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Site Agreement	
Title of Project: At-Risk Registers Integrated into primary care to Stop Asthma crises in the UK (ARRISA-UK)
Chief Investigator: Prof Andrew Wilson
Trial Manager: Dr Stan Musgrave – Telephone No. 01603 593309 or 01603 591263
Study e-mail: arrisa-uk.med@uea.ac.uk
Lead NHS Trust: South Norfolk CCG                                                 Ethics Approval Number: 14/WA/1211
Sponsor: University of East Anglia
Sponsor Contact: Tracy Moulton, Contracts Manager, Research and Enterprise Services, University of East Anglia, Norwich. NR4 7TJ Email: T.Moulton@uea.ac.uk with copy to Researchsponsor@uea.ac.uk 
Telephone: 01603 591482     
Start Date of Project: 1st December 2014            End Date of Project: 30th November 2018
Site Details:
Name: ……………………………………………............ Practice NHS ID number: .........................................
Address: …………………………………………………………………..…………………………………………….
…………………………………………………………………………………………………………….……………….
……………………………………………………………………………………………………………….…………….
Dispensing Practice     Yes ☐     No ☐
Site Contact: 
Name……………………………………………………………………………………………………………...………
Position.……………………………………………………………………………………………….…………………
Email Details: ………………………………………………………………………………………………………..…
Telephone……………………………………………………………………………………………………………….

This is to confirm that the following monies will be made available to the practice listed above for work undertaken in relation to the above project. 
· Payments will be provided according to the milestone schedule below. The UEA study team will inform the practice of the end date for study activities. For invoices to be submitted to UEA, these must be sent within 6 weeks of the end of practice activity in the study. UEA shall not be obliged to pay Invoices received after this date unless it has entered into a written agreement to the contrary.
	Milestone
	Payment Amount – Non Intervention Practice
	Payment Amount – Intervention Practice

	Milestone 1
	£300
	£500

	Milestone 2
	£300
	£766

	Total Payment 
	£600
	£1266

	Excess Treatment Cost (to be paid according to each Health Boards preferred mechanism)
	0
	Practices With Pharmacist - £601.59
Practices Without Pharmacist - £508.42


Tasks Required: 
Milestone 1: Payment will be made once all tasks below have been completed
· Complete Practice Survey and ensure that this is returned in accordance with the instructions
· Confirmation that the practice has completed the agreements with Optimum Patient Care (OPC) for the data extraction service for the ARRISA-UK Study. 
· Send, to the study team (NCTU), an anonymised summary list of the initial at-risk patient identification algorithm search
· Randomisation Complete
· Provide a nominated contact (Practice Champion; Respiratory Nurse or other staff member) to liaise with the study team (Norwich Clinical Trial Unit - NCTU) about the study.
· Ensure that a staff representative for each relevant team (GP, Nurse, Receptionist, and Dispensing (if relevant)) is identified
Milestones for Excess Treatment Costs (intervention practices only):
· At least one member of staff from each relevant group has completed the 1st Training Session and at least one member of staff has completed the 2nd Training Session
· Flags are applied to appropriate patient records and study team (NCTU) informed of date
Milestone 2: Payment will be made once all the tasks listed below have been completed
Intervention Practices:
· Confirm to the study team that your practice remains registered with OPC Data Service including agreement that anonymised data can be provided to UEA for the purposes of the approved study protocol
· Complete the post-training questionnaire 
· Summary Sheet of Register Changes sent to the study team (NCTU), at initial register creation and at the end of the study
· Ensure that the study read codes were added to the relevant patients’ records
· Data extractions have taken place at the end of the 12 months follow-up
· Exit Questionnaire completed by at least 1 member of staff, at the end of the 12 months follow-up

Control Practices: 
· Confirm to the study team that your practice remains registered with OPC Data Service including agreement that anonymised data can be provided to UEA for the purposes of the approved study protocol
· Ensure that the study read codes were added to the relevant patients’ records
· Data extractions have taken place at the end of the 12 months follow-up
· Exit Questionnaire completed by at least 1 member of staff, at the end of the 12 months follow-up
Norwich Clinical Trials Unit will advise you when study payments are due.
Address for Invoices:
REN Finance
Research and Enterprise Services
University of East Anglia
Norwich Research Park
Norwich NR4 7TJ
Please quote Ref: R201168 and your Practice NHS Number
General Terms and Conditions:

· [bookmark: _GoBack]The payments detailed above cover Research Costs and Excess Treatment Costs (intervention practices only and up to a maximum of £601.59). Research Costs will be paid to practices by UEA directly. The payment mechanism for the Excess Treatment Costs, which covers staff time to undertake the web based training, will be as defined by each of the participating Scottish Health Boards.
· Practices will be provided with study documents that will include study protocol, copy of this contract and documents for reporting concerns regarding the safety or the conduct of the study. Practices are expected to maintain this study documentation in an on-site file, and to retain it electronically for at least five years beyond the end of the study.
· It is a condition of participating in this study that practices agree that Optimum Patient Care provide information to UEA (NHS practice ID code) which would identify the practice providing that information. This information is necessary for the study protocol to be implemented, and it will not be shared by UEA with any organisation outside of those required for the implementation of the protocol, nor used by any of the organisations implementing the protocol for any other purpose. 
· The Practice may cease to participate and inform the study office that it is withdrawing from the study by sending a signed letter indicating its withdrawal to the study office. The data collected up to the date of withdrawal will be included in the study. Payments will only be made based on completed milestones. As extraction is scheduled in advance with the GPSoC (EMIS, SystmOne, or Vision), extraction may continue briefly but will cease within 3 weeks. 
· The Parties agree to adhere to the principles of medical confidentiality in relation to research participants.  The Parties shall comply with the requirements of the common law of confidentiality, the Data Protection Act 1998 and, as appropriate, the NHS Confidentiality Code of Practice or the Scottish Executive Health Department NHS Code of Practice on Protecting Patient Confidentiality or the Confidentiality: Code of Practice for Health and Social Care in Wales or the Code of Practice on Protecting the Confidentiality of Service Users in Northern Ireland, (when implemented).
· Personal data shall not be disclosed to the Sponsor by the NHS Organisation, save where this is required directly or indirectly to satisfy the requirements of the Protocol.
· Electronic data necessary for the study will be accessible during the study by both the ARRISA study team and the OPC staff.
· Neither the Sponsor nor the NHS Organisation shall disclose the identity of research participants to third parties without the prior written consent of the participant except in accordance with the Data Protection Act 1998 or, as appropriate, the NHS Confidentiality Code of Practice or the Scottish Executive Health Department NHS Code of Practice on Protecting Patient Confidentiality or the Confidentiality; Code of Practice for Health and Social Care in Wales or the Code of Practice on Protecting the Confidentiality of Service Users in Northern Ireland
· If any Party receives a request under the Freedom of Information Act 2000 or the Freedom of Information (Scotland) Act 2002 or the Environmental Information Regulations 2004 to disclose any Confidential Information, it will notify and consult with the other Parties. The other Parties will respond within five (5) working days after receiving notice if the notice requests assistance in determining whether or not an exemption in that Act applies
· At the end of the study and analysis of data, the data held by OPC will be destroyed unless the practice has agreed to the option in the OPC data service agreement which allows for the data to be included in the OPC Research Database (OPCRD). For avoidance of doubt, data inclusion in OPCRD is not required for ARRISA-UK study participation and thus after the initial sign up, any communication about this must be addressed by the practice directly with OPC. Details of OPCRD are in the OPC Data Service Agreement for the ARRISA-UK study and online at http://www.optimumpatientcare.org/opcrd/
· ARRISA-UK is funded by NIHR and, to comply with the agreement with the funding body any Intellectual Property developed as part of this project will belong to UEA.
· The practice agrees that in accordance with NIHR policy on the availability of research study data after the end of the study, the anonymised data collected for the purposes of the ARRISA-UK study will have all practice identifiers removed (so there are neither patient nor practice identifiers for any of the data) and will be retained in an anonymous research dataset managed by UEA for future research purposes.
If your practice is happy to accept the above terms and conditions please could you sign two copies of this agreement and return them to the study team (NCTU) either, as a pdf document, by e-mail (ARRISA-UK.MED@uea.ac.uk) or to the following address:
ARRISA-UK (NCTU)
Norwich Medical School (MED 2.17)
University of East Anglia
Norwich NR4 7TJ
Signed on behalf of Practice……………………………………Signed on behalf of UEA…………………………
Name………………………………………………………………Name………………………………………………
Title………………………………………………………………...Title………………………………………………...
Date………………………………………………………………..Date……………………………………….……….
Office use only
Study Practice No……………………..       Start Date for Practice in Study……………………………………………………………………….……
Dispensing Practice Yes ☐ No ☐      Region…Scotland.……………………………………………..….  Intervention/Control Practice ARRISA-UK Site Agreement v2.1 (Scotland)  		

ARRISA-UK Site Agreement v2.1 (Scotland)  		
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