SLaM/IoPPN R&D Guidance for IoPPN Student NHS ethics applications v5.1
Please read these instructions along with the SLaM/IoPPN sponsorship guidance if you are a student at the Institute of Psychiatry, Psychology & Neuroscience who is making an ethics application to an NHS ethics committee/HRA approval.  
Sponsor responsibilities for student studies

The sponsor responsibilities for student studies is delegated to your academic supervisor and the department that runs your course.   The R&D office checks that these responsibilities are fulfilled before confirming sponsorship.
Chief Investigator arrangements for student studies:

According to the UK Policy Framework for Health and Social Care Research, students should not normally take the role of Chief Investigator at any level of study, this function should be undertaken by academic supervisors or course leaders.    An exception is made for an experienced care practitioner or manager undertaking an educational qualification for continuing professional development or a doctoral-level study while employed by a health or social care provider or a university, or for a researcher undertaking a doctoral-level study in receipt of a fellowship.

UK Policy Framework for Health and Social Care Research:    https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
Documents/information required for sponsorship review:
· Please see the sponsorship request form for details of documents required for sponsorship review

For MSc students

· Confirmation that the academic supervisor is employed by the Institute of Psychiatry, Psychology & Neuroscience (substantive or honorary).  This is because your supervisor will take the role of Chief Investigator and the IoPPN is responsible for the study.

· Confirmation that your academic supervisor has agreed that the protocol is finalised and ready for the ethics submission

For PhD students

· Confirmation that the project is formally registered as a PhD with the Institute of Psychiatry, Psychology & Neuroscience (for example with the MPhil/PhD committee)
· If the PhD is externally funded, details of the funder and evidence that funding has been secured (this is to check whether it is potentially eligible for the NIHR portfolio)
For all students

· Your academic supervisors email address – to cc them into our correspondence

· Confirmation that you have written your participant information sheets and consent forms with reference to the Health Research Authority guidance and templates:   http://www.hra.nhs.uk/resources/before-you-apply/consent-and-participation/consent-and-participant-information/   
· Protocol, participant information sheet and consent form:  please read through the relevant sections of the HRA assessment criteria and standards document for details of what the HRA will expect to see in these documents (one example is that the information sheet and consent document and all other participant facing document should have the study title and IRAS project ID on them).  The HRA assessment and standards document is on the HRA website here:  http://www.hra.nhs.uk/resources/hra-approval-applicant-guidance/hra-assessment-criteria-and-standards/
The R&D office will look at the following areas while conducting the sponsorship review:

· The project is correctly categorised (IRAS project filter is completed properly)

· All sections of the IRAS form have been completed in accordance with the project filter. This is to check that an activity in the IRAS form has been described but not indicated on the project filter, for example: use of tissue, inclusion of adults unable to consent, inclusion of a drug.

· The administrative sections of the IRAS form are completed according to the SLaM/IoPPN R&D sponsorship guidance.

· The sites are clearly described and listed in Part C
The IRAS form will need to include sufficient information for the REC to conduct its ethical review.   Please try to complete the application form as clearly as possible, in lay language where specified on the form, and explain any technical terms.
Please ensure that a consideration of the following areas is included.  The IRAS question specific guidance will guide you as to what is expected:  

· Include sufficient information to explain how participants will be identified and recruited.  Please ensure that medical notes are not screened by anyone outside of the clinical care team without the patients consent.  The first contact to potential participants should be made by the care team.

· Explain how you will ensure that the consent you take will be informed.  This means providing sufficient information so that participants know what will be involved. Participants would normally have the chance to ask questions before giving consent.  If this doesn’t occur (i.e with online or postal questionnaires) the reasons for this should be explained.   

· Ensure that any potential risks to participants have been identified and considered, with an explanation of how this will be managed.  This should be included in the IRAS form and explained to potential participants during the consent process
· Ensure that any potential risks to the researchers have been identified and considered (proportionate to the study).  For example any lone working or home visits should be according to organisational policy and assurance provided that this is safe

· It is very important to explain how you as a student will be appropriately trained and supported, and monitored.  This is particularly important if you have little clinical experience.  This can be proportionate to the study, for example a simple questionnaire study on a ward would require less than an interview study with very vulnerable patients.

· Pay particular attention to the data protection and confidentiality questions (A36-42). Check the question specific guidance.  How you collect, store and analyse data should be fully explained on the IRAS form as well as explained to participants.
https://internal.kcl.ac.uk/innovation/research/Research-Governance/how-does-GDPR-affect-research/How-does-GDPR-affect-research 
SLaM / IoPPN R&D contact details

Room W 1.08 Institute of Psychiatry, Psychology & Neuroscience
De Crespigny Park
Denmark Hill
London, SE5 8AF
Email:  slam-ioppn.research@kcl.ac.uk 

