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Please complete ALL questions in relevant sections of this form.
Incomplete forms will be returned, which may result in delays in opening your study.
	Study title
	Enter study title
	IRAS number
	Enter IRAS number
	Sponsor organisation name
	Enter sponsoring organisation
	Name and email address of the person to discuss this study in detail
	Enter name and email address
	Name and email address of the person who completed this form
	Enter name and email address
	Form completion date
	Enter date.
	Anticipated study start date at OHFT
	Enter date.


OHFT Involvement in the Study
Please indicate how you would like Oxford Health NHS Foundation Trust (OHFT) to be involved in your study.

Read all questions carefully and select the most appropriate option(s) for your study.
	Question 1
	I would like to apply for OHFT to sponsor my study.

This means that OHFT will have to act as a full site. 
	☐  YES                              ☐   NO

If YES, please go to sections A & D.

	Question 2
	I would like OHFT to advertise my study via posters ONLY.

No other research activity will take place at OHFT. No external researcher to OHFT will access OHFT premises, patients or their data.
	☐  YES                              ☐   NO

If YES, please go to section B.

	Question 3
	I would like OHFT to advertise my study via staff communication e.g. blanket emails, intranet ONLY.

No other research activity will take place at OHFT. No external researcher to OHFT will access OHFT premises, patients or their data.
	☐  YES                              ☐   NO

If YES, please go to section B.

	Question 4 
	I would like OHFT to act as a Participant Identification Centre (PIC).

This means that OHFT will ONLY identify potential participants and pass Participant Information Sheets (PIS) and/or leaflets to them.

If any other activities are needed to happen at OHFT premises or done by OHFT  staff e.g. consent taking, assessment, intervention or if external to OHFT researchers are coming to OHFT site to do an activity - OHFT will be considered a site. (In this case you need to answer NO in question 4 and YES in question 5).

	☐  YES                              ☐   NO

If YES, please go to section C.

	Question 5
	I would like OHFT to be a site.

This means that OHFT will be involved in research activities for the study beyond PIC activities (participant identification, passing leaflets or PIS to them). E.g. consent taking, assessment, intervention or if external to OHFT researchers are coming to OHFT site to do an activity.
	☐  YES                              ☐   NO

If YES, please go to section D.



Section A

	Please provide the name and email address of the study Chief Investigator (CI).

Please note that the CI must be substantively employed by OHFT to ensure the study is covered by NHS indemnity.
	Enter name and email address
	Please confirm that the CI is substantively employed by OHFT.

	☐  I confirm that the CI holds a substantive contract with OHFT                              

	Please provide the name and email address of the study Principal Investigator (PI).

The PI can be substantively employed or hold an Honorary Contract with the Trust.
	Enter name and email address
	Please confirm PI’s employment status with OHFT.

	☐  I confirm that the PI holds a substantive contract with OHFT    
☐  I confirm that the PI holds an honorary contract with OHFT   
☐  I confirm that the PI does not hold a contract with OHFT. *

*PI needs to hold a contract with the Trust. The process of applying for an honorary contract may cause delay in opening the study.          

	Please confirm that the project should be classified as ‘Research’ according to the HRA Decision tool: https://www.hra-decisiontools.org.uk/research/  
	☐  I confirm that my project was classified as research according to the HRA decision tool

☐  I need help in classifying the project or the HRA decision tool didn’t classified my project as research

	Are you planning to use a medicinal product or medical device in your study?
	☐  YES                              ☐   NO

If YES, please provide more details


	Are you planning to involve other organisations in your study?
	☐  YES                              ☐   NO

If YES, what type of organisations are your planning to include?
☐  NHS site/sites 
☐  non -NHS site/sites 
☐ both NHS and non -NHS site/sites 

If YES, what will be their involvement?
☐  to identify potential participants only
☐  to undertake other activities/ in addition to participants identification; please list the activities:




	ACTION REQUIRED:
Please also complete Section D of this form.



Section B

	Do you have HRA approval?
	☐  YES                              ☐   NO

If NO, please provide reasoning for not having an HRA approval.


	Do you have ethical approval?

The following link will help you determine if your study requires approval from an NHS ethics committee (REC): https://www.hra-decisiontools.org.uk/ethics/ 
	☐  YES - REC ethical approval
☐  YES – University ethical approval
☐   NO

If NO, please provide reasoning for not having an ethical approval.

	ACTION REQUIRED:
Please provide the following documents (if applicable) along with your completed registration form to research@oxfordhealth.nhs.uk:
• Copies of HRA and ethical approval letters
• Posters and/or staff communication content you would like OHFT to advertise



Section C

By completing this section, you confirm that Oxford Health NHS Foundation Trust (OHFT) will not be involved in any research activities beyond advertising the study or identifying potential participants. You also confirm that no external (non-OHFT) researchers will enter OHFT premises or access OHFT data. 
If you anticipate that an external researcher will need access to OHFT premises or data, or if you would like OHFT to undertake any additional activities e.g. obtaining consent, conducting interviews, or using OHFT facilities. You must change the response to Question 4 or 5 that led you to Section C and chose “YES” to Question 6: “I would like OHFT to do anything else than the above or in addition to the above”. You will then be required to complete Section D of the form.

	Do you have HRA approval?
	☐  YES                              ☐   NO

If NO, please provide reasoning for not having an HRA approval.


	Do you have ethical approval?

The following link will help you determine if your study requires approval from an NHS ethics committee (REC): https://www.hra-decisiontools.org.uk/ethics/
	☐  YES - REC ethical approval
☐  YES – University ethical approval
☐   NO

If NO, please provide reasoning for not having an ethical approval.

	Please provide the name and email address of the study’s Local collaborator.

Local collaborator can be substantively employed or hold an Honorary Contract with the Trust.
	Enter name and email address
	Please confirm the local collaborator’s employment status with OHFT.

	☐  I confirm that the local collaborator holds a substantive contract with OHFT    
☐  I confirm that the local collaborator holds an honorary contract with OHFT     
☐  I confirm that the local collaborator does not hold a contract with OHFT. *
☐  I confirm that I need help in identifying a local collaborator at OHFT. **

*Local collaborator needs to hold a contract with the Trust. The process of applying for an honorary contract may cause delay in opening the study.       
** The process of identifying a local collaborator may delay in opening the study.  

	Is your study RDN Portfolio adopted?

https://www.nihr.ac.uk/support-and-services/support-for-delivering-research/research-delivery-network/RDN-portfolio 

	☐No
☐I’m waiting for the outcome of the review, please provide details:
☐Yes, please provide details: 

If yes or awaiting outcome, what is the CPMS number (if known)?

	Please provide details of the types of participants that you would like to involve in your study at OHFT.

Please mark all that apply to your study at OHFT and not at other sites. 
	☐ Carers 
☐ Participants with the relevant condition
☐ Participants without condition/healthy volunteers
☐ Staff members

Please provide general details of the participants to help us assess if we have required population e.g. diagnosis, special requirements, line of work etc. There is no need to provide all inclusion and exclusion criteria as these are available in the protocol and IRAS form.

	Who will identify potential participants at OHFT?
	☐ I would like R&D research assistants or/and research nurses to help identifying potential participants.*
☐ I don’t need support from R&D research assistants or/and research nurses to help identifying potential participants.** 
If you don’t need support from R&D please provide the name of person/persons who will do the identification and what is their connection with the service that they will identify from.

*If your study is not RDN Portfolio adopted R&D staff may not be able to support participant identification.

**Please note that studies that are not set-up as requiring R&D support may not be able to receive the support at the later stage.

	Will potential participant’s contact details be sent from OHFT to the central study team?
	☐YES 
☐NO – Potential participants will self-refer to the study team.
☐Both – OHFT will send the contact details or/and potential participants will self-refer to the study team.

If you selected YES or BOTH, please provide details of how the contact information will be transferred (e.g. via NHS email, encrypted email, secure portal, etc.):


	Confirm what type of agreement will be put in place between OHFT and the sponsor?
	☐PIC agreement
☐Other
If other please provide justification

	Please provide the name and email address of the individual external to OHFT who will be responsible for contract negotiations between OHFT and the study sponsor.
	Enter name and email address
	Does OHFT receive funding?
	☐YES
☐NO
If you selected YES, please provide details.

	Is OHFT listed in the IRAS form part C?
	☐YES – OHFT is listed as a PIC
☐YES – OHFT is listed as a site*
☐NO – OHFT is not listed on IRAS form**

* An amendment will be required to change OHFT’s role from site to PIC.
** An amendment will be required to add OHFT as a PIC.
Please note: Amendments may delay study set-up.

	ACTION REQUIRED:
Please send the following documents along with your completed registration form to research@oxfordhealth.nhs.uk:
• Copies of HRA and ethical approval letters
• IRAS form
• Study protocol
• Participant-facing documents to be used at OHFT



Section D

	Do you have HRA approval?
	☐  YES                            
☐   NO

If NO, please provide reasoning for not having an HRA approval.


	Do you have ethical approval?

The following link will help you determine if your study requires approval from an NHS ethics committee (REC): https://www.hra-decisiontools.org.uk/ethics/
	☐  NHS REC ethical approval
☐  University ethical approval
☐  No ethical approval obtained

Please provide reasoning for not having an ethical approval.

	Please provide the name and email address of the study Principal Investigator (PI).

The PI can be substantively employed or hold an Honorary Contract with the Trust.
	Enter name and email address
	Please confirm PI’s employment status with OHFT.

	☐  I confirm that the PI holds a substantive contract with OHFT    
☐  I confirm that the PI holds an honorary contract with OHFT     
☐  I confirm that the PI does not hold a contract with OHFT. *
☐  I confirm that I need help in identifying a PI at OHFT. **

*Principal Investigator needs to hold a contract with the Trust. The process of applying for an honorary contract may cause delay in opening the study.       
** The process of identifying a PI may delay in opening the study.  

	Is study registered for associate PI scheme?

https://www.nihr.ac.uk/career-development/clinical-research-courses-and-support/associate-principal-investigator-scheme 
	☐  YES
☐  NO


	Is your study RDN Portfolio adopted?

https://www.nihr.ac.uk/support-and-services/support-for-delivering-research/research-delivery-network/RDN-portfolio 

	☐No
☐I’m waiting for the outcome of the review
☐Yes 

If yes or awaiting outcome, what is the CPMS number (if known)?

	Confirm what type of agreement will be put in place between OHFT and the sponsor?
	☐Organisation Information Document (OID)
☐Site agreement
☐Other

If other, please provide justification

	Name and email address of the person for contracts negotiations purposes.
	Enter name and email address
	Does OHFT receive funding?
	☐YES
☐NO
If you selected YES, please provide details for each activity in the table below.

	Is OHFT listed to the IRAS form part C?
	☐YES – OHFT is listed as a PIC*
☐YES – OHFT is listed as a site
☐NO – OHFT is not listed on IRAS form**

* An amendment will be required to change OHFT from a PIC to a site.
** An amendment will be required to add OHFT as a site.
Please note that amendments may delay the study opening.



Please list all activities that will be undertaken at OHFT.
This includes any procedures (e.g. MRI, X-ray) that may not physically take place at OHFT but will be subcontracted by the Trust. You must also specify who will undertake each activity. Feel free to add additional rows as needed.
Please note: Responses such as “as per protocol” are not acceptable and will result in the application being returned for revision, potentially delaying study setup.
Please provide as precise location as possible e.g. CAMHS, Marlborough House, Warneford Hospital, CRF etc. rather than listing “OHFT” generically. Please also include other settings where study activities will occur, such as remote visits, interviews, home visits, etc.

	ACTIVITY
	LOCATION
	WHO WILL DO IT
	FUNDING DETAILS - amount

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	

	Enter what activity will take place at OHFT	Enter location	Choose who will do the activity at OHFT	



Please provide details relevant to finance:
	Are Research Activities for this study fully funded?
	☐ YES             ☐NO
If you answered NO, please provide what is the patient benefit, strategic or operational value in proceeding?

	Funder Name:
	

	Please provide the Name and Email address of the Contact to discuss finances:
	

	Are there Excess Treatment Costs (ETC)?
	☐YES, fully     
☐YES, partially
☐Unsure                
☐NO




If you answered YES fully/partially please complete the below questions:
	What ETC Payment model will be used? 
(See link to review models: https://sites.google.com/nihr.ac.uk/excess-treatment-costs/etc-process-guidance)
	Choose an item.
	Please confirm ETC amount per participant:
	£ Add the value.



Please provide details relevant to recruitment
	Please provide details of the types of participants that you would like to involve in your study at OHFT.

Please mark all that apply to your study at OHFT and not at other sites. 
	☐ Carers 
☐ Participants with the relevant condition
☐ Participants without condition/healthy volunteers
☐ Staff members

Please provide general details of the participants to help us assess if we have required population e.g. diagnosis, special requirements, line of work etc. There is no need to provide all inclusion and exclusion criteria as these are available in the protocol and IRAS form.

	What is your overall recruitment target for the WHOLE study?
	

	Is your study currently recruiting at other sites?
	☐  YES               
 
If YES, please provide details of how recruitment is progressing at other sites        
☐   NO


	Is the recruitment competitive?

This means that if the overall recruitment target has been reached the recruitment will stop in all sites even if some of them did not meet their individual targets.
	☐  YES        
☐   NO                      

	What is the anticipated recruitment end date?
	Click or tap to enter a date.
	Is there a follow-up?

In research, "follow-up" refers to tracking participants, patients, or individuals over time to gather additional data and assess the long-term effects of an intervention or treatment, usually after recruitment has taken place.
	☐  YES       

If YES, how long is the follow-up?
 
☐   NO     
                 

	What is the study end date?
	Click or tap to enter a date.
	What is the CURRENT ethics end date?
Please provide the date as stated in your most recent, current, ethics approval letter.

Please note that we are unable to open a study that is planned to run outside of ethically approved period. An amendment to extend the study will be needed which may delay study opening.
	Click or tap to enter a date.


	What will be OHFT’s recruitment target?
	

	Will OHFT be involved in study follow-up?
	☐  YES                          
☐   NO


	Do you plan to recruit OHFT patients via the electronic patient records system?
	☐  YES    

If yes, who will complete this recruitment?
             
☐   NO             


	Which electronic patient records system are you going to use to document participant notes?
	☐  Rio                           
☐   Emis
☐  I don’t know                    
☐   Other

 If other please specify





Please provide details relevant to support/requirements that is expected from OHFT.
	Does your study involve different participant groups at OHFT?

e.g. your study may involve patients only; or patients and staff and carers; or different groups of patients based on their diagnosis etc.
	☐  YES                          
☐   NO

If YES, please specify what groups




	Do you require support from OHFT to recruit?

	☐  No support needed to recruit                          
☐  I need support to recruit

If support is needed specify which group/s you need support to recruit.


	Does your study have different work packages or phases?
	☐  YES                    

If YES specify, which ones you would like OHFT to take part in.
     
☐  NO


	Will any equipment be required to deliver the study at OHFT?
	☐  YES                    

If YES specify, what equipment is needed and confirm if you will be providing it.
     
☐  NO


	Will OHFT staff need to complete any training before the study begins (e.g. ratings) in order to fulfil the study requirements?
	☐  YES                    

If YES specify, what training is needed.
     
☐  NO


	Will you require OHFT to store the following study documentation?
	☐  Investigator Site File                            
☐  Case Report Forms (CRFs)
☐  Archiving of study documentation                         
☐  None of the above required
☐  Other                    

If Other, please specify.




Please provide details relevant to data management in the relation to this study relevant to OHFT only.
	Will you require OHFT to enter ANONYMOUS data onto a website e.g. eCRF data?
	☐  YES                              
☐  NO                             


	Will any personal data collected at OHFT be stored/transferred on/to a computer or drive outside of OHFT, in relation to this study (e.g. patient name, contact number, date of birth, diagnosis)?
	☐  YES           

If yes, please provide further details about what data you plan to store/transfer and where/how.  If information is to be emailed, provide the email address the data would be transferred to. 
                 
☐   NO


	Does the study involve the recording of an OHFT participant either via voice recorder or video?
	☐  YES                     
☐   NO

If yes where the recordings will be stored
    
If yes what transcription service will be used

If yes, will you be required to upload sound or video files to a location which is outside of Oxford Health? 
☐  YES                     
☐   NO



	Will the study data be linked with any dataset from outside of OHFT?
	☐  YES           

If yes, please explain your linkage methodology
                  
☐   NO


	Would you like to use ‘Count me in’ to support your recruitment?
	☐  YES                              ☐   NO

See ‘Count me in’ is here. Please note you need to have ethical approval. 



Please provide details relevant to websites, software and equipment in the relation to this study relevant to OHFT only.
	Will you require OHFT to enter IDENTIFIABLE  data onto a website e.g. eCRF data?
	☐  YES 
☐  NO                             


	Are you required to use non-standard software (not currently installed on a Trust PC)? 
	☐  YES            
☐  NO


	Will you be required to attach a medical device(s) to Oxford Health PC or network, including Trust WIFI e.g ECG machine? 
	☐  YES                            
☐  NO




If you answered YES to any of the above questions, please complete the table below. Feel free to add more rows if needed.
	Name of equipment/software or website URL




	Purpose of the equipment/software / website? (e.g upload recordings, input consent details, upload eCRF data)
	Requires input of Personal Identifiable Information (PID) (e.g. name, email address of a patient/participant or staff information – beyond a name and email address to generate a log in)

	
	
	☐  YES                         
☐   NO

	
	
	☐  YES                         
☐   NO



	ACTION REQUIRED:
Please send the following documents along with your completed registration form to research@oxfordhealth.nhs.uk:
· Copies of HRA and ethical approval letters
· A copy of IRAS form
· A copy of SoECAT
· The full study document pack
If you are applying for OHFT sponsorship, please include:
· The IRAS form
· The full study document pack
· The completed sponsorship checklist
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Summary of requirements and actions based on OHFT involvement in the study.
	Question
	Type of site
	Section/s to complete
	Action – the below documents and registration form need to be sent to research@oxfordhealth.nhs.uk
	What happens next – brief list of milestones

	1. I would like to apply for OHFT to sponsor my study.
	OHFT acts as a sponsor and a site
	A & D
	• The IRAS form
• The full study document pack
• The completed sponsorship checklist

	The governance team (RGST) will confirm the eligibility of your study for OHFT sponsorship.

RGST will review your application (input from other teams e.g. finance, research informatics may be needed.

Following a submission to Health Research Authority (HRA) via IRAS platform your study will be reviewed by national bodies.

Upon the receipt of HRA approval RGST will do final checks and issue you with a C&C letter. 

	2. I would like OHFT ONLY to advertise my study via posters only.
	Advertisement only, OHFT is not a PIC nor site
	B
	• Copies of HRA and ethical approval letters
• Posters and/or staff communication content you would like OHFT to advertise 
	RGST will check the advertising materials and their versions on the national/University approvals.

Your request will be passed to communication team/service manager for advertisement.

	3. I would like OHFT ONLY to advertise my study via staff communication e.g. blanket emails, intranet only.
	
	
	
	

	4. I would like OHFT to act as a Participant Identification Centre (PIC).

	OHFT acts as a PIC
	C
	• Copies of HRA and ethical approval letters
• IRAS form
• Study protocol
• Participant-facing documents to be used at OHFT 
	RGST will pass your study to mini-pipeline group to assess its feasibility. 

RGST will start R&D assessment this process includes other teams withing the department e.g. finance, research informatics etc.

Once the R&D assessment is completed and PIC agreement signed you will be issued with a C&C letter.

	5. I would like OHFT to be a site.

	OHFT acts as a site
	D
	• Copies of HRA and ethical approval letters
• A copy of IRAS form
• A copy of SoECAT
• The full study document pack

	RGST will pass your study to mini-pipeline group to assess its feasibility. 

If your study is a clinical trial study PI will be asked to attend a Pipeline meeting. Meetings are scheduled every Wednesday at 11am and they are taking place remotely via Microsoft Teams. In special circumstances we may be able to accommodate a meeting in a different day/time. Please contact research@oxfordhealth.nhs.uk for further discussion.

RGST will start R&D assessment this process includes other teams withing the department e.g. finance, research informatics, pharmacy, contracts etc.

Once the R&D assessment is completed and appropriate agreements signed you will be issued with a C&C letter.



To help keep the project on track and avoid potential delays, please ensure all questions and information requests are answered fully and in a timely manner. Providing complete responses as early as possible will support a smooth and efficient set-up process.
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