR Checklist; both are available as electronic forms. The completion of the proforma is dependent on whether the research is part of a multi-site study, a supervised project undertaken as part of a course, or a study undertaken as an independent researcher. Usually, the proposal is submitted for consideration two weeks before the Committee meets, and the lead researcher will be expected to attend the meeting to field any questions or concerns raised by the Committee. The outcome of the discussions is shared verbally with the Researcher and confirmed in writing via e-mail. Once the proposal has been adjusted to address all the conditions required by the Committee, a favourable opinion will be given in the form of a letter to the Lead Researcher, again via e-mail. There is an expectation that the Lead Researcher will provide an annual report on their progress and when the study is completed.



5. Governance

The Guernsey Ethics Committee sits within the States of Guernsey Single Clinical Governance Framework; Schedule 7 of Secondary Healthcare Contract, (HSC, 2017). There is a requirement to provide an annual report into the Single Clinical Governance Group which is currently known as the Quality Governance Committee. In addition, an annual report will be presented to The Guernsey Institute, University Centre (TGI UC) Academic Board as part of the Annual Monitoring and Review processes required by the Partner University.  
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