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A guide for researchers 

Frequently asked questions in relation to the management and governance of NHS research in Essex and Hertfordshire 
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Am I doing research?
In this context it is important to decide if your project is actually research.
· Research is defined as “the attempt to derive generalisable new knowledge by addressing clearly defined questions with systematic and rigorous methods”.

The following projects fall outside the scope of this guidance:

· Audit projects are a systematic and critical analysis of the quality of critical care, including the procedures for the diagnosis, treatment and care, the associated use of resources and the resulting outcome and quality of life for the patient.

· Service Evaluations are projects which involve the local assessment of performance and factors which may affect performance within the Trust.

· Department of Health Patient and Staff surveys conducted at The Trust as part of a Department of Health requirement, such as the Healthcare Commission, may involve research methods and may have been subject to a review by an NHS Research Ethics Committee; however, these do not require R&D Trust approval.

· Further guidance is available from 

The National Research Ethics Service provides a leaflet to help you work out whether your project is research or not

http://www.nres.npsa.nhs.uk/news-and-publications/publications/nres-research-leaflets/
Does my Service Evaluation/Audit require Approval?
As your project is not research then it does not require Trust Approval from a "research perspective" - however you should ensure that the Service Evaluation complies with all policies and best practices.  If you are unsure what these might be then please could you discuss this matter, in the first instance, with the relevant service manager.  

Although ethical review by a NHS REC is not necessary in this case, all types of study involving human participants should be conducted in accordance with basic ethical principles such as informed consent and respect for the confidentiality of participants. When processing identifiable data there are also legal requirements under the Data Protection Act 2000. When undertaking an audit or service/therapy evaluation, the investigator and his/her team are responsible for considering the ethics of their project with advice from within their organisation. University projects may require approval by the university ethics committee.
Does your research involve the NHS?
The Department of Health has a formal system for the management of research in the NHS. This is called the Research Governance Framework for Health and Social Care. It can be found at
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962
Is my research covered by the Research Governance Framework?

Research in the NHS is subject to the Research Governance Framework if it satisfies any of the following:

· Patients and users of the NHS. This includes all potential research participants recruited by virtue of the patient or user’s past or present treatment by, or use of, the NHS. It includes NHS patients treated under contracts with private sector institutions; or

· Individuals identified as potential research participants because of their status as relatives or carers of patients and users of the NHS, as defined above; or

· Access to data, organs or other bodily material of past and present NHS patients; or

· Foetal material and IVF involving NHS patients; or

· The recently dead in NHS premises; or

· The use of, or potential access to, NHS premises or facilities; or

· NHS staff recruited as research participants by virtue of their professional role.

This means that before you start any research involving the NHS you will need

· A Research Sponsor

· Ethical approval – National Research Ethics Service – see http://www.nres.npsa.nhs.uk/ 

· A letter indicating Trust approval.

Where can I find a glossary?

The National Research Ethics Service provides a useful glossary. This includes the statutory definitions of selected terms used in the Medicines for Human Use (Clinical Trials) Regulations 2004 in relation to clinical trials of investigational medicinal products (CTIMPs) and can be found at 
http://www.nres.npsa.nhs.uk/applications/glossary/
Am I doing a clinical trial of a medicinal product? (i.e. is it a drug trial or a CTIMP)?
It is necessary to know if your research is a CTIMP because if it is then it is subject to additional legislative controls. The MHRA has produced an algorithm to help determine if your trial falls with in the scope of the Directive. The algorithm can be found on pages 8-9 of the http://ec.europa.eu/enterprise/pharmaceuticals/pharmacos/docs/doc2006/04_2006/clinical_trial_qa_april_2006.pdf
What are the key requirements relating to Clinical Trials of Medicinal Products?
The key legal requirement is that all researchers working on a clinical trial of medicinal products are qualified by status, training and experience to undertake their relevant roles and responsibilities. Key things to note are:
· The Principal Investigator is responsible for ensuring that those in the research team are qualified by training and experience to undertake their relevant roles and responsibilities.

· For any given clinical trial, the Principal Investigator must identify the research team on the Standard NHS Application Form.

· The Principal Investigator must provide evidence of training (via CVs).

· In the event that there is a Suspected Unexpected Serious Adverse Reaction (SUSAR) to a trial drug then the reporting mechanism outlined in the protocol must be strictly followed. All Serious Adverse Reactions (expected or unexpected) must also be reported using the Trust’s Serious and Untoward Incident Policy. This enables the researcher to comply with the law and also permits the Trust to take an overview of incidents that occur in clinical trials.

You will be expected to conduct your trial according to Good Clinical Practice (GCP) and ICH standards within your host Trust/s. All personnel taking part in Clinical Trials must have attended GCP training, which should be kept up to date throughout the lifetime of the project. GCP training courses are available on-line and sometimes within host Trusts.

It is advisable to check whether your host Trust/s have Standard Operating Procedures that they expect you to follow for a CTIMP.
Do you know if the project already has a Sponsor?

The sponsor has responsibilities for ensuring that the management, monitoring, auditing and reporting of the research complies with the Research Governance Framework (Version 2) 2005. 
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962
If you want an NHS Organisation in Essex or Hertfordshire to act as Research Sponsor then please contact any of the EH CLRN Offices (see separate contact details).
Is the study for an educational or professional qualification?

It is important to understand if your research is being conducted as part of an educational qualification because your Academic Supervisor will have certain responsibilities relating to the conduct of the study. 

I’m an independent Contractor – is my research subject to the Research Governance Framework?

Practitioners undertaking an R&D activity in their private capacity must not carry it out at the same time as NHS activities to avoid any confusion for patients and/or additional financial burden to the NHS. (e.g. a GP providing a report for life insurance purposes would be expected to arrange a separate consultation). Also, a practitioner may not be able to prescribe NHS and private treatment for the same patient at the same time. Practitioners are expected to ensure that the NHS patients seen in a research room on a practitioner’s premises are made aware that a practitioner is conducting research in a private capacity. Sponsors and independent practitioners must ensure that the Trust is aware of studies and there must be a notice placed the General Practices to inform participants that they are not to be recruited as NHS patients. Practitioners undertaking private research remain subject to the disciplinary processes of their professional body, which may turn to the Research Governance Framework or other accepted statements of good practice. For commercial research undertaken in a private capacity, it is expected that the sponsor and the practitioner would arrange the indemnity or clinical trials insurance for negligent harm, as this not the responsibility of the Trust.

I need help with the application for ethical approval

The National Research Ethics Service provides detailed guidance on completing the relevant forms. This can be accessed via the following webpage

http://www.nres.npsa.nhs.uk/applicants/nres-application-form/
Please note that the E&H CLRN is unable to provide support for the completion of the application forms but can provide advice on NHS-related issues. 
What do I have to know about Indemnity?

NHS Organisations in Essex and Hertfordshire are members of the Clinical Negligence Scheme for Trusts (CNST). In order to protect the interests of patients, subjects and researchers it is now a requirement that clinical research involving human subjects, especially clinical trials, should be conducted in accordance with good clinical practice (GCP) guidelines. These guidelines require satisfactory indemnity arrangements to be in operation. All indemnity arrangements must be clarified prior to the start of R&D activity. 

As a student who should I seek assistance from?

· Discuss with your peers and /or employing organisation, if there are any specific service areas requiring new evidence.

· If you are having difficulties with narrowing the topic for your research, discuss this with your academic supervisor

· Make sure your line manager agrees to support your involvement with a study before formulating your R&D proposal.

· For student projects, a standard letter must be provided from the student’s supervisor offering an assurance that the research has been approved by the University. 
· Please make the best use of academic support from your supervisors. Remember, your course fees cover the cost of academic supervision and it is your responsibility to make best use of tutorials and academic supervision.

Why might an Essex or Hertfordshire NHS Organisation not approve my proposed research?

NHS Trusts may consider withholding permission for the proposed R&D activity to go ahead if any of the following apply:

· no suitable sponsor is identified

· no evidence of approval from an application for ethical approval from an NHS Research Ethics Committee has been provided

· for clinical trials of medicinal products no Clinical Trial Authorisation from the MHRA has been provided

· for studies requiring additional radioactive isotope exposure, no ARSAC certificate has been provided

· for human tissue studies, no evidence of a valid Human Tissue Bank licence and arrangements has been provided

· for researchers that are not employed by an NHS Organisation, no valid research passport or honorary research contract has been provided (unless the research is commercially funded and HR arrangements are managed via agreements)

· there are no agreements for the allocation of responsibilities, or for indemnity and/or insurance (or those provided are clearly unacceptable to the NHS)

· the Trust has evidence of local issues that could make it unsafe to conduct the study at the proposed sites within the area, which the ethics committee needs to consider

· the study would harm service delivery, because of local issues the ethics committee or the sponsor did not take into account.

What do I need to know about Finances? 

Financial probity and compliance with the rules laid down by H M. Treasury for the use of public funds are paramount. The Trust will ensure that it systems for ensuring financial probity comply with requirements of internal and external audit and has systems in place to deter, detect and deal with fraud.  The Trust must be made aware of the estimated and potential costs of the proposed R&D activity, as it is a requirement for all research expenditure and income to be planned and accounted for.  All research grants and external funding for research activities supported by the Trust will be allocated a financial code and managed through the Trust’s financial department.  All researchers, including students, are expected to understand that any research activity creates financial implications from staff involvement, use of available resources etc. These should be adequately reflected in applications for R&D approval. Research active staff should make every effort to access funding from outside sources.  Any sponsorship must be declared openly and directed to the employing organisation. Further advice can be obtained from the Trust R&D Manager. When research findings have commercial potential the Trust will take action to protect and exploit them, in collaboration with its research partners and, when appropriate, commercial organisations 

Within the NHS the costs of all research activity should be accounted for. Monies allocated for patient care should not be used for research purposes. For some non-commercial research, the Department of Health provides ‘top-up’ funds to cover the extra support costs of research. This is called R&D Support Funding. For commercial research, the external fonder is required to cover all the research, but not the usual patient care, costs. This means that for all research there should be an estimate of the costs and arrangements should be made to cover these before the research starts.

The Department of Health Policy for research finance can be found in HSG (97) 32 Responsibilities for meeting Patient Care Costs Associated with Research and Development in the NHS. 

In this context, Service Support Costs are the additional patient care costs associated with the research, which would end once the R&D activity in question had stopped, even if the same patient care service continued to be provided. This might cover things like extra blood tests, extra in-patient days, and extra nursing attention.
Treatment Costs are the patient care costs which would continue to be incurred if the patient care service in question continued to be provided after the R&D activity had stopped. Where patient care is being provided which differs from the normal, standard, treatment for that condition (either an experimental treatment or a service in a different location from where it would normally be given) the difference between the total Treatment Costs and the costs of the “standard alternative” (if any) can be termed the Excess Element of Treatment Costs (or just “Excess Treatment Cost”), but is nonetheless part of the Treatment Cost, not a Service Support or R&D cost. 

Generic Clinical Trial Agreements

National guidance (Commercial sponsorship - ethical standards for the NHS available at

http://www.doh.gov.uk/comspon.htm clearly states that if a drug trial contract is made between industry and the NHS Trust, then the transaction should be recorded as a normal income generation scheme. An important recent development is a suite of model clinical trial agreements.  The new agreements will speed up the contracting process for industry-funded trials in NHS hospitals. Use of the nationally approved Agreement will mean that approved research can begin at the earliest opportunity and will also save the NHS money by removing the need for external legal review.  You should, however, liaise either with the host Trust or the E&H CLRN to agree the financial appendix of agreement.
What are the Caldicott Principles?

The Research Governance Framework in Health & Social Care incorporates the stipulations of the Data Protection Act and requires that in the research setting, the appropriate use and protection of patient data is paramount. All those involved in research must be aware of their legal an ethical duties in this respect.

· Principle 1: Justify the purpose(s) Every proposed use or transfer of patient-identifiable information within or from the NHS Organisations in Essex or Hertfordshire, or services associated with it, should be clearly defined and scrutinized.
· Principle 2: Don’t use patient-identifiable information unless it is absolutely necessary Patient-identifiable information items should not be used unless there is no alternative. If there is a possibility of a patient being easily recognized despite every effort to anonymise the data, (e.g. rare disability, small numbers and/or localities etc.), then researcher/s should avoid naming the source of information, (e.g. ward, locality, school etc.). 
· Principle 3: Use the minimum necessary patient-identifiable information Where use of patient-identifiable information is considered to be essential, each individual item of information should be justified with the aim of reducing identifiability. 

· Principle 4: Access to patient-identifiable information should be on a strict need to know basis Only those individuals who need access to patient-identifiable information should have access to it, and they should only have access to the information items that they need to see. A non-NHS researcher would be issued with an honorary contract with the Trust explicit in terms of compliance with the Data Protection Act. The R&D approval is given on a condition that a researcher agrees with the terms of such a contract.
· Principle 5: Everyone should be aware of their responsibilities Researchers are personally responsible for ensuring that the handling of patient-identifiable information is in accordance to the Caldicott principles and must be aware of their responsibilities and obligations to respect patient confidentiality. 

· Principle 6: Understand and comply with the law Every use of patient-identifiable information must be lawful. Trust’s Caldicott Guardian can provide researcher/s with further advice on how to comply with the legal requirements. Failure to maintain patient information in a confidential manner can result in disciplinary proceedings being taken against a researcher or a member of staff.
	I would like some more information or clarification - who can I talk to?

You can contact any of the E&H CLRN team - we would all be delighted to talk to you, to find out what you would like to know and to help if possible (please see separate of contacts). You may find it helpful to first speak to one of the RM&G Facilitators who process study approvals, as they will have access to local information as well.  If we can’t address all your enquiries, then we will put you in contact with another member of the CLRN team or somebody else who will be able to help you.


	Essex and Hertfordshire CLRN

Unit 657, The Crescent, Severals Business Park, Colchester, CO4 9YQ.
Tel 01206 288251 
email clrn@northeastessex.nhs.uk 
http://www.crncc.nihr.ac.uk/index/networks/comprehensive/clrns/essex.html
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