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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 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.

DISCLAIMER

This generic R&D Standard Operating Procedure (SOP) must be followed unless a
study specific SOP exists.

Once printed this is an uncontrolled document
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KEY POINTS OF THIS PROCEDURAL DOCUMENT:

e Capacity building funds are calculated by adding 20% to both direct staff costs
and procedures for ‘system optimisation’

e A further 70% is also added to support indirect costs

e Each organisation is responsible for determining the distribution of this
element of the funding guided by the NIHR income distribution model

e CI/PI's are permitted to take up to one Programmed Activity per annum as a
salary cost

e Annually the Management Accountant will calculate the amount of indirect
funding a CI/PI has achieved across the entirety of their commercial portfolio
in the financial year and not previous years.

1. INTRODUCTION
The Trust supports delivery of commercial clinical trials where the Trust is not
the Sponsor. Commercial trials are costed using an agreed national
methodology the National Cost Value Review (NCVR) process. Costing for
these trials includes direct costs and capacity building elements. This SOP
outlines the Trusts process for the distribution of commercial income.

2. PURPOSE
The purpose of this SOP is to provide clarity about how commercial clinical
trial income is distributed and reported on. This includes for direct costs and
capacity building funds. Direct costs include those which are incurred by staff
to undertake research protocol required procedures, tests and set-up and
close out activities. Capacity building funds are those provided to support
growth and capability in the research workforce.

3. SCOPE
This SOP applies to all commercial clinical trial activity where the sponsor is
not the Trust and applies to all Chief and Principal Investigators (CI/PI) of
Commercial Contract Trials.
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4. DEFINITIONS & ABBREVIATIONS

Cl Chief Investigator

GCP Good Clinical Practice

GOG R&D Governance Oversight Group

Pl Principal Investigator

R&D Research & Development

Royal Royal Devon University Healthcare NHS Foundation Trust

Devon

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

TMF Trial Master File

5. DUTIES AND RESPONSIBILITIES OF STAFF

The Research and Development Director is responsible for ensuring there is a
process in place to accurately cost and recover and distribute commercial
clinical trial income and to ensure capacity funds are supporting growth and
capability in the research workforce by reviewing and agree use of CI/PI
capacity funds.

The Research Accounting Officer is responsible for adding breakdown of
commercial costs to EDGE.

The Senior Research and Development Manager is responsible for
communicating agreed contract costs to CI/PI's and for collating agreed use
of capacity building funds.

The R&D Management Accountant is responsible for calculating and
transferring CI/PI capacity funds.
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6. PROCEDURES

6.1 Commercial Trial Costing and Attribution of Funds

6.1.1 The Research Accounting Officer calculates or reviews commercial trial
costs from another centre using NCVR methodology. This model provides
direct costs as well as capacity building funds.

6.1.2 Capacity building funds are calculated by adding 20% to both direct staff
costs and procedures for ‘system optimisation’ designed to build sustainable
research and innovation capacity to the benefit of all research partners.

A further 70% is also added to support indirect costs including heating,
lighting, and finance and HR functions, to support research capacity as direct
costs do not cover the entirety of the time required to support a staff member
and also to provide funds back to CI/PI’s.

Each organisation is responsible for determining the distribution of this
element of the funding guided by the NIHR income distribution model
https://www.nihr.ac.uk/documents/income-distribution-from-nihr-crn-industry-
portfolio-studies/11441

6.1.3 The Royal Devon capacity building elements are allocated as follows:
e 20% to R&D for system optimisation.

Of the 70%

e Clinical Research Delivery Team 50%

e Royal Devon University Healthcare NHS Foundation Trust 25%
e CI/Pls 25%.

6.1.4 When collaborating with external organisations, direct staff costs will be
provided including the market forces factor (MFF) to the employing
organisation.

In addition, the capacity building element of that direct staff cost (50% of the
70% - diagram 6.4.2, appendix 2) will be provided to the employing
organisation including MFF. Of the remaining 25% will still be provided to the
CI/PI and 25% to the Trust as an overhead. Any fees for example, training
received by the Trust irrespective of patient protocol related activity will be
paid quarterly in arrears. Direct staff costs and capacity building funds will
also be paid quarterly in arrears.
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6.2 Permitted use of CI/PI capacity funds

CI/PI's are permitted to take up to one Programmed Activity per annum as a
salary cost. All capacity funds or funds in excess of one PA can be invested in
educational and research activities and equipment as determined by the CI/PI
and agreed by the R&D Director.

Use of this funding will be collated by R&D to demonstrate impact and value

to the Trust.

6.3 Process

6.3.1 The Research Accounting Officer will either cost or check achieved

costs for a commercial clinical trial. Once costs have been agreed, funding

will be attributed to the cost centres where direct costs will be incurred.

e 20% systems optimisation will be attributed to the R&D department

e 50% of the 70% indirect cost element will be attributed to the R&D
department

o 25% attributed to Royal Devon

This information will be uploaded in to EDGE. The R&D Management
Accountant will ensure funds are moved to appropriate costs centres.

6.3.2 The Senior Research & Development Manager or deputy will meet with
the CI/PI for a commercial trial once costs are agreed to advise them of the
contract value and what funds they will receive based on actual recruitment. It
will be made clear that capacity building funds are in addition to the funding
achieved for protocol required CI/PI activity.

If a Trust research doctor undertakes medic procedures, the medic funding
will be used to support their time before funds are passed to the CI/PI.

6.3.3 Annually in March the Management Accountant will calculate the
amount of indirect funding a CI/PI has achieved across the entirety of their
commercial portfolio in the financial year and not previous years. They will be
advised of this sum and asked how they would like to use the funding.

6.3.4 A funding review group including the R&D Director, Management
Accountant and Senior Research and Development Manager will meet in April
to review proposed use of funds to ensure they comply with permitted use.

6.3.5 The Senior Research and Development Manager will collate use of
CI/PI funds and overall commercial activity to report on impact in the R&D
annual report.

6.3.6 Flowchart No.1 within Appendix 1 of this SOP explains the process on
how the commercial clinical trial income is distributed and reported.
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6.3.7 Flowchart No.2 within Appendix 2 of this SOP explains how the
commercial clinical funding is distributed between the relevant various
departments.

7. DISSEMINATION AND TRAINING

7.1This SOP 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 SOP must ensure that they take
time to read and understand the content of this SOP.

7.31f applicable, a training log within the Investigator Site File/Trial
Master File (TMF) must be completed to document that members of
staff have read and understood the contents of this SOP.

8. MONITORING COMPLIANCE AND EFFECTIVENESS OF
THIS SOP

8.11In order to monitor compliance with this SOP, the auditable standards
will be monitored as follows:

No Minimum Requirements Evidenced by
1. Check funding has been attributed | Evidenced by finance
correctly i.e. system ledger.

e 20% systems optimisation will
be attributed to the R&D
department

e 50% of the 70% indirect cost
element will be attributed to the
R&D department

25% attributed to Royal Devon

2. Investigate how the Programmed Collation of proposed

Activities, funds in excess of one spend from Pl and

PA and Capacity funds have been | @pproved spend by R&D

invested within the financial year Director.
3. Demonstrate that Pl funds and R&D Annual Board
overall commercial activity is report.

captured in the R&D annual report
and shared with Trust Board.
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8.2 0Outcomes 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.

8.3Issues identified via the audit process which require escalation will be
referred to GOG.

9. ARCHIVING ARRANGEMENTS

9.1The 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

N/A

Research & Development Division

SOP Title: Commercial Clinical Trial Income Distribution Model Version 1

Effective date: 18/11/2024

Review date: 18/08/2027 Page 10 of 12


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

NHS|

Royal Devon
University Healthcare
Research and Development NHS Foundation Trust

Appendix 1

eResearch Accounting Officer reviews costs using the NCVR methodolgy

Commerecial Trial Costing

*Cls/Pls can take up to one PA as a salary cost

Ve *Remaining funds can be invested in educational or research activities/posts/equipment

Cl/PI Funds

oStep 1: Research Accounting Officer verifies costs and uploads data to the EDGE system.

oStep 2: The Senior Research and Development Manager communicates the contract value for each study to
CI/PI
#Step 3: In March, the Management Accountant calculates the total indirect funding achieved by CI/Pl in that

Process for Cost FY
Do i i *Step 4: The Senior Research and Development Manager confirms with the Pl how they would like to use their

funding

eStep 5: The Management Accountant makes the transfer to the Pl/department at the end of the FY.

eMonitoring is conducted through audits, and aoutcomes are reported to the Governance Oversight Group and
a report on the use of CI/PI funds is included in the annual R&D report

eRecords are mainted electronically

Monitoring and
Compliance
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Appendix 2

Commercial Cost

Tests, Procedures, Research Capacity

PI Direct Costs CRODT Direct Costs Pharmacy Building (20%)

Trust Overheads (25%)

CROT (50%) Pl Incentivisation (25%)

Department/
Department . Department
Directorate

Department Pl Discretion
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