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Integrated Research Application System (IRAS)

 FAQs 


About the Integrated Research Application System (IRAS)
The Integrated Research Application System (IRAS) is an online (web-based) system for preparing regulatory and governance applications for health and social care research. It is a UK-wide system, which is provided by the HRA on behalf of the IRAS partners, who include:

· UK Health Departments

· Administration of Radioactive Substances Advisory Committee (ARSAC)

· Health Research Authority

· Human Fertilisation & Embryology Authority (HFEA)

· Medicines and Healthcare Products Regulatory Agency (MHRA)

· National Institute for Health Research Clinical Research Network (NIHR CRN), England

· National Research Ethics Service, including the Gene Therapy Advisory Committee (GTAC)

· ‘National Information Governance Board (NIGB)’ – since April 2013, the Confidentiality Advisory Group (CAG), part of the HRA

· National Offender Management Service (NOMS)

· National Social Care Research Ethics Committee

IRAS captures the information needed for the relevant approvals from the following bodies:

· Administration of Radioactive Substances Advisory Committee (ARSAC)

· Confidentiality Advisory Group (CAG)

· Gene Therapy Advisory Committee (GTAC)

· Health Research Authority (HRA) for projects seeking HRA Approval

· Medicines and Healthcare products Regulatory Agency (MHRA)

· NHS / HSC R&D offices

· NHS / HSC Research Ethics Committees

· National Offender Management Service (NOMS)

· Social Care Research Ethics Committee

IRAS website address: www.myresearchproject.org.uk  
Frequently Asked Questions

What is the University’s official name?
University of Northumbria at Newcastle
What is the University’s Address?

Sutherland Building

College Street

Newcastle upon Tyne

NE1 8ST

Is there any external funding for the study and who is providing this?

This should be flagged in the IRAS Internal Approval Form.

The University needs to know this as there may be funding terms and conditions to be complied with that we must address with the NHS/organisation.   It may be that a collaboration agreement is needed with the NHS/organisation.  We also need to ensure that the study complies with those terms.

If the study involves making payments to individuals what should I do?

Please flag this as part of your IRAS internal approval application.  The University needs to know this to ensure there is sufficient budget available, and appropriate arrangements for payment are in place.
If the study involves making payments from Northumbria to an NHS organisation what should I do?

Please flag these arrangements as part of your internal approval application.

· If, as part of the arrangements, Northumbria are paying the NHS/organisation for either their staff time, use of facilities, recruitment of participants and use of equipment or data, it is likely that the NHS and the University will require a legal agreement to be put in place to record these arrangements.

· Usually where a member of staff of the NHS/organisation requires payment of their time for a research project a Collaboration Agreement will be put in place.  

· For the use of facilities, recruitment of participant’s incentive payments and use of equipment, it is more likely that the NHS will require a Site Agreement to be put in place.

· Legal Services have templates for these agreement, but early notification that these documents are required will speed up the process. Please note: sometimes the NHS require a copy (particularly of the Site Agreement) at their R&D committee considering the approval of the Study.

It is recommended that confirmation of the legal documentation required is discussed with your contact at the NHS organisation as soon as possible.
Consider what role the NHS organisation has in the Project?

This question is linked to the above question around payments to the NHS organisation.
Questions to consider are:

· Are the NHS allowing the study to be carried out at a particular site or sites?  If yes, then it may be that the NHS organisation require a Non-Commercial Site Agreement to be put in place.
· If a member of staff of the NHS organisation has a role in the study, then it may be possible that a Collaboration Agreement is in place.

It is recommended that a discussion takes place with the NHS organisation on whether they require a form of legal contract to be out in place but you can approach Legal Services for advice around this issue.

Where a legal agreement is required, the agreement will need to be in place before you can start any research with them. Legal Services can assist with this but require at least four weeks’ notice, to get the correct agreements signed off.

Have you uploaded the Insurance Indemnity forms?
The latest Insurance Indemnity forms can be found at:
https://one.northumbria.ac.uk/service/cs/insurance/Pages/default.aspx
Who will be the Legal Sponsor for the Study?

· For any research involving the NHS or social care services in England it is mandatory that a legal sponsor for the research study must be in place. 

· Usually the Sponsor is the organisation who has developed the Study Protocol.

· A legal sponsor is an organisation that takes on responsibility for confirming there are proper arrangements to initiate, manage, monitor, and finance a study.

· There can be joint legal sponsors identified with one of the organisations taking the lead as the legal sponsor.

· Discussions should take place with the NHS/organisation regarding this aspect and the result of those discussions should be provided in the application.

As a guide Northumbria would act as a legal sponsor for a student study.  However, in all other studies, legal sponsorship could be joint, could be the NHS or Northumbria, depending on the nature of the study.

HRA have asked me to amend one or more of my documents, what should I do?
At HRA review, if you are asked for amendments to be made you must check with the ‘sponsor’ whether these are deemed to be ‘substantial’ or ‘non-substantial’ amendments. Any ‘substantial amendments’ will need to go through the University ethics process again before it can be signed off by the sponsor.
Do I need to use version control on my documents?
HRA will expect to see a version control reference on each of your submitted documents. This enables them to track any amendments that they ask you to make during the course of the review and following REC. This includes everything from the participant information sheets to posters advertising your study.
Is there any advice on preparing for REC?
You should refer to the HRA standards for preparing for REC: http://www.hra.nhs.uk/research-community/before-you-apply/. This page has information on setting up your study with advice on protocols and participant information sheets for example.
What do I do with the IRAS reference ID?
All documents should clearly state the IRAS ID.

How should I handle personal identifiable data?
Personal identifiable data should be handled in accordance with the Data Protection Act. You will need to state if personal identifiable data will be transferred to the University at any stage of the study. If this is the case, will be you need to explain in the PIS documents what data will be transferred to the University, the purpose of this transfer, how the data will be secured, how long it will be stored, where it will be stored, who will have access to it and how it will be destroyed.

I want to use quotes from my participants, what should I do?
The PIS document should state whether you intend to use direct, anonymised, quotations from study participants.

What is a ‘Statement of Activities’ and ‘Schedule of Events’ and why do I need them?
You will need to complete and submit a copy of the Statement of Activities and Schedule of Events documents detailing the study activity that will take place at NHS organisations participating in the study. Please see guidance regarding these documents at http://www.hra.nhs.uk/resources/hra-approval-applicant-guidance/statement-activities-hra-approval/ and illustrative examples at www.hra.nhs.uk/resources/hra-approval-nhs-organisation-guidance/illustrative-examples-of-hra-approval-documentation/. This is necessary because the sponsor, University of Northumbria at Newcastle and the site, (NHS Foundation Trust), do not operate a Joint Research Office.
Where do I find help with designing my consent form?
The consent form needs to follow the standard template on the HRA website:
http://www.hra.nhs.uk/resources/before-you-apply/consent-and-participation/consent- and- participant-information/
Who is the chief investigator?

Students below doctoral level bay not be CI but that although its usually the academic supervisor that it isn’t always http://www.hra.nhs.uk/resources/before-you-apply/types-of-study/student-research/ 
Documentation:

When working with NHS Trusts require a minimum set of documents which includes:

· IRAS completed form

· protocol

· any amendments (as required following REC or HRA review)

· patient information sheets and consent form

· statement of activities

· schedule of events (which can be used in place of a site agreement where the cost to the NHS is less than £10k)

· template contract/model agreement

· costing

· HRA Approval Letter

Until the applicant has REC/HRA approval and all of these documents are sent as a complete set in an email to the Trust they will not commence setting up the study.

Indemnity:

Advice from NUTH. In Q76 1,2 &3. UNN would provide indemnity for the Study Design (unless there had been a major contribution to the design from a clinical partner, then UNN and NUTH would negotiate). NUTH would always provide indemnity for the Management of the Study and for the Conduct of the Staff/Research where it was carried out at an NHS site. Where the procedures with the patients were deemed to be ‘invasive’ that it would be more appropriate for NUTH to act as sponsor in those cases.

Templates:

Templates are available on the HRA website for some of the standard forms such as the Statement of Activities and the Schedule of Events (SoA and SoE): http://www.hra.nhs.uk/resources/hra-approval-applicant-guidance/statement-activities-hra-approval/ Using these templates makes it easier for the Trusts to process studies as the information is always in the right format.  There are also templates for Participant Information Sheets and the Informed Consent templates and guidance provided by HRA: http://www.hra-decisiontools.org.uk/consent/ 
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