[image: image1.png]Avon and Wiltshire m

Mental Health Partnership NHS Trust



[image: image2.png]NHS|

Health Education England




Screening Questions for a Proposed Educational Research, Educational Evaluation or Educational QIP
Educational Research 

All research that has ethical implications or involves human participants, their tissue or data must have an ethical review. The purpose of this document is to help you decide if the project in question is educational research suitable for consideration by the Severn Psychiatry Educational Research Ethics Process. 

Research tests a hypothesis or explores new concepts, is often theory driven, and seeks to generate new knowledge which may be published widely. It addresses clearly defined questions, aims and objectives, and often involves triangulation of data from multiple sources [1]. Educational research examines education and learning processes, and human attributes, interactions, organisations, and institutions that shape educational outcomes, potentially driving the development of new tools and methods [2].  

If the study is educational research that does not require NHS Research Ethics Committee approval it should be put forward for allocation of a mentor and a proposal submitted to the Severn Psychiatry Educational Research Ethics Process.  
If it involves NHS staff in the clinical environment, the proposal and committee outcomes must be shared with the Trust R&D department. If it involves medical students, the proposal and committee outcomes must be shared with the University.  

Is the study research, evaluation, audit or quality improvement?

The following questions should be asked to determine if the project is research. Answering YES to at least one question indicates the project is suitable for the Severn Psychiatry Educational Research Ethics Process. Some tools to aid the decision making process are found at the end of this document. 
1. Is this study generating new knowledge within the educational arena?
YES: The study is considered research.

Is this study exploring new concepts? Research can aim to generate hypotheses as well as aim to test them.  Quantitative research is designed to test a hypothesis, whereas qualitative research may aim to generate hypotheses, identify or explore themes following established methodology.  Evaluations or audits generally evaluate according to existing knowledge rather generate new knowledge. Quality improvement projects make changes to process and environment to bring practice in line with existing knowledge. 
2. Are the findings going to be generalisable?
YES: The study is considered research.

Are its findings able to be extrapolated from the subjects who participated in the study to a broader population and a broader range of settings, and would be of value to publish widely? Audit, quality improvement projects and  evaluations will produce outcomes that are only of interest to the specific area considered. Having said this, the methodology used may be useful for others to use in their localities.
3. Does the study protocol demand changing interventions from accepted standards for any of the participants involved?

YES: The study is considered research.

Quantitative research may involve evaluating or comparing new interventions to standard practice.  Qualitative research usually involves studying or comparing how these interventions and relationships are experienced. This may involve data collected routinely or involve collecting additional data.   Audit and evaluation examine how standard practice is delivered; this involves evaluating existing or new interventions according to accepted standards.  Quality improvement projects make changes to process and environment that affect the quality of practice delivered. 
4. Are the participants randomised to different groups?
YES:  If so, the study is considered research. 

Quantitative research study design may involve allocating subjects to intervention groups by randomisation. Qualitative research uses a clearly defined sampling framework underpinned by conceptual or theoretical justifications. Clinical Audit and Service Evaluation examine how standard care is delivered; and by definition do not allocate interventions by randomisation or a sampling framework. 
http://www.hra-decisiontools.org.uk/research/question1.html
http://www.hra-decisiontools.org.uk/ethics/ 
If in doubt, contact the Severn Psychiatry Educational Research Ethics Process team, Trust R&D or HRA for further information or to discuss the proposal. 

	Clinical Audit


	Research


	Service Evaluation


	Based on facts (standards)

Aims to evaluate how close practice is to best practice

Is an ongoing process

Is specific and local to one particular patient group- results are not transferable to other settings

Aims to improve services

Is practice based

Never involves a new treatment

Do you want to measure current practice against evidence based clinical standards? If the answer is yes its ‘Audit’

	Aims to establish what best practice is

Is often a one off study

Is designed so that it can be replicated and so that its results can be generalised to other similar groups

Aims to generate new knowledge/increase the sum of knowledge

Is usually initiated by researchers

Is theory driven

Is usually testing a hypothesis and following a protocol

Do you want to investigate the effect of a new or existing treatment or technique on patients/carers? If the answer is  yes its ‘Research’
	Designed and conducted solely to define or judge current care

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

Measures current service without reference to a standard

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

Do you want to evaluate the effectiveness and or efficiency of your current practice or service? If the answer is yes its ‘Service evaluation’
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	Quality Improvement Type
	QI project - small scale change
	Clinical Audit
	Service Evaluation - larger scale change
	Research 


	Purpose
	Quick changes to process and environment
	Measuring performance against previously agreed quality standards (e.g. NICE)
	Defining or judging current or new service provision.
	Test a new hypothesis or intervention. Often theory driven. Includes randomisation, change in treatment from accepted standards, and is generalisable. Use the HRA research decision-making tool

	Data collection
	Could include: PDSA
Process mapping
Driver diagrams
Run charts
IQ data
	Audit tool- usually applied to service user records
	IQ data
Survey
Interviews Outcome measurement
Discussion groups
	Randomised/Cluster trials, surveys, qualitative interviews or focus groups

	Necessary governance
	Needs approval:

Complete trust QI registration form 

Or Severn  Educational QIP approval form
	Needs approval-  complete trust Audit

registration form.

 
	Needs approval- Complete trust evaluation form. 

Or Severn Educational Evaluation Approval form
	NHS Ethical approval
Contact R&D 

Or Severn Educational Research Ethics Approval process

	Documents required
	Project plan described in registration form. Associated documents
e.g.PDSA sheet
	Audit proposal form 
	Consent forms
Information sheets
Proposal/ project plan
	NHS Ethical approval
Contact R&D 

Or Severn Educational Research Ethics Approval process

	Application
	Immediate change to process and environment. 
Internal dissemination - more widely for educational projects
	Service improvement
Identification of clinical risks
Sharing good practice
Reporting to commissioners 
Legally mandated 
	Improving service maybe transferrable.
Reporting to Trust, Commissioners, perhaps presented more widely
	Generates new knowledge, transferrable outside of Trust. Published widely

	Next step
	Complete project registration form. Talk to your trust  Quality Academy or if an educational project:  Severn Educational Research Ethics Approval process point of contact
	Complete  project registration form.   Talk to the clinical audit team
	Complete the project registration form. Contact trust evaluation team or if an educational project: Severn Educational Research Ethics Approval process point of contact
	Contact the R&D team
Or
If an educational project: Severn Educational Research Ethics Approval process point of contact
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[1] Adapted from: http://www.hra.nhs.uk/documents/2013/09/defining-research.pdf

[2] http://www.aera.net/EducationResearch/WhatisEducationResearch/tabid/13453/Default.aspx
[3] Adapted from AWP intranet: http://ourspace/Skills/RandD/Evaluation/Forms  ‘Guidance: What is Research’, Janet Brandling 2014

[4] Adapted from AWP intranet: http://ourspace/Skills/Academy/Pages/WhatShouldIDo.aspx



Research, whether educational or clinical, that involves patients or carers will need 


NHS Research Ethics Committee approval  





http://www.hra.nhs.uk/








Educational QIPs





Many medical education studies could also be classified as an ‘education quality improvement project’ (eQIP)-  focusing on testing immediate changes to a particular educational process or environment. It does not require a full ethics committee consideration.  





So long as it does not involve patients, carers or Trust NHS staff in the clinical environment, it can be signed off at the screening point using the 


‘Educational QIP Approval Form’





If it does involve patients, carers or Trust NHS staff in the clinical environment it will need to be registered with the Trust Quality Academy/Audit Department and subject to their governance approval. 








Educational Evaluation





It will often be the case that the project proposed does not meet the strict requirements for research, and could more usefully be seen, as an evaluation of medical education.  This sort of medical evaluation would not be expected to need or require a full ethics proposal.





Such evaluation projects can and will be signed off at the screening point using any appropriate documentation.  Projects that appear to be formal clinical audit, clinical research or QIPs will be diverted into the appropriate pathways for consideration of and approval of such projects.











