NHS Lothian R&D Approval Process for single site projects (Non-Commercial)
The required document set to enable an R&D Application to be accepted for registration by R&D s:
· NON Draft IRAS R&D Application form signed by the Chief Investigator (CI), Academic Supervisor (if applicable) & Sponsor
· NON Draft IRAS SSI Form signed by the Principal Investigator (PI)
· Protocol

· Participant Information Sheets & Consent Forms
· CV of the CI/PI, signed & dated within 2 years (must be wet ink signed but can be scanned in)

· Questionnaires/Interview schedules/Invitation letters etc 

Once the above “Full Document Set” is received, the project will be entered onto the R&D database, and then allocated to a Governance Reviewer.   
If the above list of documents is not included in the initial approach to R&D, the application will be turned down and the applicant will be asked to re-apply once a full set of documents are available. Unfortunately, we are unable to hold on to part complete applications.  
Governance Review 

Once the project is on the database, it requires a Governance review. If there are no issues & all the required documents are in place, the project receives R&D Management Approval and you will receive an email with the approval letter attached. 
If there are any issues, you will receive an email from the Governance Reviewer detailing what clarifications or further documents are required. The file would then be held in our “pending” drawer until issues are resolved. 
In order for R&D Management approval to be granted:
· Full Document Set as listed above in place. 
· In addition to the “Full document set” list, we also require final ethical approval and emails of support from the Heads of service and support departments relevant to your study (this relates to question 23 of the SSI form – R&D can advise who you should approach)
· Original MHRA approval letter (if applicable – drug studies only)
· All documents must be the ethically approved versions 
· All documents must comply with the Scottish Research Regulations 
· The study complies with Data Protection standards & there are no confidentiality issues 
· Any required agreements are in place. 
Other

The following items are required for the file but do not hold up Management approval: 

· Funding application and award letter

· Honorary research contracts (HRC)/ Letters of Clinical Research Access/Research Passports (NB. Anyone who requires a contract cannot have any contact with patient or patient info until the contract is in place)
Projects that are happening in more than one UK Site 

If the project is happening in more than one UK site, it must be co-ordinated by NRS (NHS Research Scotland co-ordinating centre) and should be registered with them direct on 01224 552690. The process is similar to the above NHS Lothian process, however the document set required before the study can receive its first review is larger, incorporating the funding award letter among other things. NRS will be able to give further guidance on this. You can find further details on their website here:
http://nhsgrampian.org/nhsgrampian/nrspcc.jsp?pContentID=7170&p_applic=CCC&p_service=Content.show&
Locally we require a non draft signed SSI to be submitted, along with the signed & dated CV of the local investigator and an email from the head of service and any relevant support departments. We will only be able to issue Lothian approval once the Certificate of Compliance (COC) is in place from NRS. 
Commercial Studies 
If the project is Commercial, the process is as per the NHS Lothian process above, but there will the additional requirement of an agreement. A Management approval letter will not be issued until the agreement is executed. Please contact Dorothy.aitken@nhslothian.scot.nhs.uk regarding any Commercial Projects. 
Useful Websites 

Accord website 

http://www.accord.ed.ac.uk/index.html 

R&D Intranet 

http://intranet.lothian.scot.nhs.uk/NHSLothian/Corporate/A-Z/RAndD/Pages/default.aspx 

Clinical trials toolkit

http://www.ct-toolkit.ac.uk/ 

IRAS

https://www.myresearchproject.org.uk/ 

Useful NHS Contacts
Karen Haggart – 0131 242 3328 (Ext 23328) –Sponsorship, R&D Approval Process, Caldicott
karen.haggart@nhslothian.scot.nhs.uk 
Lynda Campbell – 0131 242 3326 (Ext:23326)– Research Passports, Honorary Research Contracts, Letters of Access

Lynda.Campbell@nhslothian.scot.nhs.uk
Admin Office – 0131 242 3327 (Ext 23327) – Admin & Amendments
R&DOffice@nhslothian.scot.nhs.uk   
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