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WORK INSTRUCTION
 WI49 – Hosted Multi-Site Study Set up 

Version No 2 

  
 

 
 

 
 
 
 

Controlled document 

This document has been created following the Royal Devon University Healthcare NHS Foundation 
Trust Policy for the Development, Ratification & Management of Procedural Documents.  It must not 

be altered in any way without the express permission of the author or their representative. 

It is the responsibility of all users of this Work Instruction to ensure that the correct version is being 
used. If you are reading this in a paper format please go on-line to confirm you have the latest 

version.  

DISCLAIMER 

This generic R&D Work Instruction (WI) must be followed unless a study specific SOP/WI 
exists.  

Once printed this is an uncontrolled document 

https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-researchers/useful-documents/
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Full History 

Version 

 

Date Author Reason 

1 12 November 2024 Lisa Treeby New instruction outlining how to set 

studies up when working across sites. 

2 January 2026 Lisa Treeby Update to process for site selection in 
EPIC.  

    

    

 
 
 

Associated Trust Policies/ Procedural 
documents:   
 
 
 

S21 – Confirmation of Capacity & Capability 
 
All up-to-date SOPs can be found on the Royal 
Devon website 

Key Words: 

 

 

Confirmation of Capacity 
Amendments  
Edge 

In consultation with:   
 
Reviewed by Governance Oversight Group (GOG)  

Reviewed by the QA Team  

https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-researchers/useful-documents/
https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-researchers/useful-documents/
https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-researchers/useful-documents/
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1.  INTRODUCTION 

Following the merger of Royal Devon and Exeter NHS Foundation Trust and North 
Devon District Hospital to become Royal Devon University Healthcare NHS 
Foundation Trust in April 2022, a Work Instruction (WI) has been created to provide 
clarity on how to set a study up jointly across the two sites 
 
 

2.  PURPOSE 
This WI has been put in place to support the process for assessing, arranging and 
confirming capacity for a project being delivered at Royal Devon University 
Healthcare NHS Foundation Trust, hereafter referred to as the Trust. 
 
Site staff currently undertake the set-up activities listed in this WI independently.  
This WI intends to give clarity on what activities to conduct when, jointly.  
 
This WI is intended for use alongside the completion of Professional Services and 
Delivery Study set up Workflows in Edge, as well as in conjunction with SOP 21 – 
Confirmation of Capacity and Capability (CC&C). 
 
 

3.  SCOPE 
This WI relates to research proposed to be undertaken at Trust sites, involving 
patients, staff, patient data, tissue, facilities or premises.  It does not apply to projects 
that are not classed as research such as audit, service evaluation or service 
improvement.   

 

It applies to all individuals with a role in assessing, arranging and confirming capacity 
for research. 

 

4.  DEFINITIONS & ABBREVIATIONS 
CC&C    Confirmation of Capacity and Capability 
GCP      Good Clinical Practice 
GOG      R&D Governance Oversight Group 
ICF         Informed Consent Form 
LIP         Local Information Pack 
PALS     Patient Advice and Liaison Service 
PI           Principal Investigator 
PS          Professional Services 
R&D Research & Development 
SIV         Site Initiation Visit 
SOP Standard Operating Procedure 
Sponsor An individual, company, institution or organisation which takes 
responsibility for the initiation, management and financing of a clinical trial. 
Sponsorship activities may be delegated to the Investigator, CTU and/ or other 
organisations as appropriate 
WI           Work Instruction 
 
 
 
 
 

https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-researchers/useful-documents/
https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-researchers/useful-documents/
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5.  DUTIES AND RESPONSIBILITIES OF STAFF 

 

The Sponsor is an individual organisation or group taking on responsibility for 
securing the arrangements to initiate, manage and finance a project. 
 
The Principal Investigator is responsible for the conduct of a project at an 
individual site, the ‘Investigator Site’. 
 
The Delivery Team and Service Departments at Trust sites are responsible for 
assessing the feasibility of a project and making the necessary arrangements to be 
able to deliver it.  
 
The R&D Finance Team are responsible for undertaking costing of projects. 
 
The R&D Professional Services Team are responsible for reviewing research 
governance arrangements and providing final CC&C for a project.  The Sponsor is 
then responsible for confirming when a site can begin activity. 
 
 

6.  PROCEDURES 
 
See Appendix 1 below 
 
 

7.  DISSEMINATION AND TRAINING 
 
7.1 This WI and associated templates and forms will be uploaded to the Royal 
Devon website shortly after having been released. 
 
7.2 All staff whose activities are subject to this WI must ensure that they take time to 
read and understand the content of this WI. 
 
 

8.  MONITORING COMPLIANCE AND EFFECTIVENESS OF THIS WI 
 
8.1 In order to monitor compliance with this WI, the auditable standards will be 

monitored as follows: 

No Minimum Requirements Evidenced by 

1. Joint Impact Form complete Check Impact Form has been 
received and signed by both 
parties. 

2. 
Joint Costing undertaken 

Check Costing Template 
complete and in Section 6 of 
R&D Professional Services 
electronic file. 

3. Edge Workflows complete Check that a set up workflow 
has been completed for R&D 
Professional Services and 
Delivery Team under both sites. 

 
 

https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-researchers/useful-documents/
https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-researchers/useful-documents/
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8.2 Outcomes from audit will be presented to the R&D Governance Oversight Group 
(GOG) which will monitor any resulting action plans until all issues have been 
addressed to satisfaction. 
 
8.2 Issues identified via the audit process which require escalation will be referred to 

GOG. 
 
 

9.  ARCHIVING ARRANGEMENTS 
 
9.1 The original of this document will remain with the R&D Quality Assurance 
Coordinator. An electronic copy will be maintained on the R&D section of the  
Q-Pulse document management system and a pdf copy on the Royal Devon 
website. 
 
9.2 Archive copies must be maintained for any documents which have been 
superseded. Archive copies in electronic format must be retained indefinitely. 
 
 
 

10.  REFERENCES 
  
Local Information Pack - LIP (IRAS) –  
IRAS Help - Preparing & submitting applications - Site specific information   
(myresearchproject.org.uk) 
 
Royal Devon Website – 
https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-
researchers/useful-documents/  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-researchers/useful-documents/
https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-researchers/useful-documents/
https://www.myresearchproject.org.uk/help/hlpsitespecific.aspx#UK-Local-Information-Pack
https://www.myresearchproject.org.uk/help/hlpsitespecific.aspx#UK-Local-Information-Pack
https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-researchers/useful-documents/
https://www.royaldevon.nhs.uk/about-us/research-and-development/information-for-researchers/useful-documents/
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APPENDIX 1 
 

Study Set-up Flowchart 
 

Confirmation of new study / site selection email sent from both Delivery Teams to 
R&D Generic Mailbox – rduh.research-eastern@nhs.net  

 

↓ 
 

Prof Services aware of request for combined set up. 
Inform both sites of each other’s Research Nurse / Lead Contact and  

Trial Administrator. 
Local Information Pack requested from Sponsor and shared across both Delivery Teams. 

 

↓ 
 

Research Nurses / Lead Contacts meet to decide: 
 

When to open 
 

Do we need one or two PIs, Site Files, Pharmacy Site Files, Working Files, Delegation and 
Training Logs?  Will any of these be electronic? 

 

What needs to remain separate - freezer temperature logs, equipment calibrations, 
equipment registers? 

 

Are both team’s Service Departments involved?  If so, are they conducting the same 
activities or is one site leading on any aspect? 

 

How will documents be managed? i.e signed ICF 
 

Both sites to do own localisation, as each will have different key contacts / PALS offices.  
Essential documentation stored on Edge / electronic site file use as / when possible.  

Additional maintenance of documentation on own shared drives as back-up for when Edge 
unavailable. 

 

How will monitoring and access work? 
 

The study will be added twice to EPIC by Professional Services, with each site having its 
own record. 

 

Can a joint SIV be held? 
 

Joint SIV via MS Teams preferable.  Are both teams happy to attend all of the SIV?  Is the 
Sponsor able to tailor this so that each site attends for the parts relevant to them (eg generic 
aspects covered at the start eg Protocol, study processes, questions and answers, certain 

training), with teams dialling in at different times for the more specific items (eg staff training 
and documenting this, PI / Lead Research Nurse briefing, delegation log, checking and 

handover of essential supplies / study equipment and demonstrating certain study specific 
tasks).  Can Pharmacy Team/s attend the SIV or will they require a separate one? 

 

Which site will be responsible for recording the one-off costs on Edge? 
 

If / when to hold regular MS Teams cross site meetings 
 

*Any issues raised to Team Leads (who meet in North Devon every 2 weeks) to make final 
decision/s on workings across sites* 

 
 

mailto:rduh.research-eastern@nhs.net
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↓ 
 

Research Nurses / Lead Contacts to identify a spokesperson on behalf of both teams to 
inform Sponsor of set up timelines and how we would like to manage study locally cc:  Prof 

Services. 
Prof Services to inform Sponsor that the Trust sites will be set up under one Contract. 

 

*Sponsor queries - check with the other team in the first instance to see whether the query 
has already been raised / resolved.  Any queries sent to Sponsor must have the Research 
Nurses / Lead Contacts and Trial Administrators from both teams copied in, as well as Prof 

Services* 
 

↓ 
 

Are we opening at / around the same time? 
(where possible, a combined set up should be adopted, even if one site is not yet 

ready to open) 
  

↓ 
 

Yes 
Research Nurses / Lead Contacts meet to 

complete joint Impact Form and obtain 
signatures for PI, RN & Pharmacy.  All other 
Service Dept signatures to be obtained by 
Prof Services.   Prof Services will inform 
teams when all Impact signatures have 

been received. 
↓ 

Research Nurses / Lead Contacts to 
arrange joint costing meeting with Prof 

Services 
↓ 

Prof Services to complete single 
‘PS Combined Set up Workflow’ on Edge.   
Delivery Teams each complete ‘Combined 

Delivery set up’ workflow on Edge. 
↓ 

Prof Services to liaise with teams prior to 
SIV to confirm when to issue CC&C.  Prof 
Services to issue one CC&C email and PI 
responsibilities letter, making it clear that 

approval is for Northern and Eastern 
Services. 

 
 
 

 
 
 
 
 

↓ 
 

No 
Research Nurses / Lead Contacts to meet 

to complete joint Impact Form where 
possible.  If one site not ready, first team 

complete Impact Form and share with 
Research Nurse / Lead Contact at other site 
for them to amend / sign once ready to set 

up. 
↓ 

 

Research Nurses / Lead Contacts to meet 
to complete joint costing with Prof Services 
where possible.  If one site not ready, Prof 
Services to share costing with other site for 

review / comment once ready to set up. 
↓ 

Prof Services complete two ‘PS Combined 
Study Set up’ Workflows on Edge.  Delivery 
Teams each complete ‘Combined Delivery 

set up’ workflow on Edge. 
↓ 

Prof Services to liaise with first site prior to 
SIV to confirm when to issue CC&C.  CC&C 
email and PI responsibilities letter issued, 

making it clear that approval is for Northern 
or Eastern Services only. 

↓ 
Professional Services to liaise with second 
site prior to SIV to confirm when to re-issue 

CC&C email with separate PI 
responsibilities letter 

 

 
 

*Amendments forwarded to the R&D Generic Mailbox – rduh.research-
eastern@nhs.net where a ‘Combined amendment workflow’ will be added and CC&C 
issued by Professional Services for both sites in one email* 

mailto:rduh.research-eastern@nhs.net
mailto:rduh.research-eastern@nhs.net

