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1. Introduction / Background 
 

All clinical studies conducted within SWSLHD must undergo a set process for study start-up, 
following Human Research Ethics Committee (HREC) and Governance approval, and before 
subject recruitment. 

The definition of the end of the study should be agreed before the study begins and should be 
clearly defined in the study protocol.   

The PI may delegate the performing of all study start up and closure activities to a member of 
the research team. This delegation of duties must be formally documented in the study 
delegation log 

2. Objective 

To describe the procedure for start-up and close out procedures for a clinical research study 
that is sponsored or hosted by SWSLHD. 

3. Scope 

This SOP applies to and Principal Investigators (PI) running a research study (both 
Investigational drug studies and non-drug studies, conducted in Australia).It applies to all 
members of staff who manage, coordinate or advise on clinical research at SWSLHD. 

4. Ownership and Responsibility  

The duty for setting up study and closing a study sites may be delegated to the PI by the 
sponsor. This delegation will be agreed before the study begins and will be documented in the 
sponsorship/site agreements. The PI may delegate the performing of study site set up 
activities to a member of a Clinical Research Organisation (CRO) or the research team. This 
delegation must be formally documented in the study delegation log. 

During close out procedures, the Principal Investigator in conjunction with the Sponsor are 
responsible for implementing close out activities which includes but not limited to reporting to the 
Ethics Committee and the Governance office.  

 

 5.Associated Documents 
  
 SOP 01 Documentation of site qualifications, resources and training records  
 SOP 02 Investigator Site File  

SOP 10 Investigator Responsibilities 
 
6. Procedure  
 
  6.1 Site initiation 

The procedure outlined below refers to a “sponsored” study. Where the investigational study 
is “investigator initiated” and the “sponsor” is the institution, the investigator should undertake 
both investigator and monitor roles unless an external monitor has been assigned by the 
institution. 

Prior to initiation the Principal Investigator is required to:   
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 Arrange with the monitor the scheduled date, time and location of the study initiation 
visit. 

 Review the Investigator’s Brochure and any up-to-date information on the investigational 
product. The Investigator(s) must be familiar with the product, including pre-clinical 
toxicology, pharmacology, pharmacokinetics and up-to-date clinical data if applicable. 

 Ensure that the procedures stated in the study protocol are applicable in their centre and 
fully understood. 

 Ensure that sub Investigator(s), pharmacist(s), research coordinators and any other 
relevant staff involved with the study have been advised of the meeting and are able to 
attend. 

       During the initiation the investigator(s) or delegate is required to:  

 Establish that the Investigator’s Site File which contains all the required regulatory 
documents. 

 Provide delegation log listing research staff and their responsibilities 

 Provide curricula vitae and current GCP Certificate of all staff listed on the Delegation 
Log  

 Ensure that the names and contact numbers of the relevant medical and study personnel 
of the sponsor are available and documented clearly. 

 Check that the procedures and plans for storage, dispensing and return of investigational 
product have been agreed and finalised with the Sponsor and Pharmacist (if applicable). 

 Check that related supplies are available, or are to be shipped to the study site at a later 
date, and that they are available in sufficient quantities.  

 Check that laboratory facilities and arrangements for the dispatch of samples to the 
laboratory are organised and that any specialised equipment that may be required will 
be available throughout the period of the trial, e.g. centrifuge freezer, etc. 

 Establish who will be responsible for CRF completion and clarify the procedure for 
entering data in the CRF, as well as making changes and corrections. 

 Ensure an understanding of the requirements that source documents will need to be 
available during monitoring visits to enable the monitor to perform source data 
verification at each monitoring visit. 

 Review the arrangements for organising and maintaining the Investigator Site File 

 Ascertain that the procedures relating to the archiving of study records at the end of the 
study is agreeable to the sponsor. 

Premature Termination or Suspension of a Trial 

If the trial is prematurely terminated or suspended for any reason, the 
investigator/institution should: 

 Promptly inform the trial subjects, should assure appropriate therapy and follow-up for 
the subjects, and, where required by the applicable regulatory requirement(s), should 
inform the regulatory authority(ies).  

In addition: 
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If the investigator terminates or suspends a trial without prior agreement of the 
sponsor, the investigator is required to: 

 Inform the institution where applicable, and the investigator/institution should promptly 
inform the Sponsor and the HREC. 

 Provide the Sponsor and the HREC with a detailed written explanation of the termination 
or suspension. 

If the sponsor terminates or suspends a trial, the investigator is required to: 

 Promptly inform the institution where applicable and the investigator/institution should 
promptly inform the HREC and provide the HREC a detailed written explanation of the 
termination or suspension. 

If the HREC terminates or suspends its approval/favourable opinion of a trial the 
investigator is required to: 

 Inform the institution where applicable and the investigator/ institution should promptly 
notify the sponsor and provide the sponsor with a detailed written explanation of the 
termination or suspension. 

Site close-out - The Principal Investigator is required to; 

 Provide a summary report of the trial’s outcome to the ethics committee and the 
regulatory authorities, if required. 

 Keep documentation and correspondence in the trial master file in accordance with  

 Inform the sponsor of the completion of the study. 

 Ensure arrangements for archiving of trial documents are clarified  

 Ensure appropriate final disposition of any investigational product. This may include 
return to the sponsor or destruction of remaining materials.  

7. Glossary 

 

Clinical Research Associate (CRA) 

A Clinical Research Associate also called a clinical monitor or trial monitor is a health-care 
professional who performs many activities related to medical research, particularly clinical trials. 
Clinical Research Associates work in various settings, such as pharmaceutical companies, 
medical research institutes and government agencies 

Case Report Form (CRF) 

A printed, optical, or electronic document designed to record all of the protocol required 
information to be reported to the sponsor on each trial subject. 

 Delegate 

A person delegated specific but appropriate tasks in relation to the conduct of a clinical trial. 

  

https://en.wikipedia.org/wiki/Profession
https://en.wikipedia.org/wiki/Medical_research
https://en.wikipedia.org/wiki/Clinical_trials
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Good Clinical Practice (GCP) 

A standard for the design, conduct, performance, monitoring, auditing, recording, analyses, and 
reporting of clinical trials that provides assurance that the data and reported results are credible 
and accurate, and that the rights, integrity, and confidentiality of trial subjects are protected.  

 Human Research Ethics Committee (HREC) 

A body which reviews research proposals involving human participants to ensure that they are 
ethically acceptable and in accordance with relevant standards and guidelines.  

The National Statement requires that all research proposals involving human participants be 
reviewed and approved by an HREC and sets out the requirements for the composition of an 
HREC.  

 Principal Investigator  

 An individual responsible for the conduct of a clinical trial at a trial site and ensures that it complies 
with GCP guidelines. If a trial is conducted by a team of individuals at a trial site, the investigator 
is the responsible leader of the team and may be called the Principal Investigator. In this instance 
they may delegate tasks to other team members. 

Investigator initiated trial 

A clinical trial that is undertaken by the investigator whereby the investigator and/or their 
institution takes on the role of the sponsor in addition to their role as investigator. 

Monitoring 

The act of overseeing the progress of a clinical trial and ensuring that it is conducted, recorded, 
and reported in accordance with the protocol, Standard Operating Procedures (SOPs), Good 
Clinical Practice (GCP), and the applicable regulatory requirement(s). 

Sponsor 

An individual, company, institution or organisation which takes responsibility for the initiation, 
management, and/or financing of a clinical trial. 

 

8. Dissemination and Implementation 

 

This SOP will be disseminated by the Clinical Trials Unit. Updates will be made available with 
details of planned dates of implementation. 

 

9. Monitoring Compliance and Effectiveness 

 

Compliance with this SOP will be monitored as part of the CTSU monitoring process. Any 
problems or potential problems concerning the effectiveness of this SOP may be identified during 
the CTSU monitoring process or through users informing CTSU. 
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 10. Review and Updating 
  

This SOP will be reviewed every two years, or whenever there are changes to legislation or 
working practices that impact upon the content of this document. This SOP may be merged 
with another SOP if appropriate or removed entirely if it becomes redundant. 

 

 11. References 
  

ICH Harmonised Guideline “Integrated Addendum to ICH E6 (R1): Guideline for Good Clinical 
Practice E6 (R2) dated 11 June 2015 

 

 9. Appendices 
 

Appendix 1:  Example Initiation check-list  

Appendix 2:  Example Close out check-list  
 

 

 

 

 10.Amendment history 

 

Version Date Amended by Details of amendment 

1.0  2nd May 2016   n/a – First issue  

2.0  26th Oct 2018 Kelsey Dobell-Brown  To ensure compliance with ICH-GCP and SWSLHD  
Policy  

 

DOCUMENT END 

 

 

Please be advised that all Standard Operating Procedures Approved with SWSLHD for clinical trials 

use are standardised to suit a wide variety of specialties. Please ensure your clinical trials site 

develops their own addendum to these standard guidelines to capture specific requirements. 
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APPENDIX 1: Example Site Initiation Check-list 

ACTIVITY COMPLETE 

Ensure the meeting is scheduled and all relevant staff are able to attend (Investigator, 
study coordinator, sponsor, pharmacist, other relevant people such as pathology 
staff).  

 

Sponsor/Clinical Research Associate (CRA) has reviewed the Investigational Product 
background.  

 

Sponsor/CRA to review with investigator and relevant staff their understanding of the 
protocol, study procedures, investigational product, randomization procedures, 
unblinding procedures and timelines. 

 

Sponsor/CRA to review that site resources are adequate to conduct the trial.  

Sponsor/CRA to review with investigator and relevant staff Safety Reporting 
procedures and principles of Good Clinical Practice (ICH-GCP), including informed 
consent procedures, investigator responsibilities, record keeping and ethics reporting. 

 

Sponsor/CRA and Site staff to review contents of Investigator Site File (ISF) to ensure 
that: 

 the current approved copy of the protocol, Informed consent form & 
Investigational Brochure are present and align with the ethics committee 
approval documentation 

 Ethics and Governance approval documentation has been obtained  

 a copy of the CTN/CTX Receipt has been provided 

 all necessary agreements are present and signed ( Clinical trial Agreement, 
Indemnities, insurance) 

 all site staff CVs are present and signed 

 Current GCP training are present 

 Laboratory normal ranges and relevant accreditation are present 

 

Complete staff delegations log.  

Complete staff training log 

 

 

Ensure Sponsor/CRA provides a site initiation report and any training material 
following the meeting  
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APPENDIX 2: Example CLOSE-OUT CHECK list 

ACTIVITY COMPLETE 

Ensure all protocol required data has been collected  

 

Finalise accountability of Investigational product (if applicable) 

 

 

Verify that the ISF is complete  

 

 

All final signatures and dates are obtained eg. Delegation Log 

 

 

Participant follow up and data queries are finalised and electronically signed if 
required 

 

 

Notify HREC of study Close Out and provide final report from the Sponsor.  

 

 

Receive notification from HREC acknowledging study closure 

 

 

Notify Local Governance of site closure and provide the final report and HREC 
acknowledgement  

 

 

Once acknowledgement has been received, study documents are archived in 
accordance with GCP    

 

 

Organise archiving/storage of original data and documents either offsite or within the 
facility. Document this process, including location of the documents and sponsor 
contact details in a departmental log for future reference.  

 

 

Dispose of, or return any remaining trial specific supplies. 

 

 

Sponsor organised Close Out meeting with trial staff if required 
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Other – Please specify  

 


