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STANDARD OPERATING 
PROCEDURE

 S32 – Screening Patients 

 
  

 
 

 

Controlled document 

This document has been created following the Royal Devon and Exeter NHS Foundation Trust Policy 
for the Development, Ratification & Management of Procedural Documents.  It should 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 
 
 

https://hub.exe.nhs.uk/a-z/policies-trust-wide/
https://hub.exe.nhs.uk/a-z/policies-trust-wide/
https://rderesearch.co.uk/about/standard-operating-procedures/
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1 INTRODUCTION 

 There are several steps involved in patient recruitment. These can be summarised 
as identifying a potentially suitable patient; screening the patient to ensure that they 
meet the inclusion and exclusion criteria; obtaining informed consent from the 
patient and enrolment in the study. 

 
Study protocols should identify exactly when a patient is considered as enrolled on 
the study. 

2. PURPOSE 

 To describe the procedure for approaching patients to take part a study and 
maintenance of a screening log. 

3. SCOPE 

 This SOP applies to any members of the Trials team who are involved in identifying 
potential participants for recruitment into a Trial.  

4. DEFINITIONS  

 
CI Chief Investigator 
CTIMP Clinical Trial of an Investigational Medicinal Product 
PI  Principal Investigator 
SOP Standard Operating Procedure 

 

5. DUTIES AND RESPONSIBILITIES OF STAFF 

 The Chief Investigator (CI), Principal Investigator (PI) or other specified member of 
the research team should ensure that a suitable method for documenting patient 
screening and recruitment is in place and that appropriate personnel are listed on 
the delegation log. 

The CI/PI will be responsible for maintaining the Screening Log (unless delegated 
to another member of the team) and ensuring that the sponsor is aware of progress 
with recruitment. 

All staff involved with the study should be fully familiar with screening and 
recruitment procedures, including associated paperwork. 

6. PROCEDURES 

 
Before the first patient is approached for possible participation in a study, a study- 
specific recruitment strategy should be identified. This should include the most 
appropriate forum for identifying and screening patients, as well as ensuring that 
the patients are identified as declared in the recruitment and consent section of the 
NHS Ethics Application/R&D Form and approached in a suitable environment. 

All patients admitted or attending clinic appointments at the Royal Devon and 
Exeter Hospital shall be pre-screened for eligibility to research studies by the 
Clinical Trials Team via a blanket referral from the PI, if the patient comes under the 
clinical care of the PI. If the patient comes under the care of another Consultant, 
permission should be sought prior to screening.   

Pre-screening involves reviewing a potential participant’s medical records and 
investigation results or databases in order to determine potential eligibility. Potential 
participants will be approached by delegated study personnel with study information 
if considered eligible. At this point, when information is given to the patient, it should 
be documented in their medical notes as per GCP and to act as evidence of having 
been given reasonable time to consider the study information, where applicable.  

Eligibility should be determined by an Investigator and clearly documented within 
the patient’s medical records. For non-CTIMP studies, it may be suitable for the 
Investigator to delegate eligibility determination to a non-medical member of the 
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research team. This should be considered on a study-by-study basis.  

Further screening to determine eligibility may be required following the participant 
providing informed consent, as no study-specific investigations shall take place 
prior to informed consent. If the patient goes on to not meet the criteria, they will be 
recorded as a screen failure. This usually comes with a payment, but does not 
result in an accrual.   

Depending on the study and specialty, clinical trials teams may record screening 
information on a study-specific screening log or a specialty-specific screening log. 
These logs will contain anonymised details only. Paper copies should be held in the 
Investigator Site File. Electronic copies should be referenced to in the Investigator 
Site File. Recruitment rates should be assessed regularly, and reasons for shortfall 
identified.  This should be sent to the specific trial on a regular basis to demonstrate 
activity.   

The EDGE patient management system can be used to electronically record 
anonymised pre-screening numbers. To prevent duplication, this should be done by 
attaching the screening log to the EDGE entry (Details\Files\Add File). Only once 
patients have been consented should their details be entered onto the system. 
EDGE should state the actual screening date of recruited participants. 

7. DISSEMINATION AND TRAINING 

7.1 This SOP and associated templates and forms will be uploaded to the Trust intranet 
and external website shortly after having been released. 

7.2 All staff whose activities are subject to this SOP should ensure that they take time 
to read and understand the content of this SOP. 

7.3 The training log within the Investigator Site File/ Trial Master File should be 
completed to document that members of staff have read and understood the 
contents of this SOP. 

8. MONITORING COMPLIANCE AND EFFECTIVESS OF THIS SOP 

8.1 This SOP will be audited in line withS04 Auditing Processes. 

8.2 Outcomes from audit will be presented to the R&D Quality Assurance Group which 
will monitor any resulting action plans until all issues have been addressed to 
satisfaction. 

8.3 Issues identified via the audit process which require escalation will be referred to 
the R&D Divisional Governance Group. 

9. ARCHIVING ARRANGEMENTS 

9.1 The 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 Trust Intranet. 

9.2 Archive copies must be maintained for any documents which have been 
superseded. Archive copies in electronic format should be retained indefinitely. 

10. REFERENCES 
 www.edge.nhs.uk 

 

 

https://rderesearch.co.uk/wp-content/uploads/2018/01/S04-Auditing-Processes.pdf
http://www.edge.nhs.uk/

