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1 Introduction 
This policy describes the procedures undertaken by CPFT Research and Development 
department to review and confirm capacity and capability to deliver research at the 
Trust. 

 
2 Purpose 

To provide a clear and concise guide to the review and set up process that 
determines whether the Trust has the capacity and capability to conduct the 
proposed study in accordance with the UK Policy Framework for Health and Social 
Care Research and the Health Research Authority approval process for research 
studies. 

 
 

3 Scope 
This policy is for use by research staff from any organisation undertaking research 
activity involving Cambridgeshire and Peterborough NHS Foundation Trust (CPFT) 
staff or patients, their organs, tissue and/or data, and/or facilities. It also applies to 
studies involving healthy volunteers that are taking place within Trust facilities. 
Sponsored Clinical Trials of Medicinal Products (SpCTIMPs) are managed separately 
refer to CCTU/SOP021. 

 
4 Definitions 

The headings below contain the definitions of terms and meaning of abbreviations 
used within the document. 

 
4.1 Definitions 

Term Definition 

Trust-Sponsored Sponsored by CPFT or sponsored by CPFT jointly with The 
University of Cambridge, Anglia Ruskin University (ARU) or any 
other academic institute  

Validated Establishing documented evidence which provides a high 
degree of assurance that a specific process will consistently 
produce a product meeting its predetermined specifications and 
quality attributes as expected. 

Research A detailed study of a subject, especially in order to discover 
(new) information or reach a (new) understanding’ Cambridge 
dictionary online.  Research can be subdivided in a number of 
different ways, for example basic science research versus 
applied research and the steps required for setting up a research 
study are different from audit or service evaluation. 

4.2 Abbreviations 
Abbreviation Meaning 

CPFT Cambridge and Peterborough NHS Foundation Trust 

CTA clinical trials agreement 

CTIMP clinical trial of an investigational medicinal product 

Abbreviation Meaning 

HRA Health Research Authority 

IRAS Integrated Research Application System used to apply for 
approval from regulatory bodies 

IRMER Ionising Radiation (Medical Exposure Regulations) 
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NHSLA NHS Litigation Authority 

REC Research ethics committee 

UoC University of Cambridge 
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5. Duties 

This should give an overview of the individual, departmental and committee duties.  

Researchers – are responsible for ensuring that correct and complete 
information provided to the R&D department in order to determine whether the 
study can be supported. Deliberate submission of false information will be 
classed as fraud and can lead to a misconduct hearing. 

 
Research governance co-ordinator – will be responsible for reviewing 
research documents, determining if all information is present, correct and 
adheres to relevant research legislation, including sponsorship decisions. 

 
Research governance assistant – will be responsible for reviewing research 
documents, determining if all information is present, correct and adheres to 
relevant research legislation. 

 
Research governance manager – will review studies once the research 
governance co-ordinator/ assistant has obtained all relevant details and will 
authorise the study on behalf of the Trust up to their delegated authority limit. 

 
R&D Director – will authorise studies on behalf of the Trust and will lead on 
issues of misconduct.  

 
Information governance lead – will review and sign off some studies in relation 
to data protection (DP) issues, ensuring researchers are compliant with data 
protection laws. 

 
Research advisory committee – will review research projects in order to carry 
out the peer review process, where no suitable peer review has been carried out. 

 
IRMER practitioner – will review studies involving ionising radiation and sign off 
in relation to radiation issues. 

 
R&D solicitor consultant – where appropriate, will ensure that a suitable 
contract/ agreement has been agreed by all parties and that the Trust is 
protected. 
 
Chief Pharmacist – responsible for the management of all aspects of 
medicine services provided by the Trust including signing off on all trials 
involving the use of medicines. This includes trials where CPFT is not the 
prescribing organisation.  
 
Clinical Director – a study cannot proceed at CPFT without the confirmation 
of support by the relevant Directorate in the form of sign off by the Clinical 
Director.  

 
 

6 Items required 
• IRAS application form 
• Study protocol 
• Confirmation of sponsorship* (when the sponsor is different from CUH) 

and evidence of this sponsorship, either by letter, agreement or IRAS 
authorisation 

• Evidence of peer review 
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• Supporting documents – including Participant Information Sheets and 
Consent form 

• Copy of MHRA clinical trials authorization letter (for CTIMPs only) 
• Copy of MHRA medical devices notice of no objection letter (for device 

trials when required) 
• HRA approval letter 
• Ethics Favourable Opinion letter (where required) 
• Any other study specific documentation (funding confirmation, agreement, 

Statement of Activities/ Schedule of Events or Industry costing template) 
• Draft contract (where required) 
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7 Method 

The following sections provide a description of the processes to be followed 
when implementing this document’s procedures. 

 
a. Application process 

The research governance team can assist with the completion of the IRAS 
application. For Trust sponsored studies, draft applications must be reviewed by 
the department, together with all supporting documents before they are prepared 
for submission. 

 
Applicants will use the Integrated Research Application System (IRAS) form to 
make a submission to all regulatory bodies including R&D. 

 
Researchers wishing to undertake a new research study must submit one copy 
of each of the items required above to the R&D Department, Box 277, 
Addenbrooke’s Hospital or via email to R&D@cpft.nhs.uk. Failure to submit the 
required paperwork will lead to a delay in study review and set up. 

 
b. Application review 

For studies which will be sponsored solely or jointly by the Trust that are non- 
CTIMPs, submit the draft application pack for review by the Research 
Governance team to R&D@cpft.nhs.uk. These applications must be reviewed 
before they are submitted to regulatory bodies. 

 
Once all documents are submitted the application is reviewed against set criteria 
to ensure compliance with Trust policies and procedures, current legislation and 
the UK Policy Framework for Health and Social Care Research. A decision will 
then be made to allow the study to commence or request changes before 
approval can be granted. 

 
Below are some of the issues considered during the study review; 

 
c. Sponsorship 

All research studies must have a sponsor. The sponsor is the individual, 
organisation or partnership that takes overall responsibility for proportionate, 
effective arrangements being in place to set up, run and report a research project 
(UK Policy Framework for Health and Social Care Research). 

 
The Trust is willing to sponsor studies initiated by its employees or by UoC 
employees with an honorary contract. 

 
The Trust and the UoC will jointly sponsor studies. A joint sponsor letter will be 
provided signed by both parties when the study is ready to open. 
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The R&D governance team will advise when this applies on receipt of a draft 
application. 

 
The Trust and the UoC each reserve the right to refuse sponsorship for research 
led by its respective employees. 

 
This decision will be made after a thorough review of all appropriate 
documentation. All efforts must be made by all parties to resolve any issues 
identified before making this decision. 

 
Submission to regulatory and/or funding bodies may require a pre-sponsorship 
letter which accompanies the submissions. R&D can provide this. 
Sponsorship of a study may be terminated during a study if: 

i.the safety of participants is at risk. 
ii. the CI is no longer employed by the Trust or UoC. 
iii.a breach of any existing research standard operating procedures 

(SOPs) or policies or procedures is identified. 
 

The sponsor of a study can also be another trust, university, research council, 
charity or commercial company. Confirmation of this sponsorship will be outlined 
with the IRAS form and confirmed as part of the study agreement. 

 
7.3.1 Sponsor declaration page 

• Before the IRAS application form can be submitted to the HRA and 
REC, it must be signed by the sponsor. For studies sponsored solely by 
CPFT or jointly with the UoC, the Trust R&D department will sign the form 
as sponsor. 
• The research governance co-ordinator/ manager will sign the form 
once: 
Researchers must ensure that the R&D department have sufficient time 
to review the study in order to authorise the form/s. 
• Slots with research ethics committees must not be booked until a 
research governance co-ordinator/ manager has reviewed the application 
and confirmed that it is ready to be submitted. 

 
7.4 Peer review 

It is the responsibility of the sponsor to ensure that proposals have a suitable 
review of scientific quality before submission to an ethics committee. 

 
A duplicate review is not required for studies that have undergone peer review as 
part of a competitive funding process. 

 
The Trust only accepts peer review undertaken by: 

• Government organisations [Medical Research Council, National 
Institute for Health Research (NIHR) etc] 
• Charitable organisations (Wellcome Trust, Cancer Research UK, 
British Heart Foundation and all other charities listed on the Association 
of Medical Research Charities) 
• Pharmaceutical companies 
• Scientific Advisory Board which reviews studies to be carried out 
within the Addenbrooke’s Clinical Research Centre 
• Trust research advisory committee 
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• Educational supervisor in the case of student research projects and 
depending on the level of risk of the study. 

 
7.5 Indemnity 

All research studies must have insurance against potential harm to participants 
arising from: 

• The management of the research. This is provided by the sponsor of 
the study. 
• The design of the research. This is provided by the substantive 
employer of the CI. 
• The conduct of the research. Where NHS patients are participants, 
NHS indemnity applies. 
• For all other participants, the sponsor or employing organisation will 
provide insurance. 

 
NHS indemnity is a form of insurance for negligent harm provided via the 
NHSLA, this covers negligent harm caused to patients and healthy volunteers 
whenever they are: 

• receiving an established treatment 
• receiving a novel or unusual treatment 
• a subject of clinical research 

NHS indemnity does not offer cover for non-negligent harm, in exceptional 
circumstances (and within the delegated limit of £50,000) NHS bodies may 
consider an ex-gratia payment. 

 
For studies jointly sponsored by UoC and CPFT, the University Insurance Office 
will provide evidence of provisional insurance for studies being submitted for 
HRA approval. This will be to cover the design of the protocol. The confirmation 
of insurance will be provided once ethical favourable opinion is in place. 

 
Commercially sponsored studies require indemnity provided by the Association 
of British Pharmaceutical Industries (ABPI) or Association of British Healthcare 
Industries (ABHI) guidelines for medical devices. This is usually addressed within 
the clinical trial agreement provided by the sponsor. Such indemnity covers legal 
claims made by study participants resulting from non-negligent harm. 

 
7.6 Data protection 

R&D will arrange for data protection review for some studies by the trust 
information governance lead. They will review the application and discuss any 
concerns with individual researchers before signing off. 

 
Note: All computerised systems used for clinical trials should be validated and 
there should be a documented performance qualification to ensure that the 
system in use is fit for purpose. The security of the data and quality control 
should be considered in all cases. 

 
7.7 Radiation protection 

All studies involving ionising radiation require assessment by the radiation 
protection officer (even if this procedure is part of the participant’s routine care). 
Researchers are advised to contact the IRMER practitioner as early as 
possible. 
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in the development of their study for a successful ethical submission. Studies 
sponsored by other institutions/ organisations also require assessment by the 
IRMER practitioner. 

 
7.8 Human Tissue Act 

Tissue being transferred to or from the Trust from another organisation will 
require appropriate tissue transfer clauses to cover this activity. This will either 
be: 

• Utilising existing site agreements where the entity that the tissue 
is being transferred to is identified within the study protocol. 
• A separate material transfer agreement. This will be the responsibility of the 

sponsor of the research to initiate. 

 
7.9 Legal contracts and agreements 

Legal agreements may be needed when a study involves collaborations with 
other organisations for example when: 

• the study is multi-centre: participating site agreements must be in 
place before the study starts at the site to ensure compliance with current 
legislation. 
• data, human tissue, blood samples etc are transferred to other 
organisations. 
the trial is co-sponsored with other organisations. 
• another organisation provides funding for the study. 
• the study is commercially sponsored. 

 
This will ensure that other organisations conduct the study according to current 
legislation and good clinical practice standards. 

 
The R&D team and in particular the consultant solicitors will be able to advise 
about such agreements in conjunction with the University Research Services 
Division and will ensure that legal contracts and agreements are in place before 
confirmation of capacity and capability is given. 

 
Under the HRA approval process, all non-commercial studies must have a 
Statement of Activities (SoA) and Schedule of Events (SoE) for each site type. In 
some circumstances, agreeing the wording of the SoA will be sufficient to 
confirm Trust capacity and capability without an additional agreement. The R&D 
team will be able to give advice on these issues. 

 
Note: Individual researchers should not sign such agreements as this implies, 
they are assuming the liability involved in the contract. Legal agreements should 
be signed by the Trust and University authorised signatories and, if required by 
external sponsors, acknowledged by the investigator/s. 

 
7.10 Researcher contracts 

The research passport system standardises the process for obtaining an 
honorary contract with an NHS trust. 

 
The researcher and their substantive employer complete a research passport 
application form which is submitted to the relevant trust. When the trust is 
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satisfied that relevant checks have been carried out, an honorary contract or 
letter of access will be issued. 

 
For Cambridge and Peterborough NHS Foundation Trust refer to R&D/SOP010 
Research Passport, Honorary Research Contracts and Letters of Access 
policy. 

 
7.11 Confirmation of capacity and capability 

Submission of a protocol or IRAS form alone does not provide the R&D 
department with sufficient information to determine whether the Trust can 
support a study and recruitment can begin. 

 
As part of the review process, signatures will be required from the following 
people before Trust confirmation of capacity and capability can be issued: 

 
• Clinical director, divisional director, deputy divisional director or 
head of department in which the study will take place to ensure that the 
people responsible for the department are aware of the study taking 
place in their area. Depending on study requirements R&D can clarify 
who should sign the form for departments involved in delivering the study 
including but not limited to the Windsor Research Unit, Clinical Research 
Facility, radiology, cardiology, etc. 

o  
 

• Associate director of nursing, when the chief investigator (CI) is a 
nurse, midwife or an allied health professional (arts therapies, chiropody or 
podiatry, dietetics, operating department practice, orthoptics, occupational 
therapy, physiotherapy, prosthetics and orthotics, psychology, 
psychotherapy, radiography, speech and language therapy). 
 
• Chief pharmacist for studies which involve the use of medicines.  This 
includes those studies that are not CTIMPs but involve the use of 
medicines. 
 
• IRMER practitioner for studies that involve the use of ionising 
radiation. 

 
• Head of clinical engineering for studies using a medical device, or if 
any loan equipment is being provided by the lead site/sponsor. 

 
• And any other relevant area as advised by the R&D department. 

 
The R&D governance lead will provide the authorisation forms that must be signed. The PI 
will be required to sign a declaration of their role within the study.
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The local document pack, as described by HRA must be submitted to R&D after initial discussion 
with the R&D governance team and following appropriate HRA guidance. 
 

8 Clinical trials under the European Directive 
For clinical trials which fall under the EU Directive and are sponsored either by the Trust or 
jointly with the UoC, refer to R&D/SOP001 Delegation of Roles and Responsibilities 
for Trust Sponsored CTIMPS available on the R&D/CCTU website 

 
For all other CTIMPs, the above listed requirements will be reviewed prior to confirmation of 
capacity and capability. In addition, authorisation from the MHRA will be required and all 
members of the research team must have evidence of GCP training completed within the last 
two years. 

 
9 Commercial studies 
The NHS is encouraged to support commercially sponsored research as this provides 
opportunities to: 

• participate in drug and device development. 
• evaluate new equipment. 
• generate income for re-investment back into research, facilities and patient 
care. 

 
Commercial research is defined as research that is sponsored and funded by commercial 
companies (usually pharmaceutical or device manufacturers) and is directed towards product 
licensing and commercial marketing. 

 
9.1 Costing commercial research 
NHS Trusts are expected to recover all costs of commercial research and development from 
the company concerned according to health service guidelines [HSG(97)32]. This includes 
staff time, clinical and administration activity and should be clearly outlined in the NIHR 
industry costing template. The template includes elements such as capacity building, to enable 
departments to build up their own resources for training or other research activity; this also 
provides an incentive for staff to participate in commercial research. 

 
Indirect costs (including heat, light, water, power, insurance building maintenance etc) are 
costs which have been incurred for purposes common to all research activity but cannot easily 
be identified and charged directly without excessive bureaucracy. Using the industry costing 
template, the indirect cost rate applied is 70%. All indirect costs received from commercial 
research contracts facilitated by the R&D department are recovered by the Trust and are not 
kept for use by the department. 

 
9.1.1 Department costs 
Using the industry costing template each support department is able to charge a set-up fee 
depending on the activity involved in the research study. 

 
Trust core departments, such as pharmacy, radiology and pathology will provide their costs 
for the research project to be included in the template and clinical trial agreement. 

 
Research carried out with the Windsor Research Unit, Addenbrooke’s Clinical Research 
Centre (Clinical Research Facility Clinical Investigation Ward) or Cambridge Clinical Research 
Centre are subject to charges and set up fees. 

 
There are also R&D setup fees and other administration charges, these will be completed the 
by the governance lead assigned to the project. Industry Costing Templates should be 
validated by the lead CRN for that study prior to submission to sites. 
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Once a protocol and costing template have been received in R&D, the activity listed is 
checked and distributed to the support departments for checking or costing where required. 
The governance lead will pass these costs to the sponsor. 

 
9.2 Clinical Trials Agreement (CTA) 
The governance lead assigned to the study will take responsibility, with the support of the PI 
and solicitor consultant team to review contracts between the Trust and the sponsor and for 
dealing with any legal/ technical issues that arise. The contract contains the agreed target 
number or range of participants that the Trust agrees to recruit to for the study and the target 
date for recruitment to occur. This data is essential for the NIHR Time and Target metric for 
delivery of research studies. For further information refer to: https://www.nihr.ac.uk/research- 
and-impact/nhs-researchperformance/performance-in-initiating-and-delivering-research/. 

 
The CTA review will be completed in conjunction with the costing review for the study. 
Commercial research can only commence once the Trust has confirmed it has the capacity 
and capability to deliver the study and all parties have signed the CTA. 
 
9.3 Financial management 
All set up fees for new commercial studies should be invoiced once the CTA has been signed 
and confirmation of capacity and capability has been confirmed. 

 
Once the study is up and running for invoices to be raised to sponsors in a timely and accurate 
manner it is important that the PI notifies the finance department when payment ‘triggers’ are 
reached as outlined in the CTA. 

 
10 Participant identification centre (PIC) 
Where Trust staff identify participants for research taking place at another organisation, the 
site will be known as a PIC. 

 
All the documents outlined above should still be submitted to the R&D department as 
appropriate for that study. 

 
Minimal checks will be carried out and a letter will be issued by the department confirming 
identification activity can commence. 

 
11 Turnaround time 
For valid applications (i.e., those which are complete and provide all the evidence including 
data protection clearance upon which to decide whether a study should be approved) the 
confirmation of capacity and capability and sponsor letter (if applicable) will be issued to the 
chief/ principal investigator for the Trust within four to six weeks. 

 
Please note that this timeline is based on receiving a complete application and any delays 
submitting the required paperwork to R&D will mean that Trust confirmation of capacity and 
capability cannot be issued. A contract is signed/sent to a sponsor at the same time as issuing 
C&C. 

 
12 Amendments 
For amendments which are termed ‘substantial’, the IRAS substantial amendment form must 
be completed and submitted with the relevant documentation to the HRA, ethics committee, 
MHRA (if applicable) and R&D. The HRA will categorise the amendment. The documentation 
will be reviewed by R&D to see if there are any changes to previously completed checks or if 
a contract addendum is required. Once any regulatory approvals are in place amendments 
can be implemented at site if the R&D department have not requested additional time to 
complete their review. 

 
Non-substantial or category C amendments can be implemented as soon as any applicable 

regulatory approvals are in place. 
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For Trust sponsored studies including those jointly sponsored with the UoC amendments must 
be reviewed by R&D prior to submission. If additional authorisations or changes are required 
in order to implement the amendment, they will be highlighted at this stage. The amendment 
can only be implemented once the additional authorisations have been received together with 
the regulatory approvals. 

 
13 Student projects – HRA guidance 
13.1 Students below doctoral level 
In most cases, it is expected that projects undertaken by a student(s) with educational 
qualifications below doctoral level, the academic supervisor will take on the role of chief 
investigator (CI). When acting as the CI, the academic supervisor should sign both the CI and 
supervisor declarations. 

 
However, there is some flexibility in these guidelines depending on the circumstances. For 
studies undertaken as part of a clinical placement although the academic supervisor should 
normally act as the CI it is accepted that it may be appropriate for the clinical supervisor to 
take responsibility for some or all of the duties of CI. This may be achieved by delegation of 
some tasks from the academic supervisor (while remaining formally the CI) or by appointing 
the clinical supervisor as CI. 

 
Exceptionally, a non-doctoral project may be undertaken by an experienced researcher 
working towards a further degree. In this case, it would be appropriate for the student to be 
named as the CI. 

 
Although non-doctoral students should not be named as the CI, it is expected that the student 
will complete the application form on behalf of the CI as part of their training. The REC will 
invite the student to attend the meeting to answer questions about the study and will address 
all correspondence to the student (copied to the CI). (Supervisors are also encouraged to 
attend the meeting.) If a favourable opinion is given by the REC, it is expected that the student 
will undertake the research under supervision by the CI. 

 
13.2 Doctoral students 
It is normally expected that a doctoral student undertaking a project will be named as the CI 
rather than the academic supervisor. However, in some cases it may be more appropriate for 
a clinical supervisor to take on the role of CI for example in the case of a CTIMP or a study 
involving significant risk. 

 
13.3 Student participation in other studies 
Where the student is participating in a project that is not purely educational, the CI may be 
another experienced researcher such as a health professional or academic researcher. The 
Trust will consider sponsoring studies on a case-by-case basis where the CI is an educational 
supervisor not employed by the Trust or UoC, but the student is employed by the Trust. 

 
14 Annual progress report (APR) 
Every year investigators are required to complete an ethics APR to the REC. Researchers 
should submit a copy of this report to R&D together with acknowledgements from the REC. 

 
15 Study end dates 
Due to reporting requirements to the Department of Health, researchers must inform R&D 
when their study is completed and ensure that any extensions are notified. Final study reports 
must be sent to R&D as soon as they are finalised. 

 
16 Other conditions 
The Trust reserves the right to withdraw Trust Capacity and Capability Confirmation if: 

 
• The applicant is found to have submitted inaccurate information. 
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• The applicant or CI does not abide by the principles of Good Clinical Practice, the 
Human Rights Act, the Declaration of Helsinki, the Medicines for Human Use 

• (Clinical Trials) Regulations, the Data Protection Act or other applicable legislation 
• The R&D director deems that reported adverse events represent a risk to participants. 
• A commercial organisation is in breach of its responsibilities as defined in the CTA 
• The principal investigator fails to co-operate with a Trust or external audit of the study. 
• The principal investigator is found to have acted fraudulently or acted in a way that 

constitutes misconduct in research (see misconduct and fraud policy and procedure) 
• The Trust or an external audit of the study highlights significant concerns about the 

way in which the study is being conducted. 
• The applicant fails to provide details of any significant amendments. 

 
 

17 Monitoring Compliance 
The R&D manager, research governance manager and R&D governance 
team will be responsible for monitoring the effectiveness of this policy and 
procedure by reviewing the number of complete applications received for 
Trust capacity and capability and by regular research study meetings 
which will highlight any issues with this policy and procedure. 

 
 

18 Links to Other Documents 
• R&D/SOP010 Research Passport, Honorary Research Contracts 

and Letters of Access policy 
• R&D/SOP001 Delegation of Roles and Responsibilities for Trust 

Sponsored CTIMPS 
• Anti fraud, bribery and corruption policy 
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