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NRR 
	What to do next…

	Protocol / IB / SPC
Signatures
	[Delete if not applicable] The signature page must be signed by the relevant individuals prior to commencement of study.

	Authorisations for IRAS Form
	· Once the IRAS form is ready for authorisation you can submit the request to me via the IRAS website using my email address xxxxxxxx
· If you are unsure how to request Sponsor Authorisation – please refer to the graphic at the end of this email
· There is a checklist for the package that you will need to submit via IRAS; you can view guidance for the package here
· Please find attached the insurance certificates that you will need to upload as part of the checklist
· Please ensure you also include the data protection sheet

Please note: Not all items on this list need to be submitted - it will depend on the study type for example, if it is a non-CTIMP then there will not be an Investigator's Brochure.

	Submitting study via IRAS
	[Delete if not applicable] 
· Once your electronic signatures are in place and all your supporting documents are uploaded to the checklist you can submit your study for ethics and R&D approval. You can only book in once your electronic authorisations are in place. In order to book please call the Central Booking Service (CBS) on 0161 625 7836. When booking, ensure you have the IRAS form open in front of you as they will ask you questions based on the form. If you want a particular REC please let them know.
· Once you have booked in can you please let me know the REC reference and the date of the meeting.


	MHRA
	[Delete if not applicable] 
· There is a requirement to notify the competent authority.
· All documentation (i.e., protocol, authorised IRAS form) should be submitted electronically to the MHRA via the MHRA submissions portal. Other submissions portals should be used for submissions to authorities in other territories, as required, e.g. Common European Submission Portal (CESP) for EU member state submissions. Which can be accessed at https://cespportal.hma.eu/Account/Login?ReturnUrl=%2f 
· If ACCORD have not previously provided log-in credentials for the MHRA submission portal, please contact resgov@accord.scot.
· For further information on submissions to the MHRA, please see: 

https://www.gov.uk/guidance/clinical-trials-for-medicines-manage-your-authorisation-report-safety-issues
Please forward me a copy of the confirmation of submission from each submission portal (along with a copy of the documents submitted to the MHRA) 

	NHS R&D only (No NHS REC)
	[Delete if not applicable] 
· Once the IRAS form is ready for authorisation you can submit the request to me via the IRAS website using my email address xxxxxxxx
· If you are unsure how to request Sponsor Authorisation – please refer to the graphic at the end of this email
· There is a checklist for the package that you will need to submit via IRAS; you can view guidance for the package here
· Please find attached the insurance certificates that you will need to upload as part of the checklist.
Please note: Not all items on this list need to be submitted - it will depend on the study type for example is a non-CTIMP then there will not be an Investigator's Brochure

For information;

The Local Information Pack is made up of;

· Covering email using standard template format (the correct template needs to be used

· Localised OID
· Schedule of Events or SoECAT
· Delegation Log (where any of first 4 categories in IRAS ticked) - The delegation log should include known research team names but not signatures.  We need to specify that they should use the ACCORD template (not the one on IRAS).
· Relevant supporting documents - these will include some of the documents that have been submitted/approved with the IRAS Form submission and other documents to support study set up at the participating NHS/HSC organisation(s). Information about the documents to include is provided alongside the covering email templates provided.

For Scottish sites;

You should localise the OID and email it, along with the ACCORD delegation log for the site, to NRS PCC:  nhsg.NRSPCC@nhs.net.

For English/Welsh sites;

You should localise the OID and email it together with the other documents that make up the UK LIP to the R&D office and study delivery team (Principal Investigator or Local Collaborator, as applicable) at participating NHS organisation(s). 
If the study is an NIHR portfolio study, you should copy the Local Information Pack to the LCRN of participating organisations in England. 
This should take place after the Sponsor/CI receives the Initial Assessment Letter or the Approval Letter from HRA/HCRW. 

For NI sites;

You should localise the OID and email it together with the other documents that make up the UK LIP to the R&D office and study delivery team (Principal Investigator or Local Collaborator, as applicable) at participating HSC organisation(s). 

There are country specific e-mail templates on IRAS (and guidance).
R&D office contacts can be found at http://www.rdforum.nhs.uk/content/contact-details/
Please copy me into this correspondence.


	ARSAC
	[Delete if not applicable] ARSAC license must be obtained for the administration of radioactive materials exposure during a study. 

· Check and electronically sign all sections of the PRA form in IRAS.
· Please provide ARSAC with a copy of the PRA Form together with a copy of the participant information sheet (PIS) at the same time as you submit the Research Ethics Committee (REC) application to the REC. You do not need to send the research protocol to ARSAC.
· Documentation should be sent to arsac@phe.gov.uk 
· Once ARSAC receives your application, you will be sent a reference number and details on how and when to pay the required fee depending on the type of study:
· Multicentre studies: £350

· Single centre studies: £300

· Low-dose studies (<1mSv total participant dose): £200

	Phase I Committee
	[Delete if not applicable] 
· The study will need to be reviewed and approved by the Phase I committee.
· Documentation should be sent to James.Gibson@nhslothian.scot.nhs.uk  
· Please note, R&D cannot approve the study until Phase I Committee approval of the study has been issued.

Please forward a copy of the Phase I Committee approval to me. 


	Phase I Committee
	[Delete if not applicable] I have discussed the proposed with the Phase I Committee – there is no requirement for this study to be reviewed and approved by the committee. 

	ACCORD Medical REC (AMREC)
	· Once the IRAS form is ready for authorisation you can submit the request to me via the IRAS website using my email address xxxxxx
· If you are unsure how to request Sponsor Authorisation – please refer to the graphic at the end of this email
· There is a checklist for the package that you will need to submit via IRAS; you can view guidance for the package here
· Submission should not be done via IRAS.  A pdf. of the IRAS form and all the supporting documentation should be submitted to Sandra.wyllie@nhslothian.scot.nhs.uk   

· Please find attached the insurance certificates that you will need to upload as part of the checklist
Please note: Not all items on this list need to be submitted - it will depend on the study type for example is a non-CTIMP then there will not be an Investigator's Brochure.

	How to Request Sponsor Authorisation via IRAS
	To submit your IRAS form for Sponsor authorisation, you need to use the 'Authorisations' tab in IRAS – open your project in IRAS and click on 1 – 2 – 3 to request Sponsor Authorisation (see graphic below, which may help you).
If you can’t view the graphic:
· Click first on the form you want approved (eg. select "IRAS form" from the left-hand frame). 

· Then click on the "Authorisations" tab (second from the right in the row of tabs at the top of the right-hand frame). 

· Then click on the "Request" button that appears in the right-hand frame, according to the person you want to request authorisation from (in my case, it's "sponsor's representative").
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