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1.0 Introduction / Background 

The enrolment of a targeted number of participants is essential in conducting a successful 
clinical trial. Primarily because adequate enrolment provides a basis for proving, or 
disproving the study hypothesis. This Standard Operating Procedure (SOP) describes the 
procedures clinical trials team will use for recruiting eligible participants into a clinical trial 
while following protocol and fulfilling ethical responsibilities for protecting the rights, safety 
and welfare of participants in accordance with the NHMRC National Statement and 
International Council for Harmonisation (ICH) Good Clinical Practice (GCP) Guidance.  

 

2.0 Objective 

To describe the procedure for managing recruitment, enrolment and meeting target 
enrolment numbers as specified in the Clinical Trial Research Agreement (CTRA) or 
equivalent.  

To describe how to manage payments to a clinical trial participant. 

 

3.0 Scope 

This SOP applies to all staff involved in clinical trials at South Western Sydney Local Health 
District (SWSLHD) and the Ingham Institute. 

 

4.0 Ownership and Responsibility 

This SOP applies to all clinical trial team members and others who may be responsible for 
participant recruitment in the study including the Principal Investigator (PI), Clinical Trial 
Coordinator (CTC) and other delegated team members.   

The PI is responsible for ensuring that all participant facing materials have been approved by 
the Human Research Ethics Committee (HREC) and Research Governance Office (RGO) prior 
to commencing recruitment. 
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5.0 Associate Documents 

SOP_CTSU_02 Investigator Responsibilities  

SOP_CTSU_05 Budgets and Contracts 

SOP-CTSU_14 Informed Consent  

FM_040_Participant Screening Log  

FM_041_Particiapant Enrolment Log  

6.0 Procedure 

There are several steps involved in participant recruitment. These can be summarised into 
developing a recruitment plan or strategies that cover the entire recruitment period. This 
process includes pre-screening and screening the participant to ensure that they meet the 
inclusion and exclusion criteria mapped out in the approved clinical trial protocol. These 
records are referred to as a participant screening log and participant enrolment log 
respectively. ICH GCP requires these records are kept for every participant that undergoes 
pre-trial screening and enrolment. The associated forms FM_040_Participant Screening Log 
and FM_041_Participant Enrolment Log providing specific details of all participants screened 
and enrolled into a study. In all clinical trials these Logs provide identifiable and sensitive 
information about individual participants. Ensure that these Logs are filed securely in 
accordance with the NHMRC National Statement.  

6.1 Recruitment strategies 

Individual clinical trials represent a unique set of protocols, rationales for conducting the 
research and diverse stakeholders. There is no single solution to the complexity of clinical 
trial recruitment. Consider which fits best given your individual budget, staffing, and the 
needs of your trial. 

During the feasibility phase is the ideal opportunity to facilitate a recruitment strategy. This 
can be achieved through reviewing the protocol eligibility criteria and existing patient 
databases to review and document potential candidates. Once the clinical trial is activated 
this database can provide the site with potential participant to enrol into the study.  

The feasibility phase also provides sites with an opportunity to engage with external 
stakeholders such as satellite hospitals, General Practitioners (GP) and Specialists who can 
facilitate referrals and boost recruitment numbers.  

Consideration for advertising including social media and digital marketing can also enhance 
recruitment numbers. Advertise in places where the target population is most likely to see 
or hear it. Work collaboratively with the Sponsor to facilitate the onsite resources and 
ensure all regulatory approvals are in place prior to launch. 
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Engagement with local communities including those with cultural and linguistic diversity can 
provide another avenue of enhanced recruitment. Collaborate with key stakeholders within 
the health service to actively engage with the relevant community members.  

6.2 Management of participant recruitment  

Once the clinical trial site has been activated for recruitment, active screening for 
participants should commence.  Frequency of screening needs to be negotiated with the PI 
and the clinical trials team prior to site activation and relevant to the trial requirements.  

The PI or delegate should be notified of an eligible participant to complete inclusion and 
exclusion criteria review prior to any formal consent process. The consenting process for an 
eligible participant is documented in SOP_CTSU_14 Informed Consent.  

Any queries regarding participant eligibility must be referred to the PI and/or Sponsor. 

If a prospective participant found to be ineligible, inform the same to participant and 
document the reasons for screening failures in the screening and/or enrolment log. 
Documentation of ineligibility is required by the PI or delegate directly into the participant 
source notes.   

Screening and enrolment Logs are to be maintained by a delegated study team member and 
filed appropriately in the Investigator Site File (ISF) to facilitate streamlined monitoring 
processes.  

6.3 Management of randomisation/enrolment 

Eligible participants who complete the consenting process outlined in SOP_CTSU_14 
Informed Consent are enrolled into the study. During the consenting process participant will 
be instructed on the requirements of the study protocol including randomisation and 
adherence to scheduled visits as well as all other requirements set out within the protocol.   

If the clinical trial requires a specific randomisation procedure this will be formally 
documented in the approved protocol. This process is accompanied with access to an 
external randomisation service or database provided by the Sponsor/ CRO post regulatory 
approval, and prior to the Site Initiation Visit (SIV).  

The randomisation process provides the participant with a unique code and allocation to 
treatment arm. This allocation will generally be documented in the form of an email from 
the randomisation service, which is require to be filed in the participant file or ISF.  

Documentation in the source notes of participant randomisation is also a requirement. The 
following information is recommended; 

• Participant randomization number/enrolment number  

• Date of randomisation/enrolment 
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• Randomisation group/arm 

When a participant is enrolled in a clinical trial, the Electronic Medical Record (eMR) system 
or equivalent supports the use of an “alert” system. This alert provides the clinical trial staff 
with that ability to ensure all subsequent participant admissions to hospital can be managed 
rapidly and safely. The alert function allows CTC’s to providing contact information for the PI 
and or Delegate along with relevant clinical trial information into the eMR or equivalent. 
This process facilitates efficient management of safety as well as ensuring the participant is 
provided with appropriate medical care.  

Similarly, the use of a participant identification card can be used. The participant is 
instructed to keep the card with them in case they require hospitalisation or their GP 
requires further information about the clinical trial. The participant case will provide any 
healthcare worker with the clinical trial name and contact details for the Principal 
Investigator.  

In line with ICH GCP Guidelines there is a requirement that the participant GPs should also 
be notified of enrolment. This is generally documented in a formal letter which is either 
emailed or sent to the named GP on behalf of the site study team and Sponsor. The letter 
outlines the nature and purpose of the clinical trial, and provides the GP with the PI contact 
details for further clarification. A copy should be filed in the participants medical records.  

6.4 Management of participant payments 

Participant may be paid for the inconvenience and time present and may be reimbursed for 
expenses incurred in connection with their participation in a clinical trial. However, 
payments should not be so large or the medical services so extensive as to induce 
prospective subjects to consent to participate in a clinical trial against their better judgment 
(inducement). All payments and reimbursement to be provided to clinical trial participants 
must be approved by the HREC and RGO. The PI should consider the following for 
participant payments: 

• When a Guardian or Responsible Person is asked to give consent on behalf of an 
incompetent person, no remuneration should be offered except a refund of out of 
pocket expenses; 

• When a subject is withdrawn from the clinical trial what is the proportion of the 
clinical trial that will be reimbursed  

• Reimbursement must be given as agreed by the PI and Sponsor/ CRO in the CTRA 
and as defined in the Informed consent document.  

Participant reimbursement will occur as per the Financial Operations Manual. 
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7.0 References 

ICH GCP (E6 R2): Good Clinical Practice Guidelines - Annotated by TGA 

National Statement on Ethical Conduct in Human Research (2018) 

 Australian Code for the Responsible Conduct of Research (2018) 

 

8.0 Amendment History 

Version Date Amended by Details of Amendment 
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https://www.tga.gov.au/publication/note-guidance-good-clinical-practice
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018
https://www.nhmrc.gov.au/about-us/publications/australian-code-responsible-conduct-research-2018
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