Study Start-Up Checklist for Sponsored Clinical Trials
This checklist is designed to help you track the steps required to open a clinical trial if your Sponsor does not provide one.  Some tasks can be done in parallel. It may not cover all tasks for every study. The checklist can be customised to meet the specific requirements of each trial. 
Site Feasibility and Selection
☐ Suitability of investigator and site confirmed
☐ Communication plan developed and/or agreed
☐ Regulatory, Ethics, Governance, and Good Clinical Practice (GCP) requirements confirmed
Confidentiality Agreement (CDA)
☐ Received from sponsor and signed by organisation representative 
Essential Study Start-Up Documents (Provided by Sponsor)
☐ Current protocol and any prior Ethics approved versions (if applicable)
☐ Current Investigator’s brochure (IB) and any prior Ethics approved versions (if applicable)
☐ Master Patient Information Sheet(s) and Consent Form(s), and all other study documents for Ethics submission, or those that have been approved
☐ Ethics approval letter and any subsequent amendment approval letters (if applicable)
☐ Form of Indemnity – signed by Sponsor
☐ Form of Indemnity – Ethics review only (if applicable)
☐ Trial Registration Number - ANZCTR or ClinicalTrials.gov
☐ Certificate of Currency (CoC) of Insurance 
☐ Budget
☐ Clinical Trial Research Agreement (CTRA) template
☐ TGA CTN/CTA submission acknowledgment/approval (if required)
☐ Radiation Safety Report (if required)
Investigator Meeting (if scheduled) 
☐ Additional trial-specific training for Principal Investigator (PI) and key site staff, prior to Site Initiation Visit (SIV)
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Other manuals and forms to be provided by Sponsor
☐ Sample Case Report Forms (CRF) or access to electronic Case Report Forms (eCRF) or Electronic Data Capture (EDC) system
☐ Trial documentation logs (e.g. delegation, training, screening, enrolment, monitoring)
☐ Study co-ordinator/study operations manual 
☐ Laboratory manual (if applicable)
☐ Safety Monitoring Plan (if applicable and not detailed in protocol)
[bookmark: _Hlk183087791]☐ Pharmacy manual and associated documents (e.g. sample labels, Certificate(s) of Analysis, randomisation process)
☐ Imaging manual (if applicable)
☐ Financial Disclosure Form (FDF) for primary and sub-investigators 
Study Supplies Received
☐ Case report forms (if required) 
☐ Laboratory supplies/sample collection kits
☐ Sample shipment supplies (e.g. esky, boxes)
☐ Study-specific equipment (e.g. ECG machine)
Recruitment Strategies Communicated 
☐ Recruitment plan and resources received  
Study File Created
☐ Trial documentation is filed in the Investigator Site File (ISF) or electronic ISF (eISF)
Documents Required by Sponsor Prior to Site Initiation Visit 
☐ Ethics approval letter(s) and all approved documents (if this is a new submission)
☐ Ethics Committee Membership List or Compliance Statement (if applicable)
☐ Signed/dated protocol agreement page
☐ Research Governance Office (RGO) authorisation letter and approved site-specific documents (unless otherwise agreed with Sponsor)
☐ Fully executed CTRA (unless otherwise agreed with Sponsor)
☐ CTN/CTA submission acknowledgment/approval (if required) 
☐ Source Documentation Plan
☐ Signed and dated FDA 1572 form (if required)
☐ Completed FDF for primary and sub-investigators 
☐ CVs, GCP certificates and medical licenses of investigators and study staff
☐ Contact details of relevant medical and trial staff
☐ EDC Training Certificates and/or EDC access request forms for all site users
☐ Local laboratory reference ranges (if required)
☐ Local laboratory accreditation certificate (if required)
Investigational Product (IP) Shipment, Storage & Accountability (if applicable)
☐ Acknowledgment of receipt of IP
☐ Storage location and temperature monitoring logs
☐ Drug accountability log(s)
☐ Randomisation system access (if applicable)
☐ Unblinding procedure (if applicable)
Site Initiation Visit (SIV)
☐ Conducted at site or virtually, to educate the site staff on the study protocol and procedures. Normally occurs once the CTRA is executed, Governance approval is in place and IP and/or study supplies are on-site (unless otherwise negotiated with the Sponsor) 
☐ Sponsor CRA confirms attendance of minimum required staff (i.e. PI/CPI, sub-I, study coordinator, pharmacist, lab staff); reviews/collects essential documents in ISF; reviews site contacts list; department SOPs (e.g. archiving, monitoring, etc); checks study supplies and IP (if required); attends hospital facilities tour (if required)
Documents Required by Sponsor prior to Site Activation
☐ Site staff training logs - signed and dated by PI 
☐ Delegation of Responsibilities (DoR) log - signed and dated by PI
☐ SIV attendance log - signed and dated by PI 
Site Activation
☐ Activation letter received from Sponsor - screening and recruitment can begin


References:
National Standard Operating Procedures for Clinical Trials, including  Teletrials, in Australia https://www.health.gov.au/sites/default/files/2023-07/national-standard-operating-procedures-for-clinical-trials_0.pdf 
The Study Site Master File and Essential Documents (Austin Health) https://www.austin.org.au/Assets/Files/ePPIC_GCP%20SOP_02_SiteMasterFile%20&%20EssentialDocs.pdf 
Checklist for Trial Development and Start-Up (MCTC)  https://metis.melbournechildrens.com/media/jwelfxvx/mctc056_form_checklist-study-start-up.doc 
Standard Operating Procedure: Study Start Up for MCRI-Sponsored Clinical Trials https://metis.melbournechildrens.com/media/r1smwwzf/mctc065_sop_start-up-clinical-trials.pdf 
Standard Operating Procedures and Clinical Trial Forms – SWSLHD CTSU
https://www.swslhd.health.nsw.gov.au/ethics/CT.html#Trial 
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