Questions for Assessing Trial Feasibility 
Questions to Ask Yourself or Your Team
Participant Population and Recruitment
· Do we have access to the participant population described in the trial eligibility criteria?
· How would we identify and recruit eligible participants?
· Approximately how many eligible participants do we have access to?
· How often do we see this patient population?
· What proportion of eligible participants are likely to enrol in the trial?

Study Design and Procedures
· Are the study procedures part of routine clinical care?
· Which study procedures are additional to routine clinical care?
· Will the additional procedures provide valuable information to support the trial objectives? 

Investigational Product/Intervention 
· What information has been provided about the investigational product, device or intervention?
· Do we have enough information to understand the investigational product, device or intervention?
· Does the investigational product, device or intervention address an unmet clinical need?

Evidence and Safety
· What previous clinical studies have been conducted for this product, device or intervention?
· What is known about its safety profile and how it is metabolised?
· Are there any safety concerns that could affect trial delivery or participant wellbeing?


Questions to Ask the CRO
Local Presence and Experience
· Does the CRO have staff based in Australia?
· What roles do the Australian based staff perform?
· Has the CRO supported clinical trials in Australia previously?
· Does the CRO have experience in this therapeutic area?
· Does the CRO have experience managing first in human or early phase studies?

Study Team and Support
· Does the CRO have sufficient staff to support the study?
· Who will manage the project on a day-to-day basis?
· Who is the primarily contact for operational issues?
· Who is the escalation contact if issues cannot be resolved?
· Has the CRO assembled an appropriately qualified project team for the study?

Sponsor Relationship 
· Has the CRO worked with this sponsor before?
· What has been the CRO’s experience working with the sponsor?

Financial and Operational Management
· What are the CRO’s payment terms with research sites?
· Are site payments dependent on the CRO receiving payment for the sponsor?
· Does the CRO have adequate systems and financial capacity to support timely payments?
· What information is the CRO seeking through the request for proposal (RFP) costs?
· Does the CRO have realistic expectations about trial costs?

Governance
· Who is responsible for maintaining the study timeline?
· Who makes key decisions when issues arise during the study?
· What is the process for escalating operational issues?

Questions to Ask the Sponsor
Organisation and Funding
· Does the sponsor have an Australian legal entity?
· What is the sponsor’s current funding status?
· Who are the sponsor’s major investors or funding partners?
· Is the study fully funded through to completion?
· Is continuation of the study dependent on future financing?

Capability
· Has the sponsor conducted previous clinical trials?
· Does the sponsor have experience in developing this type of product or therapy?
· How will the investigational product be manufactured?
· Has the sponsor completed the necessary pre-clinical studies?
· Has the sponsor identified any outstanding pre-clinical evidence requirements?

Study Support and Delivery
· Does the sponsor have dedicated staff to support the trial?
· Has the sponsor appointed a CRO for the study?
· If a CRO has not been appointed, when will one be engaged?

Trial Planning 
· What information is the sponsor seeking through the RFP process?
· Does the sponsor have realistic expectations about trial costs?

Reputation and Reliability 
· Is information about the sponsor publicly available and up to date?
· Can the sponsor demonstrate a history of delivering clinical research projects?
· Have other research sites reported positive experiences working with the sponsor?
· Does the sponsor have a reliable history of making payments on time?
· Will the contracting entity be the same organisation presenting the opportunity?

