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2. Definitions of Terms Used / Glossary

.. Attributing the costs of health and saczai ca;"e Rasearch anci
ACoRD - Development _ |
Cl Chief investlgator
CRN- : ~-Clinical Research Network = : :
CTiMP - Clinical Trial of an Investigational Medlcma! Product
NCTU " “Norwich Clinical Trials Unit S
NNUH Norfolk and Norwich University Hospltals NHS Foundation Trust
Q- o Quadram Institute RN
R&D Research and Development
RGC = .. Research Grants Coordinator
RIN Research Innovation Services
SoECAT o ‘Schedule of Events Cost Attribution Template: i e
SOP Standard Operating Procedure
UEA " University of Eas{ Anglia .

4. Scope

This SOP describes the process to be followed by researchers who are intending to submit
a grant application for research funding to an external funding body. This SOP applies
when the NNUH is the lead organisation or when any NNUH staff, services or patients are
involved in the proposed research project.
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5.

SOP 005 Grant Application

Purpose

The purpose of this SOP is to ensure that grant applications have been appropriately
costed by the R&D department in line with the ACoRD guidance and have the relevant
approvals in place prior to submission. This will ensure that if funded, the project will have
sufficient funding in place to cover the costs of the resource required to deliver the
objectives of the study and that any NNUH research staff on the grant are contracted to
the project for the appropriate duration of time. See appendix 1 for a summary of the
process.

6.

Rules

An intent to write a grant application form (Appendix 3) should be completed and sent to
R&D when the idea is being developed.

Developing a competitive proposal of high guality takes a considerable amount of time.
The RGC should ideally be made aware of the proposal at the stage when the idea is
being developed. Timings listed below are indicative timings to provide costs for standard
applications. For complex applications (g.g. having complex costing, involving multiple
coliaborators or subcontractors) approximately 3 months should be given.

For grant applications led by NNUH, the notice pericd will depend on the complexity of
the study but 6 to 12 weeks may be required.

For grant applications whereby NNUH is requested to sponsor (please see the NNUH
Sponsorship Policy) a CTIMP or device study, these are generally complex studies and 3
months' notice may be required.

For grant applications where NNUH/NHS costs are being requested, but NNUH is not the

lead or sponsor the notice period will depend on the complexity of the study but 4 to 8
weeks may be required.

To allow review / authorisation of submission, the costs and application need to be
finalised no iater than 5 working days prior o submission (Single stage or Stage 2
applications generally require authorisations from potentially: Sponsor, Mead of
Department, Administrative Authority or Finance Office, NHS costs nominated signatory,
NHS Facilities and Staff Nominated Signatory. The RGC will inform you who will be the
nominated people for these roles. If not enough time is allowed for final reviews,
authorisations may be deciined and you will be unable 1o submit)

H
i
]
i

Grant applications made without authorisation might resuit in the rejection of the award if
funded.
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7. Procedure NNUH

7.1 Procedure for when NNUH is the lead organisation or Requested to be Sponsor

ff the study requ:res NNUH to be the lead/Sponsor organisation :
= w - theCl will contactthe Research Grants Coordinator and complete an-
. intent to write a Grant Application Form (or forward a copy of the: L}EA '
- Intent-to Write form if already completed) (see appendix 3~ Grant
-'Apphcatmn Form) as early as passzble (see Ap;aendnx 2 Pmpcsal
Process). i
+ [f a funding stream has not been identif ed the Research Grants
Coordinator will be able to help to identify an appropriate source of
funding where the project will fit within the funder's remit.
» The Research Grants Coordinator will schedule a costing meeting with
the researcher(s) Colieagues fram _UEA_ RiN (nr:_appropnate University)
' ' i

e At the costing meeting the amount of resource required will be
discussed and all of the costs will be identified.
' 's  The Research Grants Coordinator will provide the full study costing to
" the researcher for review. Changes may be made at this point if

" necessary. If a SOECAT is required that will be prepared and sent to
the researcher for review. Then sent o the CRN for authorisation.

+ When the costs have been finalised the Applicant will seek
authorisation for submission from the appropriate person at each
participating organisation (5 working days prior to deadline).

+ = When authorisation'is in place from NNUH and ; any other-organisation,
then the researcher wm he notn“ ed that fhe grant has pem:ssson o be
- submitted. - S A i :

7.2 Procedure for when NNUH is not the lead organisation

.= _If the study. involves NNUH staﬂ‘ services {including Dsgttal Health,
o ;_'_--mf::rrnatmnl{“;‘overnanca R&IB ‘use of the. QI_ Cimzz:a! Reseamh facriny

Apphcation} as eaﬂy as .pass: ) e.-{see_ Appandix'z},; e e
+ For grants led by UEA or QI, the Research Grants Coordlnator wm
attend the UEA/QI costing meeting where possible so a further costing
meeting will not be required

s Forgrants w’hefe NNUH staff are co-applicants and/or there are little
NHS resources are needed, email correspondence will be sufficient

Standard Operating Procedure for: Granl Applications R&D SOP Number: SOP 005
Authorfs: Michael Sheridan Author/s title: Research Grants Coordinator
Approved by: Julie Dawson Date approved: 03/11/2022 Review date: 03/11/2025

Available via Trust Docs  Version: V1 Trust Dogs 1D 29365 Page 4 of 6



BocuSign Envelope 1D 2A27477B-DBEE-486C-A008-4667613CEG51

SOP 005 Grant Application

At the costing meeting the amount of resource required will be
discussed and all of the costs for NNUH will be identified.

-+ » . The Research Grants Coordinator will provide the costs altributed fo
- NNUH staff, services or pat;ents to the researcher for review. Changes

may be made at this point if necessary. if a SOECAT is required that will

be prapafed and sentto the researcher. for review and then sent (by the
“Cl, research Taam CTUor Resaarch Grants Coordinator) to the CRN for

authorisation.

When the costs have been fmahsed the Research Grants Coordinator
will seek authorisation for submission from the appropriate person (5
working days prior to deadline).

" The Research Grants Coordinator will notify the researcherand =~

relevant UEA Project Officer when NNUH authorisation is in place.

- WARNING: Applications cannot be submitted by the lead applicant unfal
all organisations involved have provided authorisation to do'so.

It is the responsibility of the lead applicant (or UEA Project Officer 'fbr
UEA led applications) to send a copy of the submitted application to the
Research Grants Coordinator for their records

Funding Outcomes

+ ltis essential that the R&D office is notified of the outcome of the funding
application so that the record can he updated.

8. References and Related Documents

ICH GCP E6 / SI 2004/1041

'SOPNo. SOPTitle
Production, Review, Approval and Control of SOPs Related to Research

SOP 001
Activities
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9. Approval

.Author
Role

Michael Shéﬁdan
Research Grants Coordinator

Role
Signature

Date

Approved & Authorised NNUH
- . \Research Services Manager

Julie Dawson

DocuSigned hy:
! Julie Dacasm
ACBABIBECF3E4A2 .

04 November 2022

“Approved & Authorised UEA
Role. - .. . ..
Signature

Date

:';F;g_sa_a_.mh_;ﬁéanagaf.

DocuSigned by:

Savale Pl

SEB42B4£487248C...

15 November 2022 { 3:14 GMT

10. Reason for new version and Training Implication

This is a new SOP.

_Training Implication | Yes
.« Read to ensure familiarisation with new procedure

Actions required  Matrix to be updated

R&D SOP Number: SOP 005

Author/s title: Research Grants Coordinator

Date approved: 03/11/2022 Review date: 03/11/2025
PageBof 6

Standard Operating Procedure for: Grant Applications
Author/s: Michael Sheridan
Approved by: Julie Dawson
Available via Trust Docs

Version: V1 Teust Docs 10: 20564



1407 28ey pmmﬂ._w 11 S0Q 3R IA THOISEDA  $D0(] ISnIL 2iA BiOR|IEAY

STOZ/TT/EC 191Ep M2IABY 2Z07/TT/E0 poacidde a3eq uosSMed aihs Ag paactddy
JO1BMHPION] SIUBIS UDIRISIY (31T 5/104iny UBPLIBYS |BRUDIIN  1S/i0yiny
S00 dOS HaguinN dos a'sy 1 vipuaddy — suanedddy Jei9 oy ainpatoug Sunessdn piepueis
. - e N,
SMBIADL 2INIRIBI e
|dd @8edu]e
. Fdpusd u diysiosuods uelIgOs
3 S1032104E||02 12BIUC )
23UBPING pUnOByDeg e UOREN[EAS 553304
; JSOHUOU0IT YHEIH/SDIISIIEIS .
MBINDL JB3d e HUN SiBL FEAULD YuMm a3eSus.
NGHY 03 VD305 Jugnge ansas udisag
1V)305 pesioyiny s ueyspuee Yoleasay 3yl yum a8edeude
SUOIYY [erUalOd » /,r SUGIIDY [ERUaiod e ) /f SUCHIOY [BIIUSIO \
; ™
ASojopouyiaie JUIWIADAUL JUSIE »
Wi} $¢0305e diyssosuods «
SISOD JUBWEAL] PUE S103R40GE|0] »
4o udis Josueds DIAIIS “Y218353Y - $1S0De L3 Japung/ies Suipund e
swonno fuonesiuedio peate S y24e0531 JO 3dAL «
uonesydde JO gy AljiioN . pasoidde 30 J3GWINU ‘975 ajdiess 218 veduwy
Ry 03 uopedyide pue pasjjeuy 5350] » yopeinp ‘3|qISEDS DACU PIIBMSUBUN
pajuwqns Jo Adod puas » pea;de sioleioge|iode pue 21D 14835 ApniSs JUBAS|DL - EIPI DSEISDY .
UOISSRUGNS 1504 « SYIBYT [eUtde 110} jesodsold moiaaYy . 1JO UOCHIBIIPISUOY {BIHU}e

S Ny S

ssa30.4d uonedldde ayl jo a8e}s AoAd 1e souelsisse Joy a|qIssod se Ajesd se 300 aey 24§} JBILOD B5Ed|d

HBYIMO[{ UORRIHAOY JUBID HNN

Heyomad uapedlddy Juels HNNN - T Xipuaddy
uonedijddy 3ueid 500 dOS

48830€19/00v-600V-088V-II8C-BLLY LTV () adopauz ubignoog



BocuSign Envelope ID: 2A27477B-D8EE-486C-A000-4667613CERST
sur vuo wrant Application

Appendix 2 — Study Qutline/Proposal

. A proposal must be written by the Research Team
 prior to applying for any funding. The research
- proposal is a plan for engaging in systematic inquiry
and should demonstrate that:
-+ the research is worth domg
* the researcher is competent fo conduct the study - by providing evidence of
the skilis and experience of the researcher and their research team
» the resuits of the study will have validity
« the potential hazards identified in the risk assessment can be mitigated
through study design, safety monitoring procedures and project management
plans
¢ the study is carefully planned and can be executed successfully

Et is recommended contacting the Research Design Service (RDS) as they can offer

adwce on all aspects of preparing health and social care research grant applications

hitps./irds-ece nihr.ac.uk/. The application should meet the funder's requirements
_and strategy.

Before beginning your research proposal you shouid
consnder the foliowing points:

« s it research? htip://www.hra-decisiontools.org.uk/research/#main-content

» Whatis your research question

« Why does it matter - FINER (feasible, interesting, novel, ethical, relevant
research question)

Do you have the background information to back up your question

How will you address this question (i.e. what methods will you use) - PICOT
{population, intervention, comparison, outcome, time frame)

How important is this activity to the NHS and o service users

Is your research question clear

Are your research methods appropriate

What are the identifiable hazards and risks for the parficipants, investigators
and organisations involved
What impact will your research have on the NHS
Does your research team add value

Is it value for money

What PP involvement do you have

Any queries please do contact R&D

& o o &

. & o » &
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Appendix 3

Intent to write a Grant Application Form

For when NNUH reguest to be Lead Organisation or Sponsor

Proposed Research

Lead individual for the application:
Lead institution for the application:
Sponsor of the project:

Research Title:

Background/Rationale {what evidence is there that it is needed):

Objectives/Cutcomes {max 4):

Participant Group (from what population will they be drawn? How will the group be
identified?}):

Methodology:

impact Summary {what benefit to the Trust/Patients/NHS is there?}):

Funder

Funder :

Funding Stream {include link}:

What stage of application is this?

[} Outline Application (or Stage 1, or Expression of Interest)

1 Full Application
Application deadline date :

Expected research start date :

Expected research duration {months):

Is this a re-submission of a previously rejected grant?

O Yes
1 No
Standard Operating Procedure for: Grant Applications ~ Appendix 3 R&D SOP Number: SOP 005
Author/s: Michael Sheridan Author/s title: Research Grants Coordinator
Approved by: Julie Bawson Date approved: 93/11/2022 Review date: 03/11/2025
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Research Team

sur vuo wrant Application

Time on the project for application lead {%)?

Who at NNUH is involved and
what is their role?

Wili they be
named person
on the grant

Please state
role:

(e.g. Co-
applicant,
Research Nurse,
etc.)

Time on project
{%/days/weeks)

Who outside of NNUH will be | Organisation | Please state Time on project | Please
named on the grant and what role: {%/days/weeks} | confirm that
is their role? (Name & Contact {e.g. Co- they are
email) applicant, RA, aware of
CTU etc.) their
involvement
in the
application
Involvement

Clinical Trial of an Investigational Medicinal Product {CTiMP}:

[ Yes
[} No
0 Don't Know

Pevice Study:
[} Yes

[JJ No
[ Don't Know

H Device study, is the device CE marked?;

] Yes
{1 No
1 Don’t Know

Will you involve the Norwich Clinical Trials Unit (NCTU) or anpther CTU? {if another CTU

please name them);
[ Yes

[} No

{1 Don’t Know

If yes, have you aiready made contact with CTU?

[]Yes
[J No

Will you use the Norwich Clinical Research Facility (CRF}?:

(I Yes
] No
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Will you use the Norwich Biorepository?:

[ Yes

[ No

What is your participant recruitment target?;

How lgng is your recruitment period? {months):

Is it a Multicentre study?:

O Yes

3 No

If yes, how many sites:

Have you been in contact with the Research Design Service (RDS)?(}:
{1VYes

1 No

Support departments involved (pathology/radiolo harmacy/etc):

Costs — please provide detailed fist

Investigations {imaging, dispensing, lab tests,
ECG, ECHO, etc)

Consumables required (questionnaire
licences, printing, postage, poster, blood
tubes, PPE, etc):

Equipment required (laptop, lab equipment,
recorder, etc):

Staff Recruitment & Training:

Special Facilities {fridge, freezer, centrifuge,
etc)

Travel/Conferences {quantity, number of
attendees, etc)

Dissemination {events, open access journals,
etc):

TMG/Steering/DMEC/Focus Groups
{quantity, number of attendees, iocation,
ete)

PPI

Participant Travel and Car Parking (number
of visits and duration}:

Other Costs:

Please return completed form to Michael.sheridan@nnuh.nhs.uk or Office.RD@nnuh.nhs.uk
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Appendix 4

Requesting Costs from NNUH for a Grant Application

Proposed Research

Lead individual for the application:

Lead institution for the application:

Sponsor of the project:

Research Title:

Background/Rationale (what evidence is there that it is needed):

Methodology:

Funder

Funder :

Funding Stream :

What stage of application is this?
[] Qutline Application {or Stage 1, or Expression of interest)
) Fuif Application

Funding deadline date :

Expected research start date :

Expected research duration (months) :

Is this a re-submissiovn of a pre#iousiy rejected grant?

L3 Yes
[J No
Research Team
Who at NNUH is involved and | Will they be Please state Time on project | Are they
what is their role? named person | role: {%/days/weeks) | aware of
on the grant {e.g. Co- their
applicant, involvement
Research Nurse, in the
etc.) application
yet?
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Involvement

Clinical Trial of an Investigational Medicinal Preduct (CTIMP);
Ol Yes

1 No

Device Study:

[ Yes

iJ No

Will you use the Norwich Clinical Research Facility (CRF}?:
[ Yes

{3 No

Will you use the Norwich Biorepository?:

1Yes

i1 No

What is your participant recruitment target?:

How long is your recruitment period? {months):

Is it a Multicentre study?:

[J Yes

(1 No

if yes, how many sites:

Costs

Investigations {imaging, dispensing, lab tests,
ECG, ECHO, etc)

Consumables required (printing, postage,
poster, blood tubes, PPE, etc):

Equipment required {laptop, lab equipment,
recorder, eic):

Staff Training: -

Special Facilities (fridge, freezer, centrifuge,
etc)

Travel/Conferences {quantity, number of
attendees, etc} _
TMG/Steering/DMEC/Focus Groups
{quantity, location, etc)

Participant Travel and Car Parking (number
of visits and duration):

Other Costs:

Please return completed form to Michael sheridan@nnuh.nhs.uk or Office. RD@nnuh.nhs.uk
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