Checklist for TRIAL DEVELOPMENT AND START-UP
	Protocol #:
	

	Protocol Title:
	

	Sponsor-Investigator/CPI:
	

	Trial Coordinator:
	

	Sponsor:
	


The below checklist is not intended to include all trial development and start-up tasks for all studies and should be adapted as necessary to suit trial-specific requirements. 
Additionally, many of the items within this checklist can be completed concurrently and not necessarily in the order listed.
Use this checklist in parallel with the many clinical research SOPs and Guidelines available on the CRDO Launching Pad.
	No
	Task Description
	YES or NA

	1.0 Trial Pre-Planning

	1.1
	Determine outsourcing strategy and select vendors

Options may include performing the work in-house, fully outsourced to a Clinical

Research Organisation (CRO) or a hybrid model that includes in-house and outsourced

work.
	☐ Yes   ☐  NA

	1.2 
	If applicable, ensure that all activities delegated to a CRO are documented in a “Division of Responsibilities” document
	☐ Yes   ☐  NA

	1.3
	Hold a kick-off meeting with any internal groups, CRO’s or other vendors to discuss who is responsible for what and any delegations that need to occur. 

For example, biostatistics (i.e. CEBU) may need to provide a randomisation list to the Interactive Response Technology (IRT) vendor.
	☐ Yes   ☐  NA

	2.0 Trial Protocol

	2.0
	Identify and engage a key opinion leader (KOL) or panel of key opinion leaders in the development of the protocol

When required, KOL input should be incorporated as part of protocol input/finalisation. Additionally, a lead investigator may be required in some countries for regulatory submissions.
	☐ Yes   ☐  NA

	2.1
	Protocol Development and Finalisation

If possible, the protocol should not be finalised without input from sites AND the trial statistician. Best practice is to vet the protocol with stakeholders [including Principal Investigators (PIs), trial statistician and study coordinators] before finalising to avoid unnecessary protocol amendments, although country-specific amendments may be unavoidable.
	☐ Yes   ☐  NA

	2.2
	Obtain Peer Review of the Protocol                                                                                              
	☐ Yes   ☐  NA

	2.3
	Completion of Protocol Review Checklist by:

· Trial Coordinator

· Biostatistician
	☐ Yes   ☐  NA

	
	
	☐ Yes   ☐  NA

	2.4
	Obtain Protocol Approval & Sign-Off
	☐ Yes   ☐  NA

	2.5
	Prepare Protocol Region-Specific Appendices (RSAs), as required
	☐ Yes   ☐  NA

☐  Ongoing – Country Specific

	3.0 Country and/or Site Identification and Selection

	3.1
	Determine/shortlist which countries will participate in the study so that a regulatory strategy and timeline can be established

Each country has their own procedures, timelines and regulatory submission requirements with interdependencies on other start-up tasks. Preparing a timeline for each country with the detailed steps including time for translation is extremely helpful.
	☐ Yes   ☐  NA

	3.2
	Prepare Site Feasibility Questionnaire

Ensure that regulatory considerations are included (for example central EC/IRB, local EC/IRB, local Sponsor requirements etc.)
	☐ Yes   ☐  NA

☐  Ongoing

	3.3
	Disseminate Site Feasibility Questionnaires to potential sites
	☐ Yes   ☐  NA

☐  Ongoing

	3.4
	Perform feasibility assessment and determine which countries/sites will be selected to participate
	☐ Yes   ☐  NA

☐  Ongoing

	3.5
	Prepare and maintain Site Feasibility Tracker
	☐ Yes   ☐  NA

	3.6
	Select Sites and forward Official Invitation to Participate letter
	☐ Yes   ☐  NA

	4.0 Project Management

	4.1
	Establish Regular Team Meetings with Agenda and Meeting Minutes
	☐ Yes   ☐  NA

	4.2
	Prepare Central Trial Coordinating Team Contact List
	☐ Yes   ☐  NA

	4.3
	Collect CVs and GCP Certificates from Central Trial Coordinating Team
	☐ Yes   ☐  NA

	4.4
	Prepare Central Trial Coordinating Team Roles and Responsibilities Matrix
	☐ Yes   ☐  NA

	4.5
	Prepare and execute Central Team Signature & Delegation Log
	☐ Yes   ☐  NA

	4.6
	Prepare and execute Central Team Training Log
	☐ Yes   ☐  NA

	4.7
	Determine Trial Master File (TMF)/Site Information File (SIF) filing system 

i.e. Florence eBinders, paper binders, other
	☐ Yes   ☐  NA

	4.8
	Determine Investigator Site File (ISF) filing system

i.e. Florence eBinders, paper binders, other
	☐ Yes   ☐  NA

	4.9
	Request Trial set-up in Florence eBinders via Florence@mcri.edu.au, or request TMF/SIF Table of Contents structure via MCTC@mcri.edu.au 
	☐ Yes   ☐  NA

	4.10
	Generate required ‘Version Tracker’ Documents or Florence eLogs:
	· Master Protocol Version Tracker (TMF):

consider country-specific versions
	☐ Yes   ☐  NA

	
	
	· Site Protocol Version Tracker (SIF):

· consider country-specific versions
	☐ Yes   ☐  NA

	
	
	· Master PICF / PGICF Version Tracker (TMF):

· consider country-specific versions
	☐ Yes   ☐  NA

	
	
	· Site PICF / PGICF Version Tracker (SIF):

· consider country-specific versions
	☐ Yes   ☐  NA

	
	
	· IB Version Tracker
	☐ Yes   ☐  NA

	
	
	· Database Version Tracker
	☐ Yes   ☐  NA

	
	
	· Other Trackers as applicable
	☐ Yes   ☐  NA

	4.11
	Establish process(es) for communication with sites during trial conduct 
	☐ Yes   ☐  NA

	4.12
	Prepare and maintain communication distribution list
	☐ Yes   ☐  NA

	4.13
	Develop Trial Website; if applicable
	☐ Yes   ☐  NA

	5.0 Patient Information and Consent Forms (PICFs)

	5.1
	Prepare a master Patient Information and Consent form (PICF) / Parent/Guardian Information and Consent form (PGICF) template
	☐ Yes   ☐  NA

	5.2
	Prepare a country-specific master PICF and/or PGICF template modified to include required and customary language for each country
	☐ Yes   ☐  NA

	5.3
	Completion of PICF Review Checklist by Trial Coordinator
	☐ Yes   ☐  NA

	5.4
	Master PICF Approval and Sign-Off
	☐ Yes   ☐  NA

	5.5
	Obtain certified back-translation of any country-specific PICFs translated into local languages
	☐ Yes   ☐  NA

	6.0 Statistics

	6.1
	Engage a Statistician as part of the Central Trial Coordinating Team
	☐ Yes   ☐  NA

	6.2
	Identify and engage an independent Statistician to prepare DSMB reports (if required)
	☐ Yes   ☐  NA

	6.3
	Coordinate the generation of the Randomisation Schedule by independent Statistician
	☐ Yes   ☐  NA

	6.4
	Prepare Randomisation Plan
	☐ Yes   ☐  NA

	6.5
	Prepare Statistical Analysis Plan (SAP)
	☐ Yes   ☐  NA

	7.0 Regulatory (per Country)

	7.1
	Establish the regulatory requirements, documents required and timelines for International Participating Sites

Most countries required signed Clinical Trial Agreement (CTA)/budget and

insurance before issuing ethical approval which may create a prolonged sequential

process if not carefully managed.
	☐ Yes   ☐  NA

	7.2
	Plan for the start-up cycle times for each country; Plan for a range of different start-up timelines depending on the jurisdiction

Note: If your timeline allows, consider opening the study in one country or at

select sites to work out the kinks before initiating all sites.
	☐ Yes   ☐  NA

	7.3
	Facilitate International Regulatory Submissions as per local jurisdiction 

Including any submissions to the corresponding Competent Authority and/or Data Protection Authority.
	☐ Yes   ☐  NA

	7.4
	Prepare and submit a Clinical Trial Notification (CTN) to the TGA; IP/ID trials only
	☐ Yes   ☐  NA

	7.5
	Clinical Trial Registration, i.e. clinicaltrials.gov, ANZCTR
	Submitted, pending approval        ☐  Yes   
	☐ Yes   ☐  NA

	8.0 MCRI Sponsorship Committee Approval and Other Approvals

	8.1 
	Submit Protocol to MCRI Sponsorship Committee including Risk Management Table
	☐ Yes   ☐  NA

	8.2
	Obtain MCRI Sponsorship Committee Approval
	☐ Yes   ☐  NA

	8.3
	Obtain Biosafety Committee Approval
	☐ Yes   ☐  NA

	9.0 Trial Budget and Site Agreements 

	9.1
	Familiarise yourself with the overall Trial Budget
	☐ Yes   ☐  NA

	9.2
	Establish Site Payments/Per Patient Payments

If applicable, draft site-specific budget templates modified for the site and type of institution as appropriate
	☐ Yes   ☐  NA

	9.3
	Establish a process for Budget Tracking & Site Payments
	☐ Yes   ☐  NA

	9.4
	Draft Master CTRA for Australian sites based on the Medicines Australia template; obtain review by MCRI Legal Team

For repeat sites, incorporate previously agreed upon language to avoid multiple rounds of review.
	☐ Yes   ☐  NA

	9.5
	Draft a country-specific CTRA template for the trial modified to include required regulatory and customary language for each country. 


In some countries multiple templates will be needed (investigator, institution, etc.). Speak to legal@mcri.edu.au to obtain existing templates for various jurisdictions which already contain the mandatory regulatory and data protection clauses.
	☐ Yes   ☐  NA

	9.6
	Establish requirement/need for other Site Agreements, i.e. Data Sharing Agreement, CDA etc
	☐ Yes   ☐  NA

	10.0 Ethics / Research Governance Office (RGO) - per site/per country

	10.1
	Establish Ethics Requirements & Timelines for Submission; National Sites
	☐ Yes   ☐  NA

	10.2
	Establish Ethics Requirements & Timelines for Submission; International Sites
	☐ Yes   ☐  NA

☐  Ongoing – Country Specific

	10.3
	Complete initial Ethics Submission; National sites
	☐ Yes   ☐  NA

	10.4
	Facilitate initial EC/IRB/REB Submission; International sites


	☐ Yes   ☐  NA

☐  Ongoing – Country Specific

	10.5
	Facilitate Research Governance Office (RGO) Submission; National sites
	☐ Yes   ☐  NA

	10.6
	Obtain EC/IRB/REB approvals from all sites
	☐ Yes   ☐  NA

	10.7
	Obtain RGO approvals from all national sites
	☐ Yes   ☐  NA

	11.0 Insurance

	11.1
	Determine the insurance requirements for each country participating in the 

Trial

Create an insurance worksheet that details the start date/end date of the Insurance coverage required, planned number of randomised participants and 

any other details required for each country. This will be a helpful reference, especially if changes need to be made during the study. Some countries cannot exceed the # of participants randomized on the policy without an amendment and regulatory approval, so it is best to overestimate.
	☐ Yes   ☐  NA

	11.2
	Initiate the request for insurance via MCRI Insurance Broker

Work closely with insurance broker to minimise any delays and expedite turn-around of policies.
	☐ Yes   ☐  NA

☐  Ongoing – Country Specific

	11.3
	Disseminate Insurance Policy details to participating sites for inclusion in any local ethics (HREC/IEC/IRB) and Regulatory submissions
	☐ Yes   ☐  NA

☐  Ongoing – Country Specific

	12.0 Pharmacovigilance / Safety Requirements

	12.1
	Establish Safety Reporting Requirements for the Trial

Ensure these are made clear and align with the protocol.
	☐ Yes   ☐  NA

	12.2
	Prepare Master Expedited Safety Reporting Form i.e. SAE Form
	☐ Yes   ☐  NA

	12.3
	Prepare Clinical Review of Expedited Safety Report/SAE and Instructions for Medical Monitors and back-up Monitors 

Refer to MCTC Templates.
	☐ Yes   ☐  NA

	12.4
	Prepare SAE Handling Procedure for Central Trial Coordinator
	☐ Yes   ☐  NA

	12.5
	Develop and test Safety Database for storing of SAE data and review outcome
	☐ Yes   ☐  NA

	12.6
	Prepare Safety Monitoring and Reporting Plan
	☐ Yes   ☐  NA

	13.0 Investigational Product (IP) / Investigational Device (ID) / Intervention / Placebo

	13.1
	Generate IMP forecast, if applicable
	☐ Yes   ☐  NA

	13.2
	Procure Drug/Device/Intervention/Placebo and other supplies as required
	☐ Yes   ☐  NA

	13.3
	Establish Drug/Device/Intervention/Placebo Distribution Procedure to sites
	☐ Yes   ☐  NA

	13.4
	Obtain a copy of the current IB or PI
	☐ Yes   ☐  NA

	13.5
	Prepare Drug Order Form (or equivalent instructions)
	☐ Yes   ☐  NA

	13.6
	Prepare IP Packaging and Labelling i.e. copy of Secondary Approved Label

Design master drug label and country specific drug labels; translated to local language as required. Ensure you work with your drug supply vendor to get supplies packaged and labelled in accordance with local regulation/s.
	☐ Yes   ☐  NA

	13.7
	Prepare Pharmacy Manual

Note: Best practice would be to have the pharmacy manual reviewed by a site pharmacist to ensure clarity.
	☐ Yes   ☐  NA

	13.8
	Prepare Drug Accountability Logs for Sites; Individual and Bulk
	☐ Yes   ☐  NA

	13.9
	Establish Drug Destruction Procedure and prepare Drug Destruction Form for Sites
	☐ Yes   ☐  NA

	13.10
	Obtain copies of Material Safety Data Sheets (MSDS) for each IP
	☐ Yes   ☐  NA

	13.11
	Obtain copies of the Certificate of Analysis (CoA) from manufacturer
	☐ Yes   ☐  NA

	14.0 Research Sub-Studies / Central Laboratory (if applicable)

	14.1
	Establish Research Sub-Study Requirements, Procedures and Protocols
	☐ Yes  ☐  NA

	14.2
	Identify Central Lab and establish laboratory logistics
	☐ Yes   ☐  NA

	14.3
	Prepare Research Laboratory Manual

Allow time for translation if required. Lab manuals should include explicit instructions for shipping lab materials,

especially if shipping to another country.
	☐ Yes   ☐  NA

	14.4
	Prepare Sample Requisition Forms and Bio-Specimen Log
	☐ Yes   ☐  NA

	14.5
	Order Consumables / Assemble Lab Kits; if applicable

Ensure that screening/baseline kits are on site in advance of first 

participant enrolled. As many sites do not have room for bulk supplies; ensure that the lab manual details what the initial supply will be and what the site will need to order in advance of subsequent participants visits including lead time.
	☐ Yes   ☐  NA

	14.6
	Organise Couriers for shipping of samples to Central Lab
	☐ Yes   ☐  NA

	15.0 Data Management: Case Report Form (CRF) and Database Design and Testing 

	15.1
	Determine data entry source and select platform i.e. paper CRF or electronic data capture (EDC) system
	☐ Yes   ☐  NA

	15.2
	Develop, review and test CRFs

Best practice is to have the CRF in place before the first participant is enrolled to avoid data entry delays and back-logs. Include stakeholders (i.e. Sponsor-Investigator, Site Investigators, Study Coordinators, Trial Statistician, Data Managers) in any user acceptance testing (UAT) undertaken to test the CRFs before they are finalised in order to optimize design and avoid future amendments. 
	☐ Yes   ☐  NA

	15.3
	Establish Site Codes for Participant ID Number (PID#) e.g. RCH-XXXXX
	☐ Yes   ☐  NA

	15.4
	Develop, review and test edit checks

The plan for these edit checks should be discussed with the Sponsor-Investigator, Data Manager and study statistician.
	☐ Yes   ☐  NA

	15.5
	Undertake User Acceptance Testing (UAT)
	☐ Yes   ☐  NA

	15.6
	Establish EDC training requirements, EDC account set-up procedure, training manuals etc
	☐ Yes   ☐  NA

	15.7
	Prepare CRF Change Version Log
	☐ Yes   ☐  NA

	15.8
	Prepare trial-specific CRF Completion Guidelines
	☐ Yes   ☐  NA

	15.9
	Consider preparing trial-specific SOPs in the area of Data Management, i.e.

· User Management SOP

· Data Resolution Workflow SOP

· Project Change Control SOP

· Database Locking SOP

· Other trial-specific
	☐ Yes   ☐  NA

	16.0 Data Management: Clinical Data Management / Data Validation

	16.1
	Prepare Data Management Plan (DMP)

Include process map detailing the flow of data for your trial. The DMP should be reviewed by the trial statistician prior to finalising.

Refer to CEBU DMP Template.
	☐ Yes   ☐  NA

	16.2
	Prepare Data Sharing Plan and Data Sharing Statement
	☐ Yes   ☐  NA

	16.3
	Prepare Medical Review Plan and Charter
	☐ Yes   ☐  NA

	16.4
	Prepare Data Validation Plan (DVP)
	☐ Yes   ☐  NA

	16.5
	Prepare DVP Specifications Document
	☐ Yes   ☐  NA

	17.0 Trial Documentation/Resources for Sites – Prepare Master Templates for Site Use. 

18.0 Refer to MCTC Templates where available.

	17.1
	Site Staff Contact List 
	☐ Yes   ☐  NA

	17.2
	Site Staff Signature & Delegation Log
	☐ Yes   ☐  NA

	17.3
	Site Staff Training Log
	☐ Yes   ☐  NA

	17.4
	EDC Access Account Application Form
	☐ Yes   ☐  NA

	17.5
	Pre-Screening Log
	☐ Yes   ☐  NA

	17.6
	Consent, Screening & Enrolment Log
	☐ Yes   ☐  NA

	17.7
	Participant Randomisation Log
	☐ Yes   ☐  NA

	17.8
	Site Monitoring Log
	☐ Yes   ☐  NA

	17.9
	Site Source Document Plan & Submission Checklist
	☐ Yes   ☐  NA

	17.10
	Non-Compliance Reporting Form
	☐ Yes   ☐  NA

	17.11
	Obtain copy of the eCTN acknowledgement for provision to sites
	☐ Yes   ☐  NA

	17.12
	Obtain copy of the Insurance Statement/Certificate of Currency (CoC) for provision to sites; if applicable 
	☐ Yes   ☐  NA

☐  Ongoing – Country Specific

	17.13
	Obtain template Financial Disclosure Form (FDA-3545); if applicable
	☐ Yes   ☐  NA

	17.14
	Obtain template Statement of Investigator Form (FDA-1572); if applicable
	☐ Yes   ☐  NA

	17.15
	Provide access to Training Video; if applicable
	☐ Yes   ☐  NA

	17.16
	Provide access to Trial Website; if applicable
	☐ Yes   ☐  NA

	17.17
	Manual of Procedures (MoP) Document; including

· Participant Randomisation/Registration Process

· Safety Reporting Guidelines 

· Protocol Deviation and Suspected Serious Breach Reporting Guidelines
	☐ Yes   ☐  NA

	17.18
	Unblinding Log
	☐ Yes   ☐  NA

	17.19
	Prepare Randomisation Envelopes; if applicable
	☐ Yes   ☐  NA

	19.0 Site Initiation & Activation (for each participating site)

	18.1
	Prepare Regulatory Green Light Approval Form

This document ensures that all requisite documentation and approvals are in place and that site meets criteria for site activation. Refer to MCTC Regulatory Green Light Approval Form Template.
	☐ Yes   ☐  NA

	18.2
	Request Essential Documents required for Site Activation form sites
	☐ Yes   ☐  NA

	18.3
	Prepare Master Site Initiation Presentation Slide Set
	☐ Yes   ☐  NA

	18.4
	Prepare Site Initiation Booking Letter
	☐ Yes   ☐  NA

	18.5
	Prepare Site Initiation Agenda
	☐ Yes   ☐  NA

	18.6
	Prepare Site Initiation Attendance Log
	☐ Yes   ☐  NA

	18.7
	Prepare Site Initiation Follow-Up Report and Follow-Up Letter
	☐ Yes   ☐  NA

	18.8
	Prepare Official Notification of Site Activation Letter
	☐ Yes   ☐  NA

	18.9
	Conduct Site Initiation Visit/Training as appropriate
	☐ Yes   ☐  NA

	18.10
	Enable appropriate access to the trial databases delegated site users 
	☐ Yes   ☐  NA

	18.11
	Ensure site has adequate study supplies, including:

· Lab kits

· Study IP (may not be required onsite prior to site initiation)

· Regulatory binders / access to their ISF

· Access to all trial specific documents 

· Other trial specific clinical supplies
	☐ Yes   ☐  NA

	20.0 Site Monitoring and Quality Assurance

	19.1
	Prepare Clinical Monitoring Plan (CMP)

The CMP should detail how you intend on monitoring the study and needs to be finalised before site initiation visits can take place. Refer to the MCTC Clinical Monitoring Plan Template.
	☐ Yes   ☐  NA

	19.2
	Prepare Master Monitoring Visit Follow-Up Letter to Sites and Monitoring Visit Follow-Up Report
	☐ Yes   ☐  NA

	19.3
	Prepare Master Close-Out Visit Letter to Sites and Close-Out Visit Report
	☐ Yes   ☐  NA

	21.0 Central Team General Trial Tasks

	20.1
	Conduct Central Team trainings and document any training undertaken on Central Team Training Log
	☐ Yes   ☐  NA

	20.2
	Prepare Master Randomisation/Registration/Enrolment List
	☐ Yes   ☐  NA

	20.3
	Consider Consumer Engagement Strategies
	☐ Yes   ☐  NA

	20.4
	Identify and Confirm Data Safety Monitoring Committee (DSMC) Membership
	☐ Yes   ☐  NA

	20.5
	Prepare DSMC Charter
	☐ Yes   ☐  NA

	20.6
	Identify and Confirm Trial Steering Committee (TSC) Membership
	☐ Yes   ☐  NA

	20.7
	Prepare Trial Steering Committee (TSC) Charter
	☐ Yes   ☐  NA

	20.8
	Prepare Other Trial Committee Charters, as applicable
	☐ Yes   ☐  NA

	20.9
	Prepare Non-Compliance Reporting Form Sponsor/CPI Assessment Form and Master Protocol Deviation Log
	☐ Yes   ☐  NA

	20.10
	Prepare Training Video; if applicable
	☐ Yes   ☐  NA

	22.0 Additional Trial-Specific Requirements

	21.1
	Prepare Clinical Project Management Plan
	☐ Yes   ☐  NA

	21.2
	Prepare Recruitment Plan
	☐ Yes   ☐  NA

	21.3
	Prepare Randomisation Plan
	☐ Yes   ☐  NA

	21.4
	Prepare Unblinding Manual
	☐ Yes   ☐  NA

	21.5
	Plan Investigator Meetings
	☐ Yes   ☐  NA

	21.6
	Prepare Florence eBinders Training for Sites Staff
	☐ Yes   ☐  NA

	21.7
	Prepare plan for Trial Newsletters/Trial Communication
	☐ Yes   ☐  NA

	21.8
	Request Trial set-up in Florence eBinders via Florence@mcri.edu.au, or request TMF/SIF Table of Contents structure via MCTC@mcri.edu.au 
	☐ Yes   ☐  NA
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