CHECKLIST
   Submitting Clinical Trial Agreements to SPA
After it has been determined to move forward with an industry sponsored clinical study. The first step is to receive the “startup” package from sponsor.  This includes protocol, draft, Contract draft, budget draft, IB, regulatory docs such as 1572, etc.) Once this has been received, you have the needed information to begin start up activities.  
This checklist was created to help department staff ensure all items required to be submitted to SPA for CTA projects have been completed.   
          Submit protocol to IRB`

· This initiates the coverage analysis build process in SPA.
Submit new START Agreement record to SPA. You can submit the contract via START by creating a new Agreement record. (Select type “Clinical Trial Agreement”) or create new from within Proposal Record.
· Complete Agreement Information Form
· Upload a copy of the draft agreement provided by sponsor
· Upload a copy of Protocol
· NOTES- 1.  SPA gives the highest priority to those agreements in which the proposal record has been submitted. This ensures SPA prioritization is in line with departmental priorities. 2. You can start a new Proposal record and create the new CTA AGT record from within the “Linkages” tab. This will automatically link records.
Billing Coverage analysis has been completed (SPA staff initiates this step. SPA will send notification when CA is completed and uploaded into START. (See Coverage analysis process here Link )
Internal budget/cost analysis has been completed by department staff (for training on how to complete go to this Link ). Be sure to check work using “Budget review checklist “documents under “Training Guidance>Internal Training> Clinical Trials” on SPA website.) Link   
 Budget negotiations with Sponsor After above step is completed, Negotiate and finalize budget and payment terms reviewed by the PI/Study team. (Check when complete.)
Submit a Proposal Development (PD) Record to SPA for budget review and approval
· See START guidance document “Clinical Trials-PD “ Link  for creating Proposal Record. This document provides step by step instructions. 
· Link to CTA AGT record and CA AGT record (if applicable)  
· The PD record must be completed accurately and data entered into all tabs* IRB linked/ Assurance. 
· Upload required documents.
· The following documents must be uploaded under the attachments tab:
1. Copy of Final budget with sponsor
2. Copy of the CAIB tool with completed internal budget information
3. Documentation of costs if applicable (MHH preliminary budget/approval letter, Quest pricing for research labs. Note UTP Research fee schedule and MHH mini chargemaster are in IRIS help and do not need to be attached.)
a. The above 3 documents are required for budget approval 
4. Approved ICF and Copy of IRB approval letters (see * below)
5. RCOI Smart form within START must be signed by all Key Personnel (This is not uploaded) 
a. The above 5 documents are required to be uploaded and/or completed for proposal record finalization- routing contract for approval.
When UTHealth CPHS HSC ID is linked under “Assurances “section of Proposal record in START, you can skip uploading copy of IRB approval letter. If outside IRB is IRB of record, you must upload copy of approval letter (s).  Always upload copy of final Main ICF.
