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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 The Trust is required to oversee National Institute for Health and care
Research (NIHR) funds provided for defined purposes and make finance
returns of actual and projected use of these funds in line with relevant
accounting standards and NIHR contractual requirements. Awards include
those where funding is only for the Trust, funding is for the Trust and a
single collaborator as well as funding which is for the Trust and multiple
collaborators.

¢ Organisational processes must provide clear and effective financial controls
in order to manage and account for research funding.

e Effective control and oversight of the management of research requires a
multi-level approach with responsibilities at Divisional, Executive and
Funder level.

1. INTRODUCTION

Royal Devon University Healthcare NHS Foundation Trust (the Trust)
manages a portfolio of direct funding from the NIHR (the funder) across a
variety of active awards at any one time. These include awards for specific
research trials and studies as well as infrastructure awards. Research funding
must be managed and reported in line with Trust standing financial
instructions and in line with any additional contractual requirements of the
funder.

Management of funding will encompass dispersal of funds to research
collaborators, use of accounting processes to align payments to planned
financial schedules and providing assurance to the Trust, research
collaborators and funder(s) via agreed governance frameworks. Such
processes are required in order to provide assurance that contracted
organisations have effective controls in place to manage and account for their
NIHR funding. Finance returns for NIHR awards are expected at least
annually (ASTOX) as well as a final submission (FSTOX), some awards also
require a quarterly return (QSTOX).

2. PURPOSE

This SOP provides detailed steps to inform the process for management,
oversight and reporting of awarded NIHR funding which is provided to the
Trust and onwards by the Trust to an external collaborator or collaborators.
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3. SCOPE

This SOP must be followed by team members with a defined task or role in
supporting the management or oversight of NIHR funding at the Trust.

4. DEFINITIONS & ABBREVIATIONS

ARC Applied Research Collaboration

ASTOX Annual Statement of Expenditure

BRC Biomedical Research Centre

CRF Clinical Research Facility

FSTOX Final Statement of Expenditure

GOG R&D Governance and Oversight Group

HRC HealthTech Research Centre

JRO Joint Research Office

NIHR National Institute for Health and Care Research

QSTOX Quarterly Statement of Expenditure

R&D Research & Development

RRDN Regional Research Delivery Network

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, Clinical Trials Unit and/ or other organisations as
appropriate.

UoE University of Exeter

5. DUTIES AND RESPONSIBILITIES OF STAFF

The Chief Executive Officer of the Trust retains overall responsibility for the
NIHR awards made to the Trust.

The Chief Medical Officer is responsible for providing strategic leadership for
research at the Trust.

The R&D Director is responsible for oversight of the R&D service and for
ensuring compliance with NIHR contractual requirements across NIHR
funding awards.

The R&D Operations Director is operationally responsible for research
funding, ensuring robust systems are in place.
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The Finance Business Partner & Associate Finance Business Partner are
responsible for the submission of accurate and timely expenditure reports to
NIHR in line with contractual requirements, ensuring reports are accompanied
by appropriate supporting information.

The R&D Finance Manager is responsible for ensuring use of robust
processes to support distribution of research funding to external collaborators
and will support the Associate Finance Business Partner in the preparation of
reports and supporting information as required.

The Finance Business Partner, Associate Finance Business Partner and
R&D Finance Manager are responsible for the management of all NIHR
funding awards.

The R&D Support Manager proactively manages contracts and agreements
from initiation to execution including those agreements in support of NIHR
funding and distribution. Management of agreements includes provision of
accurate financial schedules to support administration of funds.

6. PROCEDURES

6.1 Pre and Post award procedures

6.1.1 Following confirmation of a new NIHR funding award, or subsequent
contract variation the R&D Support Manager will implement processes
to initiate contracting arrangements between the Trust and other
external research Collaborator(s).

6.1.2 Contractual agreements will include details of planned financial
arrangements including payment schedules to a Collaborator(s),
invoicing requirements and expectations for managing the award in
line with NIHR terms and conditions.

6.1.3 Financial details of all agreements in relation to NIHR awards will be
checked and verified by the Associate Finance business partner,
supported by the Research Finance Manager.

6.1.4 The Associate Finance business partner will consider the need for a
designated cost centre for each NIHR award and implement this where
necessary. This will include designating budget signatories.

6.1.5 Payments will only be made to a Collaborator(s) once a collaboration
agreement is in place.

6.1.6 The Research Finance Manager will initiate the generation of
appropriate purchase orders for each Collaborator(s) to support
invoicing requirements. Purchase order details will be provided to a
Collaborator(s) along with invoicing instructions.
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6.1.7 Invoice amounts will be checked by approved authorised staff against
finance schedules before payments are approved.

6.2 Internal monitoring of NIHR awards

6.2.1 Financial activity on each award will be scrutinised at least quarterly in
order to ensure that invoicing and payments are occurring as
scheduled. This may include interrogating Trust finance systems to
ensure that invoices are received and processed in a timely way.

6.2.2 Invoices which deviate from the agreed payment schedule or which do
not include required details, for example, the correct purchase order
number, may not be processed until the errors have been corrected.
This may delay payment to the Collaborator(s).

6.2.3 Reminders will be sent to Collaborator(s) if invoices have not been
submitted according to the agreed timelines in order to support timely
payments and efficient management of the award.

6.2.4 Collaborators will be required to provide ledger data from their
organisational finance system, either quarterly or annually (as agreed
prior to the first payment), detailing income and expenditure in relation
to the individual award. This requirement also applies where the
collaborator has made payments to sub-contractors (e.g. NIHR
Biomedical Research Centre (BRC) partner organisations), in which
case corresponding ledger data from those organisations must also be
provided.

6.2.5 This ledger data will be used for internal financial monitoring and
assurance purposes and will be scrutinised by the Associate Finance
Business Partner, with support from the Research Finance Manager,
to:

o Ensure alignment with Trust financial records;

« Confirm that expenditure is in line with the agreed financial
schedule; and

e Ensure compliance with the funder’s terms and conditions.

6.2.6 In addition, collaborators will be required to provide an annual
forecast on a quarterly basis (due by the end of the second week in
April, July, October, and January where applicable). This will support:

e proactive monitoring of spend against allocation;
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« early identification of potential underspend or deviation from
plan; and
« timely escalation and implementation of corrective action where
required

6.2.7 Deviation from the financial schedule (e.g. Collaborator(s) underspend)
is not allowed except by prior agreement with the Funder. Should this
occur, details must be raised to the Associate Finance business
partner at the earliest opportunity for consideration and escalation to
NIHR as required.

6.3 Organisational oversight and accountability

6.3.1 The Trust Hosts several NIHR infrastructure awards, where these are
in collaboration with the Trusts primary research collaborator the
University of Exeter, the contract is between the Trust and the
Department of Health and Social Care and therefore the Trust is the
responsible organisation for that award. Where an award is in
collaboration, financial reports will be made to both the Trust and to the
University of Exeter.

6.3.2 The Directors of NIHR Infrastructure awards are responsible for
providing the day to day oversight of that award supported by the
Associate Finance business partner under the defined governance
arrangements for each award as outlined in the funding application
and approved by NIHR.

6.3.3 Financial details of NIHR funding relating to research infrastructure will
be presented annually to the relevant senior group for scrutiny and
oversight:

e The Trust Executive Board will receive reports from the Regional
Research Delivery Network (RRDN) and the Applied Research
Collaboration (ARC).

e The Joint Strategic Partnership Board will receive reports from the
Biomedical Research Centre (BRC), Clinical Research Facility
(CRF) and the HealthTech Research Centre (HRC).

6.3.4 The Research Finance Manager will oversee NIHR grant funding for
specified research trials and studies supported by the R&D
Sponsorship Manager. Financial details will be presented to each
project oversight group as well as annually to the R&D Governance
and Oversight group.

6.3.5 The Research Finance Manager will oversee NIHR capital funding for
specified research trials and studies supported by the R&D Director of
Operations. Financial details will be presented annually to the R&D
Governance and Oversight group.
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6.3.6 NIHR funding and associated expenditure may be internally audited in
line with Trust Standing Financial Instructions.

6.4  External reporting

6.4.1 In line with contractual obligations, the Trust is required to periodically
provide expenditure reports to NIHR. This may be on a quarterly or
annual frequency or at the end of the contract period.

6.4.2 Reports must be in a format and containing information as specified by
NIHR and will include a statement of expenditure in a format specified
by NIHR.

6.4.3 A Collaborator(s) will be requested to provide information in support of
the submission, this may include but will not be limited to
organisational ledger data, confirmation of job plans, confirmation of
non-pay expenditure. Where a Collaborator has passed funds to a
third party this will also include information from that party.

6.4.4 Reports will be prepared by the Associate Finance business partner
with support from the Research Finance Manager. All backing
information will be retained within management accounts filing
systems.

6.4.5 Ledger data provided by collaborators will also be used to support
external reporting requirements, including submissions via ASTOX. As
such, the same data set must be complete, accurate, and submitted in
line with reporting deadlines.

For ASTOX reporting purposes:

e Annual ledger data must be submitted no later than the end of
the second week in June; and

e Where ASTOX-only reporting applies, annual forecast data must
be submitted no later than the end of the second week in
April, July, October, and January.

6.4.6 Once approved by the appropriate R&D Manager or Director the
Associate Finance business partner will make the return.
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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.
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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 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

8.1In order to monitor compliance with this SOP, the auditable standards
will be monitored as follows:

No Minimum Requirements Evidenced by

1. Detailed financial schedule to be Copy of collaborator
included in the collaborator agreement providing
agreement between Trust and details of payment
Collaborator(s) schedule for the

individual NIHR award.
R&D shared drive.

2. Purchase order and invoicing Invoicing instructions
details to be provided to each detailed in the
Collaborator collaborator

agreement. R&D
shared drive.

3. Financial details of NIHR Details of meeting
infrastructure to be presented to agenda and minutes
the relevant senior group demonstrating

discussion and formal
acknowledgement.
Access through
Research Finance
Manager.

4. Payment and expenditure in line Balance of accounts as
with planned schedules unless by | demonstrated by Trust
prior agreement with NIHR finance system,

required collaborator
forecasting, year-end
ledger data or
evidence of NIHR
agreement. Access
through Research
Finance Manager.
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8.20utcomes 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

https://www.ukrdleaders.org/wp-content/uploads/2021/09/UK-Research-
Finance-Guidance-v1.6.pdf
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