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1. Purpose 
The purpose of this SOP is to outline the procedures for identifying eligible research 
participants while following protocol and ethical responsibilities for protecting participant 
rights, safety, confidentiality and welfare. 
 
2. Scope and Applicability 
This SOP applies to all individuals undertaking functions outlined herein.  This includes all 
core Keele CTU staff and all other academic, research, management or admin staff, or 
students working on Keele University sponsored/ Keele CTU managed clinical research 
projects through site agreements, service or other contractual arrangements. 
 

This SOP must be followed in line with the NHS Research Governance Framework, and 
the University, Research Institute and CTU policies. 
 
Where applicable to Clinical Trials of Investigational Medicinal Products (CTIMPs) this 
SOP must be followed in line with the UK Medicines for Human Use (Clinical Trials) 
Regulations 2004 and subsequent amendments, and the EU Clinical Trials Directive. 
 
Where applicable to non-CTIMP studies this SOP must be followed in line with the 
appropriate Good Clinical Practice guidance. 
 
Where the Sponsor of a study is not Keele University, the responsibilities and processes 
for recruitment must be in accordance with the relevant Sponsor Delegation of Functions 
Agreement. 
 
3. Procedures 
The requirements for study recruitment must be agreed during the development of, and 
detailed in, the study protocol.  Requirements include describing the population to be 
researched (eligibility criteria), detailing the method(s) by which this population will be 
approached, setting recruitment target(s), outlining the recruitment period (realistic start 
and finish dates) and, where applicable, the randomisation method (e.g. individual or 
cluster level) as per SOP 32: Randomisation.  Where applicable, protocol development 
should be in accordance with the HRA Standard Protocol template (CTMIPs) or TEM74 
Keele CTU Non-CTIMP Protocol Template (Non-CTIMPS). 
 
Appropriate training for the identification of potential research participants must be 
provided and documented.  The responsibility of participant identification must be 
delegated to authorised individuals on the relevant delegation log by the local Principal 
Investigator (PI), TEM71 Delegation of Duties Log. 
 
Before entering a participant into a study, eligibility must be confirmed and documented 
and informed consent obtained in accordance with SOP 8b: Informed Consent.  For 
CTMIP studies, eligibility must be confirmed by an authorised medic. 
 

3.1 Methods of Identifying Research Participants 
Most studies involve recruitment of research participants through NHS partners in GP 
Practices, NHS Trusts or other Healthcare Providers.   
 
For studies run within the Institute of Primary Care and Health Sciences (IPCHS): the 
Health Informatics (HI) Team can help inform discussion around recruitment methods.   
 

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962
http://www.legislation.gov.uk/uksi/2004/1031/contents/made
http://www.legislation.gov.uk/uksi/2004/1031/contents/made
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:121:0034:0044:en:PDF
http://www.ich.org/products/guidelines/efficacy/efficacy-single/article/good-clinical-practice.html
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When deciding on recruitment methods particular consideration should be given to the 
scale and frequency of communication with potential research participants in order to 
achieve the recruitment target within the recruitment period.  For large scale mailings, the 
use of a third party organisation may be considered.  In such cases, careful thought should 
be given to the impact on CTU project administration.  Advice on this method can be 
sought from the CTU Data Systems Manager and CTU Projects Administration Officer. 
 
All recruitment procedures must adhere to the Data Protection Act 1998(to be superseded 
by the General Data Protection Regulation (GDPR) rules 2018), Common Law Duty of 
Confidentiality and POL02 Data Security Policy.  The study team must not have access 
to identifiable personal data prior to obtaining explicit and informed consent.  Please see 
the Information Commissioner’s Office definition of identifiable personal data.  Exception to 
this could be made if all other options for obtaining prior consent have been explored but 
are not practically possible.  In this instance, the study team must apply for Section 251 
approval from the HRA through the Confidentiality Advisory Group (CAG).  For guidance 
on whether this approval would be appropriate, refer to the HRA website. 
 
A record should be made of all potential research participants who are screened for a 
study.  This may be in the form of a health register search, an anonymous Subject 
Screening Log (TEM78 Subject Screening Log), or be collected on approved study 
documentation (e.g. a Case Report Form or Survey). 
 
Regulatory approvals must be in place for the study and at site(s) prior to the start of 
recruitment SOP 11: Regulatory Submission and SOP 5: Site Initiation. 
 
3.1.1 NIHR Clinical Research Network (CRN) Portfolio Studies 
For studies adopted onto the NIHR CRN Portfolio (see https://www.nihr.ac.uk/funding-and-
support/study-support-service/eligibility-for-nihr-support/)  when planning recruitment 
strategies, it is important that the study team engages with the relevant NIHR Clinical 
Research Network (CRN) at the earliest opportunity to ensure the appropriate study set-up 
procedures are put in place in a timely way (SOP 5: Site initiation). Where appropriate, a 
representative from the lead NIHR CRN will be identified as the NIHR CRN Lead for a 
study. 
 
Formal CRN engagement is initiated by the submission of a NIHR CRN Portfolio Adoption 
Form in accordance with SOP 11: Regulatory Submission.  Where a study is not 
adopted onto the NIHR portfolio, CRNs will not be formally involved in recruitment. 
 
3.1.2 Population Survey using Healthcare Registers 
For studies aiming to recruit members of the general public for a population survey, 
potential research participants can be identified through GP practice/Healthcare Provider 
registers.  In general, a study invitation letter and in some cases a patient information 
sheet (PIS) and survey questionnaire will be mailed to all individuals meeting the study 
eligibility criteria (e.g. age range) who are registered at the participating GP practice, NHS 
trust or Healthcare Provider. 
 
For studies run within IPCHS: for administrative procedures for mailing refer to SOP 13: 
The Set-Up of Data Management and Administrative Procedures. 
 
 

https://ico.org.uk/for-organisations/guide-to-data-protection/key-definitions/
http://www.hra.nhs.uk/about-the-hra/our-committees/section-251/
https://www.nihr.ac.uk/funding-and-support/study-support-service/eligibility-for-nihr-support/
https://www.nihr.ac.uk/funding-and-support/study-support-service/eligibility-for-nihr-support/
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For studies which require a mailing to be carried out pre-consent, a number of options are 
available to the study team, which are also summarised in the FLO04 Patient Invite Data 
Flow: 

 the GP Practice/Healthcare Provider (Data Controller) sends the initial invitation 
direct to the potential research participant (with support from the linked CRN if 
appropriate) 

 if the above is not practical (e.g. due to size of mailing), a third party organisation 
could carry out the mailing on behalf of the GP practice/Healthcare Provider.   

 if this is also not practical, Section 251 Approval should be applied for (see 3.1 
above) 

 
3.1.3 Consultation Survey 
For studies requiring the recruitment of patients consulting for a particular condition, 
without the direct involvement of the consulting clinician, potentially eligible participants 
can be identified through retrospective reviews of consultation records which search for 
particular groups of Read Codes or HES data. 
 
Searches to identify potentially eligible participants are carried out by the GP 
practice/Healthcare Provider (or the linked CRN) to an agreed timeframe.  Clinicians 
should be given the option to manually screen lists of potentially eligible patients prior to 
any mailing.  Once the sample of potentially eligible patients has been finalised, 
procedures for mailing a consultation survey are usually in line with that for a population 
survey (see Section 3.1.2 above). 
 
For studies run within IPCHS: if using GP record Read Codes, the HI Team has 
established a number of Read Code groups, e.g. low back pain, all musculoskeletal 
conditions, which should be used where possible to maintain consistency across studies.   
To request HI support, the CI (or designate) is to send brief details of the HI requirements 
e.g. inclusion and exclusion criteria, system function to be performed, number of GP 
practices/Healthcare Providers involved, anticipated timeframes, etc, to 
primarycare.healthinformatics@keele.ac.uk which will trigger a HI work request.  Not all 
GP practices have software that supports the installation of HI protocols or may already be 
involved in conflicting studies so it is important to discuss with the CRN which Healthcare 
Providers would be suitable for inclusion in the study. 
 
 
3.1.4 Survey of Consecutive Consulters 
For studies run within IPCHS: Where a study requires the recruitment of recent and 
consecutive consulters with the condition of interest, the HI Team can design and support 
the installation of a computerised protocol within GP clinical systems to support 
identification.  When a relevant Read Code is recorded during a consultation and the 
patient satisfies other inclusion criteria (e.g. is in the correct age range), a customised, 
automated pop-up appears on the clinician’s screen.  To request HI support please see 
guidance in Section 3.1.3. 
 
This methodology may require the clinician to actively talk to the potentially eligible patient 
about the study and could also include obtaining consent and collecting research data at 
the time of the consultation.  Consideration should therefore be given to the impact on time 
and study costs. 
 

mailto:primarycare.healthinformatics@keele.ac.uk
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3.1.5 Direct Referral to the Study by a Clinician 
Identification of potential research participants can be made as and when they consult with 
the condition of interest.  Where possible, procedures should fit with existing consultation 
processes at the Healthcare Provider (for studies run within IPCHS, see Section 3.1.3 
regarding HI support). 
 
The urgency of referral to the study, together with the acceptable burden on the patient 
and clinical team, will help inform which method is best to provide the potential research 
participant with study information and seek their consent to take part.  Study referral 
examples include: 

 active recruitment during a consultation (providing sufficient study information and 
obtaining full informed consent) – consider the reduction in time available for the 
consultation, the increased burden for staff and the possibility of creating a selective 
group of recruited participants. 

 referring to a clinic which is hosting the research study but which also provides a 
clinical service.  As this pathway is part of routine care, referral to this type of clinic 
can be made without the need to ask for the potential research participant’s 
permission to be contacted.  The study team can then organise appointments to the 
clinic as appropriate (for studies run within IPCHS: SOP 13: The Set-Up of Data 
Management and Administrative Procedures). 

 referring directly to the study team to carry out more detailed recruitment 
procedures.  In this instance, sufficient study information should be provided to the 
potential research participant in order to obtain consent to contact and their contact 
details.  The referral must then be passed on securely to the research team to 
continue the recruitment process. 
 

3.1.6 Screening of Routine Referrals 
Patients with a specific condition who have been referred on for further investigation or 
treatment (e.g. to physiotherapy) may be identified for a study.  A list of such referrals may 
be screened to identify potentially eligible research participants.  Commonly this screening 
would be carried out by clinicians within the service and invitations to take part in the study 
sent by the healthcare provider alongside the routine referral information. 
 
3.1.7 Screening Questionnaires 
In order to identify participants who meet the eligibility criteria for a study, it might be 
necessary to first screen against the study inclusion and/or exclusion criteria.  This screen 
could be facilitated by a postal survey in which the screening questionnaire, together with 
a PIS and covering letter are sent to all registered patients (see section 3.1.2 Population 
Survey) or to patients consulting with particular Read Codes (see section 3.1.3 
Consultation Survey). 
 
In addition to the screening questions, respondents will be asked for their consent to 
further contact and their contact details.  Those meeting the criteria, consenting to further 
contact and providing their contact details can be invited by the research team to take part 
in the study.  Consideration needs to be given to the most appropriate method(s) used to 
contact potential participants regarding the invitation to the study, e.g. by post or telephone 
contact and the method of data entry e.g. manual entry or using an electronic data capture 
system, such as TeleForm. 
 
3.1.8 Advertisements and Self-Referral 
The use of advertising may be an appropriate method for identifying potential research 
participants.  Examples include, when the prevalence of the condition of interest is quite 
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low or for populations where it is important not to restrict the sample only to those who 
consult with Healthcare Providers.  The advert may invite people to telephone Keele 
CTU/the research team to provide their details so further study information can be 
provided. 
 
Advertising could be via a range of channels such as posters or flyers in public areas, 
articles in the press, radio features or online methods such as websites or social media.  
All such patient-facing materials would be subject to regulatory approvals SOP 7: 
Document Design, Development, Quality Control and Sign Off.  When considering 
which advertising method to use, it should be considered whether any advertising could 
contaminate potential research participants, for example in cluster randomised trials.  
 
3.1.9 Re-contacting Participants from Previous Studies 
Participants of an existing study who have consented to future study contact may be re-
contacted for a new study (subject to all the necessary regulatory approvals).   
 
A sub-sample of existing participants may be required for the new study.  Potentially 
eligible participants are those that satisfy all of the following criteria: 

 consented to further contact 

 regulatory permission has been granted to re-approach responders 

 satisfies the eligibility criteria for the new study 
 
It is important that the CI (or designate) is fully aware of any issues or concerns that arose 
during the mailing of the original study which could result in excessive burden for 
participants in the sub-sample.  Further criteria may be applied for sub-sampling, e.g. 
exclusion of participants for whom there were issues during mailing, or inclusion of only 
participants who responded without being sent any reminders. 
 
If the data required to derive the sub-sample is in an established (cleaned) dataset, then 
the CI (or designate) should liaise with the Data Custodian for the original study to 
determine the appropriate sample.  If the required data is not in an established (cleaned) 
dataset, e.g. where the original study is in the data collection mode, a hand search of 
returned questionnaires to identify eligible participants may need to be undertaken by the 
new study CI (or designate). 
 
If the existing data used to determine the sub-sample of participants is needed as part of 
the analysis plan for the new study, and not just to determine who to contact, then a data 
request for that specific data must be completed SOP 48: Data Request. 
 
3.1.10 Health Care Practitioners (HCPs) as Participants 
HCPs themselves can be the research participant in some studies e.g. to explore HCP 
experiences of a particular topic.  The study team is responsible for collating a list of HCPs 
to be invited to take part in the study, in accordance with the study inclusion/exclusion 
criteria.  Consent to contact the HCPs in a service may have been gained through the Site 
Agreement in accordance with SOP 10: Study Contracts. 
 
In instances where the contact details of HCPs to be invited to take part in the study are 
already known, the recruitment method can follow those involving patients as participants.  
In the case where contact details are not known and local HCPs are required, the CI (or 
designate) can liaise appropriate NIHR CRN to make contact with suitable participants.  
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If the study needs to recruit from a wider source of HCPs e.g. for a national survey, this 
can be done either through the national professional body e.g. the Chartered Society of 
Physiotherapy or through publicly available databases e.g. NHS systems or the Binley’s 
database. 
 
3.1.11 Cluster Randomised Trials 
For a cluster randomised trial, where the site (GP Practice or Healthcare Provider) is the 
unit of randomisation, participating practices/services must be identified and agree to this 
form of randomisation. 
 
The identification of GP Practices will involve the NIHR CRN team.  The CI (or designate) 
must provide clear selection criteria for GP Practices or Healthcare Providers to take part 
in a cluster RCT, as well as a description of what will be required of the 
Practice/Healthcare Provider if they agree to take part.  These studies are often complex 
to set up within routine practice so the study team must take into account the time needed 
to liaise with relevant parties to recruit sites. 
 
 
3.1.12 Recruiting Vulnerable Groups as Participants 
When considering recruitment involving vulnerable groups, it is important to seek guidance 
from the Sponsor to ensure the study fits within their Sponsorship criteria.  Also to note 
that there are additional Legal Frameworks, ethical principles and requirements that need 
to be considered, for further information please see SOP 8b: Informed Consent and the 
HRA website. 
 
 
4. Key Personnel to whom this SOP Applies 
It is the responsibility of the Chief Investigator (CI) to ensure that recruitment procedures 
are followed in accordance with the study protocol and relevant regulatory approvals.  
Activities to monitor recruitment and associated processes may be delegated to 
appropriate members of their study team. 
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