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STANDARD OPERATING  

PROCEDURE 
 
 
 

APPLICATION TO THE TRUST FOR SPONSORSHIP OF A NON-CTIMP 

S48 

 
 

 
 
 
 

Controlled document 

This document has been created following the Royal Devon and Exeter NHS Foundation Trust Policies, 
Procedures, Protocols, Guidelines and Standards Policy.    It should 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 SOP 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.   

http://ian.exe.nhs.uk/welcome/directorates/research-and-development/rd-administration/policies-procedures-
guidance/ 

 
 
 

DISCLAIMER 
 
This generic R&D Standard Operating Procedure (SOP) must be followed unless; 
 

 A study specific SOP exists 

 A departmental SOP dictates a different working practice 
 
Once printed this is an uncontrolled document. 

 
 
 
 

Research and Development  

http://ian.exe.nhs.uk/welcome/directorates/research-and-development/rd-administration/policies-procedures-guidance/
http://ian.exe.nhs.uk/welcome/directorates/research-and-development/rd-administration/policies-procedures-guidance/
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VERSION HISTORY LOG 
 

This area should detail the version history for this document.   It should detail the key elements of the changes to 
the versions. 

 

VERSION Reviewer Date Implemented Details of significant changes 

V1 Lynda Garcia, 
Non-network R&D 

Facilitator 

25 April 2014  

V2 Lynda Garcia, 
Non-network R&D 

Facilitator 

18 March 2015 Introduced deadlines for applications prior to 
LRM meeting. 
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1. BACKGROUND 

The Research Governance Framework for Health and Social Care (RGF), First Edition was 
published by the Department of Health (DoH) in 2001 and has subsequently been 
superseded in April 2005 by Version 2.    

Research which falls within the scope of the RGF requires a research Sponsor.   A sponsor in 
this context may not the same as the funding body. 

Specifically, the research Sponsor is a company, institution or organisation which takes 
responsibility 

‘ for assessment of the quality of the research as proposed, the quality of the research 
environment within which the research will be undertaken and the experience and expertise of 
the Chief Investigator (CI) and other key researchers involved.   They are responsible for 
ensuring that arrangements are in place for the research team to access resources and 
support to deliver the research as proposed and that agreements are in place which specify 
responsibilities for the management and monitoring of research.   They are also responsible 
for ensuring that arrangements are in place to review significant developments as the 
research proceeds, particularly those that put the safety of individuals at risk, and to approve 
modifications to the design.’

1
 

Research which falls within the scope of the RGF requires formal confirmation from the 
designated Sponsor before an application for Regulatory Approval or NHS Trust Approval can 
be made. 

 
2.   PURPOSE 

  The trial approval procedure described in this document has been designed to achieve 
 several things: 

 To enable the Royal Devon & Exeter NHS Foundation Trust (RDEFT), Local research 
Meeting (LRM) to have appropriate control over the sponsorship process. 

 To avoid unnecessary work for investigators by giving decisions and guidance at 
 defined stages in the planning process. 

 To support a risk-based approach to governance. 

 To ensure that all aspects of trial initiation are properly carried out. 

 To ensure that the trial is set up in such a way that: 
 The protocol can be strictly followed and scientific quality maintained 
 throughout the trial. 
 It will be possible for the trial to be monitored as legally required. 

A research Sponsor must satisfy itself that the study meets all relevant standards and ensure 
that arrangements are put and kept in place for adequate management, monitoring and 
reporting.     

 
3.   SCOPE 

 Investigators seeking sponsorship of research that is not a Clinical Trial of an Investigational 
Medicinal Product (CTIMP) by RDEFT should use this SOP. Investigators seeking 
sponsorship for a CTIMP must refer to the SOP for CTIMP Sponsorship (R&D/CTIMP 
Sponsorship/S09)   
 

4. RESPONSIBILITIES 

  This procedure applies when an investigator seeks sponsorship of a Non-CTIMP by RDEFT. 

 Where drugs may be involved, it is the investigators responsibility to find out whether the 
potential drug trial is a CTIMP.   

 The Investigator must send an e-mail to the Medicines for Human use Regulatory products 
Agency (MHRA) Clinical Trial Helpline (clintrialhelpline@mhra.gsi.gov.uk) marked 
 ‘scope-protocol review’ in the subject line and request an opinion on the status of the trial.  A 

                                                
1
 Research Governance Framework, 3.8 

mailto:clintrialhelpline@mhra.gsi.gov.uk
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copy of the draft protocol must be provided with the request – this will probably not be in its 
final form but should be sufficiently detailed to enable the MHRA to see what you intend to do.   
MHRA says that, where possible, responses to such queries will be sent within seven days.  
You must ensure that all correspondence with the MHRA is retained.    
 

5. PROCEDURES 

Who should apply for Sponsorship 

It is the responsibility of the CI to request Sponsorship.   However it is recognised that this 
responsibility may be delegated to another member of the research team with sufficient 
knowledge of the research activity. 

In regard to research being conducted as part of a degree course, the Academic Supervisor 
should act as the CI when applying for Sponsorship.   The individual undertaking the course 
should be listed as a co-investigator.    

Please note that grant applications must be discussed with and signed in principal by the 
R&D Directorate Manager, this does not however guarantee Sponsorship, the Investigator will 
still be required to apply for Sponsorship following the steps detailed below.  
 
Sponsorship Review 

 The proposed CI submits to the Research & Development Office (R&D) a draft protocol, an 
outline funding plan, a completed impact form and draft Patient Information Sheet(s) (PIS) 
and consent form(s).   If the study is to be performed at other sites (i.e. another Trust or GP 
surgery) a list of potential sites and recruitment numbers must be provided. The CI should 
refer to the guidance documents on the R&D pages on IaN. R&D will decide whether the 
proposal has appropriate scientific review; is practicable; is likely to be adequately resourced 
and whether the investigator team has the capacity to carry it out safely and effectively.    

The CI will submit the above documentation to the R&D Facilitator marked Sponsorship 
review in the subject heading. The R&D Directorate Manager or Assistant will perform an 
initial review of the application using the Research Support Services (RSS) assessment tool. 

Applications for Sponsorship must be received 7 calendar days before the next LRM. 

If the LRM has significant questions, the CI may be contacted to attend a Local Research 
Meeting to discuss aspects of the proposed study. 

 The LRM may decide: 

 That the proposed study is not feasible. 

  That the proposed study needs further preliminary work on areas specified by the 
  LRM, following the changes, a re-submission will be considered only once all  
 the related amendments have been incorporated as specified during the sponsorship 
  review process. 

 That the sponsorship is approved. 
 

The LRM’s decision will be communicated to the CI in writing as soon as possible after the 
meeting (normally within 5 working days).    
 
The LRM will make a decision as to whether the NHS Trust is prepared to accept sponsorship 
for the study.   This will allow the CI to proceed with applications to funding bodies (if not 
already obtained), ethics committees and other regulatory bodies (as applicable).  

N.B.   Where funding has been obtained from a National Institute of Health Research (NIHR) 
non-commercial partner and the trial is eligible for NIHR adoption, the Clinical Research 
Network (CRN) caseworker will be informed and can advise on service support costs, 
Integrated Research Application System (IRAS), Coordinated System for gaining NHS 
Permissions (CSP)/Research & Development Management Information System (RDMIS) 
process and addition of sites.   

For trials not eligible for adoption, the researcher will be supported by an R&D Facilitator who 
will assist with the IRAS and gaining NHS permissions process. 
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 Regulatory Approvals 

 Once sponsorship has been granted, the investigator may proceed with obtaining Ethical and, 
if applicable, other regulatory body approvals.   Advice on all these applications can be given 
by R&D.   Please note the application forms for Regulatory Approvals must be signed by the 
R&D Directorate Manager.    

 Once Regulatory Approvals have been granted the CI must forward copies of the letters to 
R&D.   If significant changes are required as a result of the regulatory applications, the study 
will return to the LRM for further consideration.   If everything is found to be in order at this 
stage then the trial can be submitted for Trust Approval (R&D/Applying for Trust 
Approval/S21). 

 
 Application(s) for NHS permission 

 An application for Trust Approval needs to be submitted in any NHS organisation that is to be 
a study site.   The Investigator will already have submitted an impact form and protocol to 
R&D as part of the Sponsorship review process.   At this stage an investigator may make the 
necessary applications for Trust Approval.   For further guidance on this process please refer 
to R&D/Applying for Trust Approval/S21.    

 
 Conditions to be met before final Trust Approval 

 Trial master File/Investigator Site File:  The CI must compile the Trial Master File 
(TMF) using the R&D template which will be kept by the CI; and, in addition, an 
Investigator Site File (ISF) for each Investigator Site (NHS Trust) participating in the 
study.   This will be reviewed by the R&D Trust Monitor. 

 Departments Involved: The CI/PI must liaise with all other departments involved in the 
study to ensure that everything is in place for commencement of the research.   This 
will include final arrangements for matters such as randomisation, unblinding 
arrangements, and laboratory services.   R&D must be notified that this has taken 
place.  

 Division of responsibilities.   This will be created by R&D on behalf of the Sponsor 
and must be agreed and signed by the CI and the R&D Directorate Manager. 

 In the unlikely event that problems remain at this stage the matter will be referred to 
the Director of R&D and further advice given. 
 

 Final NHS Permission 

 If, following the above conditions, R&D is satisfied that all is in order the CI will be notified in 
writing that the trial has Final Trust Approval in relation to the Sponsoring Trust.    

Once Trust approval has been given, the CI must arrange the following, where applicable: 

 Trial Initiation Session(s): The CI should arrange, in liaison with R&D, one or more 
trial initiation sessions, to be attended by all investigators, service departments and 
similar staff, and where applicable, the appointed trial co-ordinator.   The aim of the 
initiation session is to provide trial specific training in the protocol, data recording 
methods and standard operating procedures, to go through the contents of the 
TMF/ISF, to answer queries and address any inconsistencies.    

 Initiation of other study sites can only commence following receipt and notification to 
R&D of Trust Approval at that site: 

   Where convenient, investigators and other involved staff from all study sites known at 
 this stage should be included in the study initiation session described above; 
separate sessions may be arranged if required but the content should be similar for all 
 sessions. Subsequently, where additional sites are required a request must be made 
to R&D.  This request will be submitted to the LRM and where needed, advice taken 
from the Director of R&D.    
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6. FURTHER READING 

Research Governance Framework, 2
nd

 Edition 
(http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidan
ce/DH_4108962) 
National Research Ethics Service 
(http://www.nres.nhs.uk/) 
Health Research Authority 
http://www.hra.nhs.uk/ 
Medicines for Human use Regulatory products Agency 
(http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials/Isaclini
caltrialauthorisationCTArequired/index.htm) 
ICH-GCP 
(http://www.emea.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC5
00002874.pdf) 
 
R&D/CTIMP Sponsorship/S09  
R&D/Applying for Trust Approval/S21 
R&D/Protocol Amendments/S02 
                                                                                                          

 
APPENDIX 1 – DEFINITIONS 

RESEARCH GOVERNANCE: 

Sets out principles, requirements and standards 

 Defines mechanisms to deliver them 

 Describes monitoring and assessment arrangements 

 Improves research and safeguards the public by: 
- Enhancing ethical awareness and scientific quality Promoting good practice 
 Reducing adverse incidents and ensuring lessons are learned 
 Forestalling poor performance and misconduct 

 Is for all those who: 
- design research studies 
- participate in research 
- host research in their organisation 
- fund research proposals or infrastructure 
- manage research 
- undertake research 

 Is for managers and staff, in all professional groups, no matter how senior or junior 

 Is for those working in all health and social care research environments, including: 
- primary care 
- secondary care 
- tertiary care 
- social care 
- public health 

 
APPENDIX 2 – ABBREVIATIONS 
 
CI  Chief Investigator 
CSP  Coordinated System for gaining NHS Permissions 
CTIMP  Clinical Trial of an Investigational Medicinal Product 
DoH  Department of Health 
GCP  Good Clinical Practice 
GP  General Practitioner 
IRAS  Integrated Research Application System 
ISF  Investigator Site File 
LRM  Local Research Meeting 
MHRA  Medicines and Healthcare products Regulatory Agency 
NIHR  National Institute for Health Research 

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962
http://www.nres.nhs.uk/
http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials/IsaclinicaltrialauthorisationCTArequired/index.htm
http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials/IsaclinicaltrialauthorisationCTArequired/index.htm
http://www.emea.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002874.pdf
http://www.emea.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002874.pdf


 
 

R&D/Non-CTIMP Sponsorship/S48                                                                                                              Page 8 of 11 
Version 2.0    30 March 2015                                                                                                 

©
 R&D Directorate, RDEFT 

Research and Development 

CRN  Clinical Research Network 
PI  Principal Investigator 
PIS  Patient Information Sheet 
R&D  Research & Development 
RDEFT  Royal Devon & Exeter NHS Foundation Trust 
RDMIS  Research & Development Management Information System 
RGF  Research Governance Framework 
RSS  Research Support Services 
SOP  Standard Operating Procedure 
TMF  Trial Master File 
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APPENDIX 3 – SPONSORSHIP IN PRINCIPLE – GRANT APPLICATIONS 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
   
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
   

CI forwards completed grant application to R&D Directorate 
Manager for review prior to meeting 

Grant Applications Approvals 
CI completes grant application form and contacts R&D Directorate Manager PA to 
arrange meeting date/time to discuss the grant application with R&D Directorate 

Manager 

R&D Directorate Manager reviews the grant application and 
discusses any issues with the CI 

R&D Directorate Manager signs the application form 

CI proceeds with grant submission and Sponsorship application 
(see Appendix 4) 

Is R&D happy to sponsor 
in principle on behalf of 

the Trust? 

YES 

CI to provide further 
clarification and/or 

make changes 

NO 
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 APPENDIX 4 – SPONSORSHIP REVIEW 
 

This procedure 
does not apply. 
Please refer to 

S09 Sponsorship 
of a CTIMP 

YES 

Sponsorship Review Documentation 
 

Submit the following documents to R&D marked Sponsorship 
review in the subject heading 

Protocol 
Impact Form  

Outline funding plan 
List of additional sites 

PIS / consent form 

Following initial review, the sponsorship application will be reviewed by the LRM 
providing all documents received 7 calendar days in advance of the meeting. 

LRM decision communicated, in writing, 
within 5 working days 

If Sponsorship is agreed, the CI may proceed to gaining 
Regulatory Approvals 

Where significant concerns arise, the CI will be invited to attend LRM 
to discuss aspects of the proposed trial. 

 

Is the trial feasible? 
 

Further amendments to be made  

        Is the study a Clinical Trial of an Investigational Medicinal Product (CTIMP)? 

NO 

YES NO 

Assistant R&D  Manager will undertake an initial review using the RSS assessment tool 
(where applicable, the caseworker will be informed). 
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APPENDIX 5 – FINAL APPROVAL 
 

 Regulatory applications 
CI applies for; 

Ethics/Regulatory Approval(s) (if applicable) and Trust Approval (with support from 
caseworker if NIHR adopted and R&D Facilitator if not adopted). 

Ethics Application 
 

CI sends copy of favourable ethical 
opinion letter to R&D Department 

(acting on behalf of Sponsor) 

Other Regulatory applications 
 

CI sends copy of application form and 
approval letter to R&D Department (acting 

on behalf of Sponsor) 

If significant changes required following regulatory 
applications, study returns to LRM 

CI continues with the Trust Approval process 
(Please refer to S21 TRUST APPROVAL for further guidance) 

 

Final NHS Permission 
 

CI is notified in writing that Final Trust Approval has been issued in relation to 
the sponsoring trust 

 

Study can commence recruiting at RD&E 

Initiation of other research sites can only commence following receipt and 
notification to R&D of Trust Approval at that site. 

 

N.B.   Any subsequent protocol amendments and identification of potential 
new sites must be notified to R&D prior to regulatory submissions. 

 

CI; 

 Compiles Trial Master File (TMF) and Investigator Site File (ISF) 

 Agrees and signs the division of responsibilities 

 Organises/Conducts study Initiation session(s) 

 Undertakes final preparations for involved departments 
 

R&D to beinformed when the above has been completed 


