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1. All new trial information (whether from the NCRN website, trials units or local researchers) will be reviewed by the YCRN Portfolio Development Manager (PDM)/Network Manager on an ongoing basis. This information will be held on the Protocol Distribution spreadsheet.
2. The YCRN PDM will email and post new trial information monthly to:

· Relevant Clinicians and the Lead Research Nurse (LRN) 
· Specialist Clinical Advisor for the Tumour site
The information will also be presented at the next scheduled NSSG meeting by the relevant Specialist Clinical Advisor or their representative. 
3. The YCRN PDM will coordinate and attend a 6-8 weekly Portfolio Development Meeting with the LRN within each Trust to discuss the local portfolio and potential new trials. These meetings will be recorded by the YCRN.  A draft agenda can be found in the Regulatory Submission Handbook. Please inform the PDM if you have made direct contact, or received expression of interest for other NCRN trials.  
4. The local LRN will complete an Application Request Form and identify a local priority rating on the request form. Any local Trust pre R+D approval (e.g. local Surgical CMT approval, CTRAB or DMT) that is needed before an application can be processed should ideally be completed before submitting this form.
5. The YCRN Regulatory Team will consider all Application Request Forms “in house” and assign a YCRN priority to the request, based on the locally identified priority and other network applications.
6. The YCRN PDM will contact the LRN to inform them when the Regulatory Team can commence an application. 
7. The LRN will be asked to coordinate locally the completion of a YCRN Trials Application Form (TAF) as soon as possible after they have submitted the Application Request Form and return it to the PDM. 
8. Documents for local signatures will be compiled and emailed to the LRN/RN within 2 weeks of receipt of the YCRN Trials Application Form, including:  
· IRAS SSIF (R+D application form, which must be signed by the PI, along with any pre-R&D authorisations that are required prior to submission)
· IRMER application (If applicable)
· ARSAC license application (If applicable. N.B. Sites may be required to hold two licenses – one for the therapy administration and one for diagnostic scans). 
· Clinical Trial Agreement/Contract (2 or 3 copies may be required, which varies by trial (if indeed the CTA is available at this stage)
· CVs, GCPs & Informed Consent Certificates (IC - Investigators only), all no more than 2 years from date of signature

· Investigator Statement (If applicable)

· PI Conflict of Interest form (If applicable)

· Protocol confirmation sheet (If applicable)
· In due course the LRN/Assistant will also ensure that the Signature Log and Staff Contacts form are completed and returned to the relevant Clinical Trials Unit (CTU).
* Please note that the above list is not exhaustive.
If there is any delay in this process the RO will inform the PDM/LRN/PI immediately.
9. The RO will ensure the NSO Business Development Manager is the contact for the CTU regarding the Contract for Industry-adopted studies, or non-commercial studies with funding/payments. The LRN/RN should liaise with the Business Development Manager for the negotiation of departmental costings involved in the finalisation of the Contract.

10. The RO/RN will complete & submit all departmental application forms - this includes Pharmacy (CTAG); Radiology; Histopathology; Labs; CTRAB (Non-Surgical Oncology CMT) & IRMER (if applicable). The RO will forward relevant information to Medical Physics should an ARSAC license need to be applied for. The ARSAC will be submitted after the study is presented at the IRMER meeting by the RN/RO/Assistant.

11. The LRN/RN will attend departmental meetings, including Radiology, Histopathology & CTRAB (or PI may attend this), and either the RN or the RO may be required to attend the IRMER meeting on an infrequent basis.

12. Once the signed forms (CTA & signature log possible exceptions) have been returned to the RO, the R+D application will be submitted within 1 week (N.B. R+D submissions cannot be made until all departmental approvals & the CTA/Contract is available). If there is any delay in this process the RO will inform the relevant members of the research team immediately. To expedite the process it is essential these forms are returned as soon as possible. Please note that the YCRN cannot proceed with the application until that time.
13. The RO will ensure receipt of the R&D application within 1 week of receipt of the application to acknowledge a ‘full and valid application’. If an application acknowledgement is not received from the R&D department, the RO will contact the R+D department to confirm that they have received the application. If there is a delay to the processing of the application then RO will agree timelines with the R+D department in terms of when to contact the department for further trial progress updates.

14. The RO will contact the LRN and PI to confirm the date of submission.
15. The RO will contact the R&D department 4 weeks after submission of a full and valid application, or 6 weeks after submission, should any documentation have been missing in the first instance, to check on progress of the submission.  The RO will then email an update of the progress of the trial to the LRN and PI. The RO will subsequently email the LRN and PI fortnightly to inform them on the status of the trial.
16. The RO will email the PI & LRN to inform them when the R+D approval letter has been obtained. The RO will email the CTU and the LRN/RN asking them to liaise with each other to organise a set up meeting and exchange the final items of paperwork i.e. signature log/delegation list, lab ranges etc.
17. Trial application documentation compiled by the RO (the Site File) will be made available to the LRN/RN prior to the set-up initiation meeting (if there is any delay the RO will inform the RN immediately).  In a minority of cases, a site file will have been supplied direct to site from the CTU/Sponsor. The site file will be handed over or sent by the RO and kept by the LRN at site. Within the site file some or all of the following documents may be available  depending on the trial (each study varies):
· Ethics and Trust/ Host Institutional Approval:
IRAS NHS R&D/REC forms, parts A, B and SSIF (signed & dated by PI & other departments, if applicable)
Ethical and Institutional applications, approvals, amendments, 

Copies of IRMER/ARSAC

· Investigator Agreements:

            Insurance and Indemnity Agreements

            Clinical Trials Agreement/Contract
            Sponsorship Letter
Investigator Statement 

· Study Personnel:

CVs & GCPs of the Principle Investigator, Co-investigators, Research Nurses

· Laboratory Information/Accreditation:

            Normal reference Ranges

            Accreditation certificates

· Informed consent documents:

Sample Patient Information Sheet (PIS), Patient Consent form, GP letter, QOL      Questionnaires (current versions)
· Correspondence: (most recent first)

            Newsletters

            Phone calls/ emails

18. At the point of trial set-up initiation, the study will now be coordinated locally by the LRN, who will inform the RO and all relevant departments e.g. Pharmacy/Radiology/Pathology when the trial is open to recruitment.
19. It is the responsibility of the LRN to process any amendments that take place once the study is formally opened to patient recruitment, and upload them onto the EDGE system (N.B. one person in each local team with be trained and given access rights in order to make these changes directly to the EDGE system).
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