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FUNDING One of the first steps for any
research project is the Funding

PROPOSALS & Proposal and the accompanying

BUDGETS financial feasibility work.

This resource is designed to
give an overview of Imperial’s
policies on Research Project
Costing, how to draft a Funding
Proposal, and how to draft a
Budget.
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COSTING & FULL ECONOMIC COSTING

It is Imperial’s policy to calculate the
Full Economic Costing (FEC) of all
research proposals, regardless of funder.
This is a mandatory process for research
conducted at Imperial, in line with the
Government  Transparency  Review
(1998) and subsequent Transparent
Approach to Costing (TRAC) utilised by
all Higher Education Institutions in the
UK.

A particularly valuable resource is
Imperial’s FEC Charge Out List, which
gives all the details of services available
to your project at Imperial and how much
they will cost.

Check the Further Reading & Resources
page of this document for links to the
Imperial website for this topic, Imperial’s
“Costing & Pricing of Externally Funded
Research” Policy, and for a copy of the
FEC Charge Out List.

The Imperial Costings webpage has
some excellent guidance on what is
covered by FEC, how it’s calculated,
and has great information on sub-
items such as Full-Time Equivalent
(FTE).
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COSTING & FULL ECONOMIC COSTING

COSTING: KEY
CONTACTS

For direct, project-specific, pre-award support with Costing you will need to reach out to
the appropriate team for your Faculty - Check the table below to find your Faculty and
Department contacts:

FACULTY OF ENGINEERING

NAME CONTACT ROLE

The primary contact for all costing

rspreaward.engineering@imperial.ac.uk
P ¢ 9@imp enquiries for the Faculty of Engineering

Operational oversight of the Research
Proposal Co-ordinators in the pre-award
team for the Depts of Aeronautics,
Chemical Engineering, Civil Engineering,
Computing, Design Engineering,
Mechanical Engineering.

Shaun Power s.p.power@imperial.ac.uk

Pre-award support across all departments
on costing, pricing, and submission to
Sonia Tomasetig sonia.tomasetig@imperial.ac.uk funders for the Depts of Bioengineering,
Earth Sciences, and Engineering &
Materials.

Pre-award support for the Dept of

Nicky Broph : hy@i ial.ac.uk
icky Brophy n.brophy®@imperial.ac.u Materials.
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FACULTY OF ENGINEERING (cont.)

NAME CONTACT ROLE
Wai-Fon Pre-award support for the Depts of Earth
Y w.cheung@imperial.ac.uk . p.p . P
Cheung Sciences, Engineering.
Pre- d t for the Depts of
Ade Fagbohun a.fagbohun@imperial.ac.uk © awar_ suppo.r or .e e|c_> 50
Aeronautics, Design Engineering.
Sabreana . . Pre-award support for the Dept of
s.samuels@imperial.ac.uk ) . )
Samuels Electrical Engineering.
N Pre- t for the Dept of
) .adya n.spiridonova@imperial.ac.uk re avyard suppor 'or ebepto
Spiridonova Chemical Engineering
Pre- d t for the Dept of
Antonia Szigeti a.szigeti@imperial.ac.uk re awar SUPPOILTOrthe Bepto
Computing
Pre-award support for the Dept of
Duncan Walsh duncan.walsh@imperial.ac.uk r W_ ' l_Jpp reror P
Bioengineering.
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COSTING & FULL ECONOMIC COSTING

FACULTY OF MEDICINE

NAME CONTACT ROLE

Harriet Hallas h.hallas@imperial.ac.uk Head of Research - Pre-award

Proposal Manager for the Dept of Brain
Sciences

Cost Centres: WBCN, WBDT, WBID, WBNN,
WBPP, WBZA

Proposal Manager for the Institute of Clinical
Science
Cost Centres: WCIA, WCMA

Proposal Manager for the National Heart &
Lung Institute

Jennifer land @i il K Cost Centres: WHCC, WHCF, WHCM, WHCP,
Landmann J-lahdmanni@imperial.ac.u WHCS, WHCV, WHRD, WHRG, WHRL, WHRR,
WHZZ

Proposal Manager for the Dept of Immunology
& Inflammation
Cost Centres: WIIH, WIII, WIIS

Proposal Manager for the Dept of Surgery &
Cancer

Cost Centres: WSAA, WSCA, WSCC, WSGG,
WSGN, WSGO, WSGP, WSGX, WSSC, WSST,
WSSU, WSSV, WSSY, WSSO
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COSTING & FULL ECONOMIC COSTING

FACULTY OF MEDICINE (cont.)

NAME CONTACT ROLE
Proposal Co-ordinator for the Dept of Brain
Sciences
Cost Centres: WBCN, WBDT, WBID, WBNN,
WBPP, WBZA
Breon de Soyza b.d-soyza@imperial.ac.uk Proposal Co-ordinator for the Dept of Surgery
& Cancer
Cost Centres: WSAA, WSCA, WSCC, WSGG,
WSGN, WSGO, WSGP, WSGX, WSSC, WSST,
WSSU, WSSV, WSSY, WSSO
Proposal Officer for the Dept of Brain Sciences
Cost Centres: WBCN, WBDT, WBID, WBNN,
WBPP, WBZA
Phillip Bagnall p.bagnall@imperial.ac.uk Proposal Officer for the Dept of Surgery &
Cancer
Cost Centres: WSAA, WSCA, WSCC, WSGG,
WSGN, WSGO, WSGP, WSGX, WSSC, WSST,
WSSU, WSSV, WSSY, WSSO
Proposal Co-ordinator for the Institute of
Clinical Science
Cost Centres: WCIA, WCMA
Proposal Co-ordinator for the National Heart &
Lung Institute
Carmen . .
c.ungureanu@imperial.ac.uk Cost Centres: WHCC, WHCF, WHCM, WHCP,

Ungureanu WHCS, WHCV, WHRD, WHRG, WHRL, WHRR,
WHZZ
Proposal Co-ordinator for the Dept of
Immunology & Inflammation
Cost Centres: WIIH, WIII, WIIS
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COSTING & FULL ECONOMIC COSTING

FACULTY OF MEDICINE (cont.)

NAME CONTACT ROLE

Proposal Officer for the Institute of Clinical
Science
Cost Centres: WCIA, WCMA

Proposal Officer for the National Heart & Lung

Anastasia Institute
_ . a.dimitroulaki®imperial.ac.uk Cost Centres: WHCC, WHCF, WHCM, WHCP,
Dimitroulaki WHCS, WHCV, WHRD, WHRG, WHRL, WHRR,
WHZZ
Proposal Officer for the Dept of Immunology &
Inflammation
Cost Centres: WIIH, WIII, WIIS
Proposal Manager for the Dept of Infectious
Disease
Cost Centres: WDAI, WDII, WDMM, WDPI,
WDSS, WDVC, WDVM
Proposal Manager for the School of Public
Health
Victor Abah v.abah®@imperial.ac.uk Cost Centres: WPAA, WPCA, WPEA, WPER,

WPGI, WPIA, WPPA

Proposal Manager for the Dept of Metabolism,
Digestion & Reproduction

Cost Centres: WRDH, WRDN, WRDP, WREC,
WREE, WREM, WRIB, WROC, WROG
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COSTING & FULL ECONOMIC COSTING

FACULTY OF MEDICINE (cont.)

NAME CONTACT ROLE

Proposal Co-ordinator for the Dept of
Infectious Disease

Cost Centres: WDAI, WDII, WDMM, WDPI,
WDSS, WDVC, WDVM

Ebrima Trawally e.trewally@imperial.ac.uk
Proposal Co-ordinator for the School of Public
Health

Cost Centres: WPAA, WPCA, WPEA, WPER,
WPGI, WPIA, WPPA

Proposal Officer for the Dept of Infectious
Disease

Cost Centres: WDAI, WDIl, WDMM, WDPI,
WDSS, WDVC, WDVM

Hasina Gibbs h.gibbs@imperial.ac.uk
Proposal Officer for the School of Public
Health

Cost Centres: WPAA, WPCA, WPEA, WPER,
WPGI, WPIA, WPPA

Proposal Co-ordinator for the School of Public
Health

Cost Centres: WPAA, WPCA, WPEA, WPER,
WPCI, WPIA, WPPA

Grace Roberson g.roberson@imperial.ac.uk
Proposal Co-ordinator for the Dept of
Metabolism, Digestion & Reproduction
Cost Centres: WRDH, WRDN, WRDP, WREC,
WREE, WREM, WRIB, WROC, WROG
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FACULTY OF MEDICINE (cont.)

NAME

CONTACT

ROLE

Farishta Yousuf

fyousuf@imperial.ac.uk

Proposal Officer for the School of Public
Health

Cost Centres: WPAA, WPCA, WPEA, WPER,
WPGI, WPIA, WPPA

Proposal Officer for the Dept of Metabolism,
Digestion & Reproduction

Cost Centres: WRDH, WRDN, WRDP, WREC,
WREE, WREM, WRIB, WROC, WROG

Dan Nicholls

dan.nicholls@imperial.ac.uk

JRO Technical Support Co-ordinator

Faisal Hussain

faisal.hussain4@imperial.ac.uk

Imperial College Healthcare NHS Trust
Research Costing Specialist

Luam Ethiopia

luam.ethiopia@nhs.net

Imperial College Healthcare NHS Trust
Research Costing Specialist

imperial.admin_trustresearchcontracts@nhs.net

General NHS Costing enquiries
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COSTING & FULL ECONOMIC COSTING

COSTING: KEY
CONTACTS

FACULTY OF NATURAL SCIENCES

NAME CONTACT ROLE

Brooke Alasya b.alasya@imperial.ac.uk Head of Research Operations

Research Grants Manager for Chemistry and

Lucy Salmon l.salmon®@imperial.ac.uk Life Sciences

Paul Stan tanger@imperial K Research Grants Manager for the Grantham
aul stanger p-stangeri@imperial.ac.u Institute, CEP, Mathematics, and Physics
David Law david.law@imperial.ac.uk Research Proposals Manager

THE BUSINESS SCHOOL
NAME CONTACT ROLE
David Law david.wilson@imperial.ac.uk Head of Research Support
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HOW TO WRITE A FUNDING PROPOSAL

This chapter lays out some of the main
items you should include in your
research proposals, and what to outline
within each section. Carefully check
the requirements for the specific
funder you are applying to, as the
information they require, and the format
it should be submitted in, will vary.

PLAIN ENGLISH

SUMMARY

A Plain English Summary (PES) is usually
the first section of a funding application,
and sometimes academic papers (though
it should be noted that a PES is not the
same as an abstract).

The purpose of a PES is to, in a short
format, communicate the nature and
purpose of a research project or study,
in plain language, devoid of jargon or
complex terms.

A good PES should accurately and
concisely describe the project, but should
be easily understood by any reader,
including a lay person. It should also be
able to stand alone and should be both
understandable and complete without
further information or reading.

THE VALUE OF PLAIN

ENGLISH SUMMARIES

When communicating information about
your project to potential participants,
you will usually be speaking with lay
persons, who don’t necessarily work in
science, medicine or research, but who
will still need to understand the project,
and what it involves, just as well as the
study team. A big part of this is that
prospective participants must fully
understand what their participation
will involve, what the risks are, and
what will happen to their data and any
donated tissues or samples.

You can write a PES to accompany your

Participant Information Sheets (PIS) and
for your Informed Consent Forms (ICF).

y

Summary

A short version of someth
the main points in a conc
recapitulation, or c_ompe|
sums up the meaning in
most significant details ¢

www.imperial.ac.uk/medtechone/ @
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HOW TO WRITE A FUNDING PROPOSAL

HOW TO STRUCTURE A PLAIN ENGLISH SUMMARY

Plan the structure
and content of
the summary
ahead of time.

Avoid overly specialist
language, including:

= Jargon

» Abbreviations, acronyms,
and initialisms

« Technical terms, or;

+ Medical/clinical terms
(without a simple
definition)

« Complicated language or
uncommon
words/phrases

Keep sentences
short.

Break up long
sections of text
using paragraph
breaks and use
bullet points or
numbering for
lists.

AGeE P

/7 |\

Consult people
who don’t work
on the project,
such as
colleagues or
PPIE groups, to
check the
summary makes
sense, reads well,
and hasn’t missed
anything.

Use online tools
to assess the
readability of the
summary.

Take breaks and
re-read
afterwards with
“fresh eyes”.

Use “active voice”
instead of the
“passive voice”

e.g. “we will hold
appointments at X", instead
of “appointments will usually
be held at X".

www.imperial.ac.uk/medtechone/ @
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HOW TO WRITE A FUNDING PROPOSAL

PLAIN ENGLISH « Community Outreach: |
o How has your project been

shaped and influenced by people
with lived experience from the

SUMMARY

WHAT TO INCLUDE IN A PLAIN community you plan to study?
ENGLISH SUMMARY o How will these groups continue
to influence and have input on
In your summary, consider including: the project?
- Background: - Dissemination:
o What question or problem o How, where, and when will the
does your project look at? work be published?

o What impact does this problem
have on people/patients and
services like the NHS?

« Aims:
o What question does your
project aim to answer?
o Specific objectives

« Research Plan:
o How do you plan to answer the
question?
o What methods will you be
using?
o What is the general structure
of the project?

www.imperial.ac.uk/medtechone/ @
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HOW TO WRITE A FUNDING PROPOSAL

FIRST STEPS

Many proposals will primarily be for
funding applications, so the first place
to look for information is the guidance
provided by the funding body or council
for applications. This guidance should
include what they expect to see, including
word count estimates, and information on
what a successful application looks like.
This may vary between organisations.

The other main purpose of research
proposals is for ethics submissions. If the
proposal is for an ethics submission,
you should refer to any guidance
provided by the REC, or within
submissions systems such as IRAS.

Be sure to refer to the guidance as some
bodies have very specific requirements
for submissions. One example of this is
the UKRI’s Je-S system, which specifies
font, point size, margin sizes, and table /
image requirements amongst other
items. Proposals that do not adhere to
any provided guidance will usually not be
considered.

INTRODUCTION &
BACKGROUND

The introduction or background
section of a proposal should include
the existing literature on the topic of
study being proposed, and the
scientific grounding for the proposal.

Where there is little existing literature,
for example for projects involving
novel technologies, you must be able
to demonstrate proof of concept, and
should ideally be able to demonstrate
where the novel technology or
intervention fits into the current
landscape i.e. what niche does this
innovation fulfil?

www.imperial.ac.uk/medtechone/ @
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HOW TO WRITE A FUNDING PROPOSAL

THE INTERVENTION

You should clearly describe the planned

intervention e.g. testing the use of a new - 5
medical device, and how you intend to

use the intervention within the study. -

OBJECTIVES /

RESEARCH QUESTIONS

You should clearly state the aims of the
project, and what research question the
project aims to answer. You will usually
format this as a bullet point list.

This may include a statement of what
knowledge gap this project aims to
address.

STUDY INFORMATION

This is where you should state the study
specific information such as:
« Study type
o Study duration
« Methodology type
o« Sample size, and any relevant
demographic information

www.imperial.ac.uk/medtechone/ @
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HOW TO WRITE A FUNDING PROPOSAL

STUDY TYPES

RANDOMISED Prospective studies that measure the effects of a new or
CONTROLLED TRIAL _ p L . .
(RCT) existing clinical intervention, usually against a control group.

A type of observational study, often assessing diseases or
factors in disease outcomes, that focuses on two groups -
the group with the disease / outcome, and a closely related
control group that does not have the disease / outcome.
“Closely related” usually refers to the demographic
composition of the groups.

CASE-CONTROL STUDY

This type of study seeks to draw inferences from a sample

OBSERVATIONAL . . . :
to a population based on observing a variable that is not
STUDY
under the control of the researcher.
A type of longitudinal study, cohort studies follow a group of
people with a common characteristic or condition to see
h h th t fint te.g.di
COHORT STUDY ow many reach the outcome of interest e.g. disease or

injury acquisition. Assessments or cross-sections of the
cohort will be conducted at regular intervals across the
study period.

A type of observational study that analyses data from a
population, or representative sample, at a specific point in
time. Also known as a transverse study or prevalence study.

CROSS-SECTIONAL
STUDY

www.imperial.ac.uk/medtechone/ @
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HOW TO WRITE A FUNDING PROPOSAL

STUDY TYPES

CLINICALTRIALOFAN

A study utilising human participants that aims to discover or
test the efficacy and safety of a medical intervention and/or

INVESTIGATIONAL discover any adverse reactions. Regulated by the UK
MEDICINAL PRODUCT overany 15 Teg ye
(CTIMP) Medicines for Human Use (Clinical Trials) Regulations

(2004).
ANIMAL RESEARCH Also know.n as in-vivo testing, animal studies use n.on-

human animals to assess and control the study variables,
STUDY . . . . :

including biological functions.

Primarily used for medical and anatomical training,

i i Iso hel i fdi

CADAVER RESEARCH cadefvgrlf; studies can also help un.derstandlng o .dlseases
STUDY and injuries, and can allow for testing of new medical

technologies where appropriate consent for study has been

provided.

A study based around observing individual’s lives and daily
ETHNOGRAPHIC STUDY practices within their normal environment e.g. observing

how individuals take their medicine when at home, to help
understand their experiences and perspectives.

QUANTITATIVE STUDY

A study that produces and analyses numerical data.

QUALITATIVE STUDY

A study that produces and analyses subjective data, usually
in the form of descriptive text and interview transcripts.

www.imperial.ac.uk/medtechone/ @
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HOW TO WRITE A FUNDING PROPOSAL

STUDY TYPES

An initial study, usually with a very small sample size, to test
PILOT STUDY the proof-of-concept for the intervention. Can also refer to
the first study testing any given intervention.

The application of research processes to assess the efficacy
and value of a given service or intervention. Often applied to
SERVICE EVALUATION the NHS. There are different types of evaluation that use
different types of data gathering and analysis, depending on
the overall aim of the project.

Studies or exercises conducted on synthetic tissue or
organs, non-living tissue or organs, or using chemicals
BENCH-TOP TESTING /pharmaceuticals only. Aims to test an intervention or theory
using non-living creatures and is usually the first point of
study to test a theory or to create data for proof of concept.

Modelling completed using computer software or
programming to test a theory, hypothesis, or intervention
without requiring living participants, organs or tissues.
Usually, one of the earliest stages of the research process
for new interventions. Referred to as “in silico”.

COMPUTATIONAL
MODELS

This is a non-exhaustive list of study types - Can you think of any others?

www.imperial.ac.uk/medtechone/ @
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PROPOSED

SAMPLE

The size of your sample will be
dictated by the power calculation
conducted by your study
statistician or data analyst. This
calculation will give you the minimum
number of participants required to
observe a significant correlation
between the variables. The term
“power” or  “statistical power”
specifically refers to the probability of
correctly rejecting the null hypothesis.

When deciding sample size, it is
important to consider how the
sample size may change across the
course of the trial. Participants may
drop out, or may be withdrawn for
other reasons, leading to a smaller
than planned sample size. To
circumvent this issue, it s
recommended define the endpoint of
recruitment i.e. when recruitment
closes, as the number of participants
who reach a specific point in the study.

For example, in a study of 100
participants recovering from kidney
transplants where each participant
attends five appointments, and the

primary hypothesis assesses
participant outcomes at visit three
(with a  secondary hypothesis

assessing outcomes at visit five),
instead of ending recruitment when
100 participants have been screened
for enrolment, it would be sensible to
end recruitment when 100 participants
have attended their third visit. This
ensures that the minimum sample size
for statistical power has been
achieved, and any  additional
participants over that number will only
strengthen the data set.

It should be noted that, this method

can _incur _ significant additional

financial burdens on your budget (as

you will be screening and enrolling a
higher number of participants).

www.imperial.ac.uk/medtechone/ @
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HOW TO WRITE A FUNDING PROPOSAL

PROPOSED

SAMPLE (cont.)

In terms of demographic distribution
of participants, you should ideally not
restrict the sample to certain
demographic factors, unless they
are relevant to the research
question.

For example, a study that aims to
assess maternity outcomes in ethnic
minority patients would be limited to
female participants overall and then
may be ethnically split into two groups:
one group of patients from ethnic
minority groups, and a control group of
patients from majority ethnicities.
However, if the study was assessing
how patients at high risk of strokes
respond to treatment using warfarin,
there would be no need to stratify the
groups by demographic factors as they
are not relevant to the hypotheses.

You may still observe some
demographic biases depending on
the field of study however.

For example, studies of type 2 diabetes
may naturally have a higher average
participant age (in years) due to the
national average age at which type 2
diabetes is diagnosed. When drafting
your proposal’s sample outline, it can be
useful to acknowledge any expected
biases.

When writing your proposal, you
should include a succinct statement
that describes your planned sample,
and contains the sample information
in as much detail as possible, for
example:

“This  study  will recruit (number)
participants. Group A will include (number)
participants with (characteristic), and Group
B will include (number) participants with no
history of (characteristic) as a control.”

OR

“This study will recruit (number) participants
from (demographic group / background).
Group A will include (number) participants
with (characteristic), and Group B will
include (number) participants with no
history of (characteristic) as a control.”

etc.

www.imperial.ac.uk/medtechone/ @
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HOW TO WRITE A FUNDING PROPOSAL

PROPOSED

SAMPLE (cont.)

It is also important to include some
information on how you plan to
allocate participants to groups,
specifically detailing_if there will be any
blinding, and any_randomisation of
participants to groups, how those
processes will be achieved, and how
researcher bias will be mitigated.

N.B. Your study documents,
specifically the Standard Operating
Procedures (SOP) / Manual of

Procedures (MOP), will include more
detailed information about inclusion
and exclusion criteria. Detailed criteria
are not usually required for proposals.

DATA COLLECTION &

METHODOLOGY

This section will vary depending on the
type of study or trial being conducted,
as the type of data and the methods of
collection will differ between studies.

Include details on how, from whom,
and in what format you intend to
collect your data. For example, a
physical examination may be conducted
by a qualified Nurse, who will record the
participant’s height, weight, blood
pressure, and demographic data in a
standardised case report form. The case
report form may be digitised by the
Nurse and validated by another member
of the project team. Tailor this section to
your specific project and provide
enough detail that readers can easily
understand your planned methodology.

You should also include some
information on how data will be
stored, and how it will be collated for
analysis, you should also provide some
information on how data will be
validated (i.e. confirmed to be accurate),
and any information on how data will be
securely transferred between parties
(e.g. from the site to your statistician
etc). This will demonstrate to anyone
reviewing your proposal that you
understand data protection and data
integrity, and that you understand both
why you need the data you are
collecting, how to utilise the data
properly in a research context.
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HOW TO WRITE A FUNDING PROPOSAL

SITE

INFORMATION

At the proposal stage of planning a
study / clinical trial, it is unlikely that
you will have officially secured the
research site, as this would likely be
dependent on funding. You can
indicate the proposed sites, but state
that these will be confirmed later in the
process.

You should, at this point, include a
small amount of information
regarding why you would choose
the proposed site e.g. the site is
geographically appropriate, perhaps
there is a specific clinic there that will
be part of the recruitment process,
maybe your team has an established
relationship with a clinic there, or
perhaps there are specific laboratories
there that will be needed for sample
processing etc.

Alternatively, you may be able omit this
section if you do not have a proposed
site = Check any funder specific
guidance that is available.

STUDY SPECIFIC
PROCEDURES

This section can include site specific
details where it is possible to do so, for
example, you could state that the site
has in-house secure data or sample
storage facilities that you would be
able to use as part of the study.

Where you do not yet have any site-
specific information, you should
include details of the proposed
plans for sample or data storage,
and demonstrate how you plan to
meet data protection, security, and
participant confidentiality
requirements.

Where you have study specific
procedures such as phlebotomy, or
any intervention specific procedures
(e.g. administration of an IMP) etc. you
should detail them here.
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HOW TO WRITE A FUNDING PROPOSAL

DATA ANALYSIS

PLAN

This will be drawn up in close
collaboration  with  your  study
statistician, or equivalent. This will lay
out the plan for how the data
generated by the study will be
analysed and may dictate how data will
be presented to answer the research
questions.

ETHICAL CONCERNS &

CONSIDERATIONS

If there are any ethical considerations
at all, including on the choice to use,
for example, human participants, you
should detail how the study is
ethically sound, and how any ethical
concerns will be managed or
mitigated in practice. Proposals that
raise significant ethical concerns,_or
where there is no clear plan to mitigate
ethical __concerns,___ will _not be
considered by funding_ bodies,_and
would not pass a research ethics
committee assessment.

(See the next page for a graphic on
possible ethical issues to consider -
This is a non-exhaustive list, tailor your
section on this topic to your project).

You should fully consider any ethical
issues that risk occurring as part of the
study, and should demonstrate your
understanding of these risks, and
most importantly how they will be
prevented or mitigated in practice.
It should be noted that some ethical
concerns are never acceptable and
cannot be sufficiently mitigated. The
main items that may reach this
threshold relate to participant safety
and the safety of any proposed
intervention, up to and including risk to
life. In these instances, the project
should go through other trial pathways
such as cadaveric studies or animal
studies before a proposing a clinical
trial involving human participants.
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POTENTIAL ETHICAL CONCERNS

The safety of the planned intervention or IMP

Any dangers or risks associated with
participation in the study

Any dangers or risks for staff executing the
study in practice

The qualifications and competence of the
proposed tiral team in executing the
intervention safely and effectively

oo The safety of the proposed Sites
Data protection, GDPR, and sample handling

The amount of information made available to
prospective participants before they enrol on
the study, particularly regarding any risks
involved.
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POTENTIAL ETHICAL CONCERNS

Payments being made to participants

N.B. It is generally considered unethical to offer monetary
compensation to research participants as this may encourage, or

g force, people to participate who would not otherwise have
participated. It is often considered acceptable, however, to offer to
cover items like travel expenses for journeys to and from study
appointments, as there should not be a cost associated with
participating_ which would bar some individuals from participating. The
only exceptions to this rule are studies that would cause participants
to suffer a loss of earnings due to their participation, for example,
disease studies where the participants must be hospitalised / closely
monitored for the duration of their participation, and where they will
not be able to attend their usual place of work. In these instances, you
may be able to justify monetary compensation for participants.

Use of deception

This is particularly relevant for studies utilising a placebo (please refer
to the Declaration of Helsinki for baseline rules about the use of
placebo).

Use of randomisation

It can be an ethically contentious issue, that some participants would
be randomised to a new, possibly highly beneficial, intervention, and
others would be randomised to a control (e.g. no intervention, or
existing standard intervention for the given condition). Where
possible, and where applicable, participants randomised to the control
group should be offered the opportunity to receive the alternative

the study has concluded. N.B. This will not always be possible, or
appropriate, but either way should be made clear in the information
provided to participants.
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BUDGET & COSTINGS

BREAKDOWN

When including information on a
proposed budget within a research or
funding proposal, you should first take
note of any provided guidance on
how to present this information and
what to include.

The budget items to include will
vary between funding bodies, as will
the items a funding body can / will
cover as part of an award. For
example, some funding bodies can
cover all costs associated with a trial,
whereas other funding bodies may
only cover study consumables and site
costs but not staffing costs. Another
useful item to note is the overall
award amount, and how many
projects the funding body intends
to fund out of that amount. If your
proposed budget exceeds the total
award amount or would account for a
large portion of an award designed to
fund multiple projects, you will be less
likely to be successful.

How to present the information will also
vary. Some funding bodies have pre-
set / predefined forms to complete,
whereas others prefer you submit a
budget sheet as an additional
document. Check the guidance for any
specifics about table formats, fonts, and
other presentation methods.

It is also recommended to calculate
“per participant / patient costs” and
“per appointment costs” as part of
your budget. This means calculating
how much it will cost to have each
participant move through the study e.g.
staff hours cost per participant,
consumables used, time spent at the
site (rent, staff costs etc.), and
calculating how much it will cost per
study appointment respectively. These
should be separate breakdowns and
should be separate from the overall
master budget calculations (though
should still be kept within the same
document). It is a good idea to keep a
Budget Master File that includes the full
prospective budget, and all breakdowns
and itemised lists. You can then easily
pull out and collate information relevant
to specific funding calls or submissions.
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IMPACT STATEMENT

This section should aim to answer the
guestion: “Who cares?”

This section will help the reviewers
understand the value of the proposed
project. This should include a

discussion on how answering the
research question will benefit the
wider human population or the field of
study and should demonstrate an
understanding of how to maximise the
impact of the project’s results.

Impact Statements
are your chance to
comment on why

your project is
Important.

REFERENCES

« Check the funder or ethics
guidelines and guidance for any
restrictions or requirements for how
references should be presented, for
example if you are expected to
reference in a particular style.

« On average, you should usually be
using one reference per 100
words, though this may vary
depending on the statement you are
making or the section you are
working in. Most of your references
will  be contained within the
introduction /  background /
literature section of your proposal,
but you may have some references
in sections dedicated to
methodology and statistical
analysis.
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- It is good practice to use
REFERENCES (cont.) superscript numbers in the text to
indicate a reference, and to make
sure that the number in the text (e.g.
“journal quote” ') corresponds to the
list number of that reference (so in
this example, the reference would
be number 1 in the references list).
Additionally, references should be
organised in the order they first
appear / are referenced in the text.

- References should primarily
come from academic journals and
peer reviewed literature.
Occasionally there may be necessity
to use other sources for reference
material, for example reference
books or tools (such as the British
National Formulary (BNF)), websites,
media outlets or specific media
reports, or legislation. When
referencing sources that are not
journals / articles, make sure you
follow any referencing style
guidance that may apply, for
example, if the proposal must use
APA referencing style, make sure all
of your sources are referenced in
this style.

N. B. Some funders / ethics guidelines
will require the reference to be named
within the text. In these cases, you
should use the “Name (Date)” format of
in-text referencing, and the references
list should be organised in the order
each reference first appears in the text.
Refer to any specific guidance provided,
as needed.
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GENERAL GUIDANCE

FOR PROPOSALS

« Study the proposed funding source. Thoroughly read, and follow, any
provided guidance or direction for the content and style of applications. If
in doubt, funding bodies do usually provide a point of contact for queries so
always ask if you are unsure of a process or the meaning of a guideline etc.

- Consider the appropriateness of the funding source before making an
application. For example, if the funder primarily accepts business-related
applications, and your project is focused on the efficacy of a new
pharmaceutical available on the NHS, it would be a good idea to reconsider your
application to that specific funding body.

« Carefully check guidance provided on what resources a funding body will
be able to cover. This will vary between funding bodies.

« Ensure you can demonstrate a good understanding of:

o The scientific background of the project, and the reasons for undertaking
the project.

o The regulatory requirements for the project, including an understanding of
ethics.

o The project specific processes and requirements.

o The planned methodology, including planned analyses.

o The proposed budget and reasons for the amounts requested for funding.
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HOW TO DRAFT A BUDGET

WHAT ITEMS TO

COVER?

FROM PEOPLE TO PLACES TO
CONSUMABLES.

The funding body you are applying to
will provide detailed information on what
they plan to cover as part of an award,
and any funding limits they intend to
impose. Funding limits can include
the full award total, how many
projects they intend to fund from that
amount, and the maximum award
amount per project.

The items that a funding body will cover
will vary between funders and between
awards, so you should check their
guidance and ensure you have a plan
on how to cover any items that the
funder will not pay for. This may mean
a second source of funding.

(See the next page for a non-exhaustive
list of items your funding award may be
able to cover).
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WHAT CAN FUNDING AWARDS COVER?

!‘ faﬂ' Staff / Trial team salary costs

i @5 Chief / Principal Investigator salary costs
O

I:IU

:E oo Site costs like rent or fees like service charges
oo IJI:I

Study consumables, including, but not limited to:

- Stationery

» Blood draw kits

« Clinical supplies like tape, cotton wool, blood tubes, lancets,
medication containers etc.

» Lab supplies like test tubes, petri dishes, pipettes, sample
storage boxes, dry ice for transports etc.

« Nitrile gloves

- Lever-arch files, plastic wallets and other filing supplies

« Printing supplies

Large study equipment like fridges and freezers for
sample storage, centrifuges, blood pressure monitors,
surgical equipment, or intervention-specific
equipment etc.
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WHAT CAN FUNDING AWARDS COVER?

Small study equipment such as electronics (laptops
for study use, hard drives for data storage, mobile
phones including minutes / data plans) etc.

Expenses costs e.g. participant travel reimbursement
schemes

External costs such as study monitoring, statistician
salary, rent costs for storage facilities etc.

Any costs associated with archiving / study close-out -

This can include specific filing supplies like file boxes
(N.B. Check with your specific Archive for any requirements they
have about boxes or materials used and what can be archived).

Insurance costs

(N.B. any clinical staff such as your Chief Investigator may have
insurance already, but you may require additional insurance to use
certain Sites, or to employ staff. Check your local guidance).

Staff travel costs e.g. between Sites
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FUNDING

LIMITATIONS

WHAT NOT TO INCLUDE

What is able to be covered as part of a
grant or funding award will differ
between funding bodies. As mentioned
above, you should check the information
provided by the funding body, and tailor
or reconsider your proposal
accordingly.

When proposing a budget, you must be
able to justify the cost of staff
salaries, study equipment and
consumables and demonstrate that
you have estimated reasonable price
points for items (particularly for
consumables and equipment). If you are
requesting a large amount of money, but
you cannot justify the costs you've
calculated, you will not be successful.
Some exceptions may be made for
costs relating_to unique equipment (e.g.
equipment required for the study that is

world), but you must be able to
demonstrate that this is the case.

It is also important to ensure your
proposed budget only includes items
the funder can / will fund. Not only does
this give the reviewers an idea of how
much your project will cost them
specifically, but it also demonstrates
that you have read and understood the
guidance provided. Where the funder
will not be able to cover all of your
project costs, you should have a
secondary funding plan to cover the
remaining items, and you should
detail this within your proposal. This
will  demonstrate that you have
thoroughly  thought through and
understood your funding pathways.
Some funders will allow an additional
breakdown of costs they won’t be
covering, _but that you will have covered
by_another source - check the specific
guidance for further information.

Where applicable, you should also
check your proposed budget against
the overall award plans. If the funder
intends to award a total of £1M split
between 10 projects, and your project is
proposed to cost £900K, it is highly
unlikely that you would be successful.
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The next few pages have some lists of
what can come under the different
consumable and equipment
classifications.

PRICING EQUIPMENT

& CONSUMABLES

It is a good idea to start by simply
drafting a list of everything you will
need to execute your project, from the
larger equipment and resources, all the
way down to each item needed for a
participant’s appointment.

Consumables refers to all items
necessary for the trial to function that
are single wuse, or are parts for
equipment that will need to be regularly
replaced.

Equipment refers to larger items and
technologies that you will need to
complete your project. These items will
be multi-use, and you will likely only
need to purchase one of each item for
the duration of the project.

There may also be non-material items
such as servers for email inboxes, or
virtual machines for data processing and
secure data sharing internationally, that
do not have a physical component but
will still have a financial cost associated
with them.
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STATIONERY

« Pens and pencils

« Paper (for printing)

« Ink cartidges / toner

« Files, folders, and plastic wallets
+ Staples

« Paperclips

+ Post-it notes

« Notebooks

« Labels

- Storage boxes / file boxes

« Packing tape, sellotape, or blue tac

CLINICAL CONSUMABLES

« Lancets, needles

« Swab kits / cotton swabs

+ Blood collection tubes / kits
« Buffer solutions

« Tourniquets

« Cotton wool

» Tape

« Nitrile gloves

« Sample collection and transport bags
« Sharps bins

« Waste disposal bags

LABORATORY CONSUMABLES

« Sample tubes

« Pipette tips

« Tube racks

» Sample storage boxes

« Filters e.g. extractor air filters

« Nitrile gloves

« Disposable tweezers / tongs

« Disinfectants and cleaning products

INTERVENTION OR STUDY SPECIFIC EQUIPMENT
CONSUMABLES

- Spare /[ replacement parts for novel technologies
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EQUIPMENT

ELECTRONICS

« Laptops / computers and peripherals
« Hard drives (for data storage)

« Mobile phones

« Printers

CLINICAL EQUIPMENT
« Surgical robotics
« Imaging devices
« Surgical tools (reusable items e.g. scalpels)

LAB EQUIPMENT
- Autoclaves
« Centrifuges
« Fume cupboards
« Pipettes
- Fridges and freezers
« Incubators

INTERVENTION SPECIFIC EQUIPMENT

« e.g. Novel technologies and devices

OTHER EQUIPMENT

« Lockable safes for the storage of electronics
« Lockable cabinets for the storage of participant data and study
documents
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OTHER

NON-MATERIAL ITEMS

- Server space for data storage or email inbox and web domain
hosting

« Email inboxes

« Web domains for study websites

« Virtual machines for data storage and secure transfers

« Internet provision where not already available

When creating your budget, it’s important to investigate what you will need to
purchase, and what will be available to you already. For example, if your primary site is
a major hospital, you may be able to use their blood testing service to have participant
bloods analysed, rather than purchasing all the necessary equipment and hiring a separate
lab space. If your project is being completed at a University or hospital, there are likely
printing services in place that you can use, so you might not need to purchase a printer and
lots of ink or paper. The first steps of a budget are to research your existing
resources, and resources that will become available when you hire your study sites.

The next step is to calculate estimates for the items you will need, including how
many of an item you will need across the duration of a study, and the average cost
peritem.

To calculate how many of an item you will need, you can base your estimates on how
many items each patient will use / cause to be used across the course of their
participation, and then multiply that by the planned sample size. For example, if each
participant has one blood vial drawn at each appointment, and they will have 5
appointments, that should be 5 vials per participant total. If you have a planned sample size
of 100 participants, you would need to plan for 500 vials. For many items that don’t
directly relate to participants, such as stationery items or items whose usage rate may
vary, like waste disposal bags, you should use your best judgement - Don’t forget you
must be able to justify the financial amount you are requesting, so don’t guess,
instead try to calculate reasonable estimates.
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PRICING EQUIPMENT &

CONSUMABLES (cont.)

HOW TO PRICE
PEOPLE & PLACES

When researching purchasing options to
find average prices, you should try to
look up the item or equipment from at
least three different companies /
suppliers. This won’t always be
possible, as some items may be
particularly_niche, or so specific that
only one company produces them - In
these instances you should clearly
indicate if that is the case.

For more common items, document the
three suppliers, cost per unit, number of
items per unit (or price per item where
applicable / available), the date that
information was found, and calculate the
average cost. You can keep this
information in a separate spreadsheet
and only include the average proposed
cost within the actual budget sheet, but
you should refer to this process in
your budget justification.

Staffing costs can be calculated
based either on existing staff
salaries, or the average job market
salary for the role you will be hiring
for, multiplied for the duration they will
be with the project. For example, if you
will have a nurse working full-time hours,
at £30k per year pre-tax, for the duration
of a two-year project, you would cost
this staff member at £60k total.

Some members of your team who will
not be full-time on the project, usually
people like the Chief Investigator, and
perhaps your statistician amongst
others, should have their salary
calculated as an hourly rate. This is
usually the amount per hour (GBP) for
their salary, multiplied by the number of
hours per week (often referred to as
%FTE) that they will be working on this
specific project, multiplied by the
number of weeks for the total duration
of the project.
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HOW TO PRICE PEOPLE

& PLACES (cont.)

Pricing places can be a little more
complex and will require more research.
Different facilities, laboratories, and
research spaces will charge different
rents and fees per project or per
financial year, so if they don’t have
transparent pricing information available
online, you should reach out to them for
a quote and to check the likelihood of
your project being_accepted into the
facility (if you have not already got the
site in place). There may also be
additional fees associated with using a
given space, such as a service charge
covering janitorial and maintenance
costs for the building, insurance fees,
and training fees (many facilities will
require staff working at that site to
undergo site specific training before
they can commence their project,
including site-specific Health & Safety
Training).

Staff and facilities costs are usually
the largest chunk of any proposed
budget for a research project.
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FURTHER READING & RESOURCES

IMPERIAL COSTING & PRICING OF EXTERNALLY FUNDED RESEARCH
POLICY
https://www.imperial.ac.uk/media-access/internal/?folder=research-and-
innovation/research-office/internal&filename=Version-12_Costing-and-Pricing-
Policy-(ROP-01)---Jan-2022.pdf

IMPERIAL: RESEARCH COSTING
https://www.imperial.ac.uk/research-and-innovation/research-office/preparing-
and-costing-a-proposal/costing-and-pricing/costing/

IMPERIAL FEC CHARGE OUT LIST
https://www.imperial.ac.uk/media-access/internal/?folder=research-and-
innovation/research-office/internal&filename=Charge-Out-List-Publication.pdf
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CONTACTS

https://www.imperial.ac.uk/
medtechone/

mti-info@imperial.ac.uk

LinkedIn@MedTechONE
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