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2. Definitions of Terms Used / Glossary

Trials of Advanced Therapies (medicinal products involving cell or gene

ATIMPs . : :
therapy or tissue engineering)
Cl Chief Investigator
CTIMPs Clinical Trials of Investigational Medicinal Products
IRAS Integrated Research Application System
JRGC Joint Research Governance Committee
MHRA Medicines and Healthcare Products Regulatory Agency
NCTU Norwich Clinical Trials Unit
NIW Notification of Intention to Write a Grant Proposal
PO Project Officer
R&D Research and Development
RSM Research Services Manager
RSO Research Study Officer
RIN Research & Innovation Services
SOP Standard Operating Procedure

3. Objectives

To ensure that research is sponsored only if it can be demonstrated that the risks
involved in that research are acceptable.

4. Scope

This SOP describes how arrangements for authorisation of Research Sponsorship are
approved for all healthcare research activity within the UEA and NNUH
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5. Introduction

Decisions about Research Sponsorship at NNUH are described in the Norfolk and Norwich
University Hospitals NHS Foundation Trust Research Sponsorship Policy available at
https://www.nnuh.nhs.uk/research-and-innovation/information-for-researchers/research-
management-in-the-trust/ in association with this SOP

Under the UK Framework for Health and Social Care Research all health and social care
research projects require a sponsor. The sponsor is the individual, organisation or
partnership that takes on overall responsibility for proportionate, effective arrangements
being in place to fund, set up, run and report on a research project. The sponsor has
overall responsibility for the research and is normally expected to be the employer of the
chief investigator in the case of non-commercial research.

Health and social care research covers a wide spectrum of research from non-
interventional questionnaire studies to highly interventional trials. Some of the more
interventional and high risk research falls under the jurisdiction of the Medicines and
Healthcare Products Regulatory Agency (MHRA) and is required to comply with specific
legal requirements for such trials (Regulated trials). These are Clinical Trials of
Investigational Medicinal Products (CTIMPSs); Device trials (Clinical Investigations), Trials
of Advanced Therapies (medicinal products involving cell or gene therapy or tissue
engineering) (ATIMPs) and combinations of these.

Making a decision to accept sponsorship of a study or trial is an important decision as the
organisation accepts responsibility for the study and the risks associated with it.

The majority of research studies conducted at NNUH are sponsored and led by other
external organisations. Research that is initiated and led by NNUH researchers should be
sponsored by NNUH if it can be demonstrated that the risks involved in that research are
acceptable.

The R&D Office at NNUH and the Research & Innovation Services (RIN) at UEA are
responsible for all Sponsor related correspondence. When a study involves other units
such as the Norwich Clinical Trials Unit (NCTU) or NNUH Pharmacy, those units should
route any Sponsor related correspondence through the R&D Office or RIN. In turn, those
units shall be copied into any formal correspondence concerning the study. Where
appropriate to the study, e.g. when a study is formally adopted by the Norwich Clinical
Trials Unit, some of the sponsor responsibilities may be formally delegated to the unit, as
recorded in the Delegation of Responsibility form in the research project contract.
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6. Procedure for UEA

Rules:

e Apply for sponsorship as early as possible in the development of the project

e Early consultation with UEA Project Officer (PO) is advised

e The study sponsor needs to be decided before submitting the funding application

e The study CANNOT proceed without Sponsorship approval, as staff or students
working on the project will not be insured through the University

e See SOP 325 Study Start up Activities for Clinical Research Trials

How to apply for sponsorship:

e The Chief Investigator (CI) should notify their Project Officer in RIN, sending the
required forms. Guidance notes for researchers and supervisors are available from
the RIN website https://portal.uea.ac.uk/rin - UEA login required
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6.1 Sponsorship Responsibilities

*On receipt of the completed NIW form the RIN PO will assess UEA’s
Sponsorship responsibilities in line with the UEA Sponsorship flowchart in
Appendix 1 and UEA research policies

\___Se J

*Where the proposed study is not a CTIMP or medical device trial, the
decision on UEA Sponsorship responsibilities will be made by the RIN PO
in consultation with the relevant Head of School, where appropriate.

\___°® J

*Where the proposed study is a CTIMP or medical device trial that involves
NNUH staff, facilities or patients, the Cl should apply to NNUH for
Sponsorship and consult NCTU

=@ J

*For NNUH sponsored CTIMPs /Device trials involving UEA staff and
students, where the study has external funding, the RIN PO will provide
confirmation of UEA Head of School approval to NNUH R&D

___*& J

6.2 Confirming Sponsorship

Where a provisional opinion about Sponsorship is formally required, e.g. on the application
for funding, the UEA PO shall confirm provisional Sponsorship either by letter or by signing
the funding application form.

For the study REC and HRA application, through the Integrated Research Application
System (IRAS), the PO shall sign the Sponsor declaration.
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7. Procedure for NNUH

Who should apply:

o All NNUH staff conducting research involving NHS staff, facilities and patients and all UEA
staff and students undertaking a study where NNUH is the Sponsor (including CTIMP/Device
trials)

When to apply:

e As early as possible in the development of the project
¢ In some cases a funder will require a named sponsor on submission of a funding application,
so early consultation with the NNUH R&D is essential

How to apply:

Contact the NNUH the R&D office mailbox Office. RD@nnuh.nhs.uk

e Sponsorship review will take place when near final copies of the study documents are
received by a Research Study Officer (for Grant applications sponsorship in principle will be
reviewed on a draft application)

7.1 Sponsorship Responsibilities

The NNUH Research Study Officer (RSO) will assess your request (governance review
including indemnity, funding, risk assessment, capacity and capability) and refer to the
Research Services Manager (RSM) for further review as necessary.

The RSM may refer your request to the Joint Research Governance Committee (JRGC).

Review will be undertaken to determine if the Trust is able to undertake sponsorship in
accordance with the responsibilities of a research sponsor as defined in the UK Policy
Framework for Health and Social Care Research and with the principles of the NNUH
Research Sponsorship Policy (see link on page 3) and the UEA Sponsorship flowchart in

Appendix 1.
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7.2  Confirming Sponsorship and Issuing a Sponsor letter

A sponsorship letter will be issued by the R&D Office to confirm
sponsorship

Sponsorship authorization will also be required for Ethics
& regulatory submission, which can be indicated by
signature of the IRAS form

IRAS forms should be authorized by the Research
Services Manager or delegate and completed
electronically

An agreement to be Sponsor does not confirm Trust
approval for the research

The CI/PI needs to provide evidence requested by R&D and wait
for Trust approval before commencing the study (see SOP 325
Study Start Up Activities for Clinical Research Trials)
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8. Appendix 1 UEA Sponsorship Flow Chart

Does the No R h ;
Does the research involve NHS - 0 Research Sponsor is
research involve NO required but your

patients, staff or resources? : el
Social Care research will still need

Services? UEA ethical approval if it
Y v involves humans
= E (questionnaires,

S S interviews, observations)
Is the research being
provided as a service to a
commercial company? |.e.
the commercial company is
driving the research and
writing the protocol NOT

the researcher The commercial company will act as

NB See also Note 1 Sponsor

UEA will discuss Sponsorship arrangements
with Social Services agencies involved

N
O

Does the research involve
NNUH patients, staff or
other resources? UEA will discuss with other NHS Trusts

Y
=
S

The employer of the Chief Investigator
Does the research fall under the will act as sponsor.

Medicines for Human Use (Clinical NB See also Note 2
Trial) Regulations 20047

Y
=
S

NNUH will act as Sponsor and will retain responsibility for Pharmacovigilance.
NB See also Note 3

~

Note 2 Where the Chief Investigator is employed by NNUH but is leading research under honorary contract at UEA, or
where the Chief Investigator is employed by UEA but is leading research under honorary clinical contract with NNUH, then
sponsorship arrangements will be agreed between UEA and NNUH. NB The lead contract organisation may not always
employ the Cl as is the case with bids to NIHR submitted by NNUH where Cl is employed by UEA.

(I\lote 1 Academic led research that is commercially funded WILL require UEA/NNUH sponsorship arrangements

Note 3 Where the project team involves staff employed by UEA, NNUH may delegate specific responsibilities to UEA

\including the NCTU. J
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11. Reason for new version and Training Implication

This SOP replaces the previous version number 1.5

Changes made What changes have been made to the contents of the document

¢ New layout

Reason .
e Revision in procedure

Training Implication | No

Actions required e NA
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