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Purpose and Scope

This Standard Operating Procedure (SOP) describes the procedures to help a research
team evaluate a study protocol developed by a Sponsor or an Investigator regarding the
feasibility of the study, i.e. to decide whether or not to participate.
There are no specific directives/guidelines concerning the feasibility assessment of a
clinical study. However, an Investigator should recognize that each study protocol is
different from other protocols within a certain therapeutic area; inclusion/exclusion criteria
affect the recruitment rate, treatment comparisons may not be suitable, local ethical
concerns may be critical and it might not be possible to offer certain clinical
investigations.
A proper study feasibility assessment is crucial to avoid involvement in studies that are
difficult, may consume time, effort and resources without a reasonable return of
investment (ROI). On average, three out of ten study sites involved in industrysponsored trials do not contribute a single participant, which can cause much frustration
for all parties. Therefore, the following five essential study feasibility questions should be
asked when evaluating a study:
1. Is the protocol sound?
2. Do we have enough potential participants/subjects?
3. Do we have time?
4. Do we have enough resources?
5. Do we have the necessary facilities and equipment?
In scope: this SOP is designed to help the research team evaluate a protocol prepared by
a sponsor / Investigator to allow them to make a decision regarding the feasibility of the
study and whether or not to participate.
It is the responsibility of the Study Sponsor, the Chief Investigator and the Principal
Investigator to ensure a robust feasibility is carried out.
Definitions
CI

Chief Investigator

CTIMP

Clinical Trial of an Investigational Medicinal Product

GCP

Good Clinical Practice

HCA

Health Care Assistant

HRA

Health Research Authority

MHRA

Medicines and Healthcare products Regulatory Agency

UHPNT

University Hospitals Plymouth NHS Trust
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PI

Principal Investigators

RD&I

Research, Development and Innovation

REC

Research Ethics Committee

RO

Research Office

ROI

Return Of Investment ()

SOP

Standard Operating Procedure
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Who should read this document?

All staff involved in the planning of research e.g. Chief Investigators (CI), Principal
Investigators (PI), Research Nurses & Midwives, Health Care Assistants (HCA), RD&I
Managers and Clinical Trial Administrative staff
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Procedure to Follow

3.1. Clinical Study Assessment
Assessment of study feasibility can be based on a list of questions (Appendix 1), the
answers to which will allow the potential investigator to make an informed decision
regarding the feasibility of the study at their site.
3.1.1. Is this protocol scientifically, technically and ethically feasible?
o
Is the protocol (or synopsis, if protocol is not available yet) scientifically sound? Has
it been approved by a third party? Has the protocol been approved by a Research
Ethics Committees (RECs)?
o
Can the protocol be conducted in compliance with the local authorities and
requirements?
o
Is the protocol consistent with local/international ethical practices, e.g. placebo
control group?
o
Is the comparative investigational product / treatment available and used in
standard practice?
o
Has the study been evaluated in relation to the number of site visits, number of
hours per visit, additional clinical investigations, etc.?
o
What is the influence on upcoming holiday periods on the participant site visits?
o
Has the study budget been assessed, regarded as reasonable and acceptable?
3.1.2. Do we have the population targeted by this protocol?
o
Are the subject eligibility criteria realistic and well defined?
o
Do we have competing clinical studies?
o
Have we checked the potential participants‟ medical files to confirm that there are
enough subjects?
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o

Can we seek participants outside our study site? If so, how?

3.1.3. Does the Investigator have sufficient time to:
o
Meet the participants?
o
Supervise the research team?
o
Ensure accurate completion of CRFs?
o
Interact with the Sponsor/Monitor?
o
Review and sign safety reports (can be very time consuming for some studies).
3.1.4. Are there sufficient human resources within the research team?
o
Can the Investigator delegate some of the medical aspects to sub-Investigators?
o
Can the Investigator delegate significant aspects of the study to the study
coordinator(s)?
o
Will the Investigator be able to rely on a sufficient number of qualified employees for
the anticipated duration of the study? Has a list been established naming the
technical and professional personnel required for the study?
3.1.5. Do we have access to the necessary facilities and equipment, or do we need
specific equipment?
o
Is there adequate working space for study personnel?
o
Is there adequate space for subject recruitment and follow-up?
o
Is there adequate space to securely store study records and clinical study material?
o
Are the materials/equipment necessary to the study available on site?
o
Is there adequate space for storage of the investigational product?
o
Have the local laboratory facilities and other clinical services been verified?
o
Have communications and/or written agreements with other service providers been
verified?
o
Has the space required for monitoring and auditing been evaluated?
4

Document Ratification Process

The review period for this document is set as default of three years from the date it was
last ratified, or earlier if developments within or external to the Trust indicate the need for
a significant revision to the procedures described.
This document will be approved by the RD&I Manager or their Deputy.
Non-significant amendments to this document may be made, under delegated authority
from a Senior RD&I manager, by the nominated author. These must be ratified by a
Senior RD&I manager.
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Significant reviews and revisions to this document will include a consultation with
appropriately knowledgeable staff.
For non-significant amendments, informal
consultation will be restricted to staff who are directly affected by the proposed changes.
Dissemination and implementation
4.1. Dissemination of this SOP
4.1.1. New SOPs and new versions of existing SOPs: The Research Governance
Manager will be responsible for ensuring authorised SOPs are uploaded on the RD&I
internet site. Internal Trust Staff are expected to use the RD&I internet site to access
latest versions of SOPs and to check the website regularly for updates.
Notice of new or amended procedural documents that have undergone a major
amendment will be given via the following routes:
• Inclusion in the Trust weekly e-bulletin Vital Signs
• Direct email to Trust Researchers and or teams
4.2. Training in this SOP
4.2.1. All staff whose activities are subject to this SOP should ensure that they read and
understand the content of the SOP.
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Reference material

Further reading on operational risk of conducting a trial and including information on
feasibility:
I.
Annex4-P02-Planning Toolkit for PARTICIPATING Organisation (May 2011)
http://www.nihr.ac.uk/02-documents/policy-and-standards/Faster-easier-clinicalresearch/Research-SupportService/RSS%20framework%20docs/Annex%204%20RSS%20NIHR%20Framework%2
0P02%20Planning%20Toolkit%20for%20PARTICIPATING%20Org.pdf
II. Annex4-P06-Setup and control study processes (May 2011)
http://www.nihr.ac.uk/02-documents/policy-and-standards/Faster-easier-clinicalresearch/Research-SupportService/RSS%20framework%20docs/Annex%204%20RSS%20NIHR%20Framework%2
0P06%20Setup%20and%20control%20study%20processes.pdf
III. Annex5-S05-Planning Toolkit for SPONSORING Organisation (May 2011)
http://www.nihr.ac.uk/02-documents/policy-and-standards/Faster-easier-clinicalresearch/Research-SupportService/RSS%20framework%20docs/Annex%205%20RSS%20NIHR%20Framework%2
0S05%20Planning%20Toolkit%20for%20SPONSORING%20Org.pdf
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Appendix: Feasibility checklist

Appendix 1
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Amendment History

Version Number:
1.1
Date Of Amendment:
21st Jan 2019
Details Of Amendment: Update Trust logo and name, checked SOP links.

