
T-1045 – Possible Audit Questions

Staff roles and training
· What is your role in the study?
· How do you ensure staff are trained and experienced to undertake their delegated responsibilities?
· How is training documented?
· How do you ensure PI oversight?
· What are back up arrangements for leave? 
· How is the study team notified of any urgent issues?

Participant approach and consent
· How are participants identified for the study?
· How are they approached?
· What is the process of gaining informed consent?
· How is assent/ capacity to consent assessed?
· How is this process documented?

Participants
· How many participants have you recruited at your site?
· How many screen failures?
· How many participants are still actively involved in the study at your site?
· Have any participants have withdrawn at your site?
· How is withdrawal documented?
· How do you access records from other hospitals? 

Study visits
· How are study visits planned and conducted?
· Where are visits undertaken?
· How are visits documented?
· What arrangements are in place for participant queries that occur outside of study visits?
· How are these documented?

Participant Safety
· How do you ensure patient safety?
· How are adverse events recorded and assessed for causality?
· How would you be notified if a SAE occurred?
· What is the process to report an SAE?
· How many SAEs have occurred at your site?
· How are protocol deviations dealt with, recorded and reported? 

IMP/ medications
· How is the IMP prescribed and dispensed?
· What is the chain of custody of the IMP? Is there proof of time of collection and preparation?
· How is IMP compliance checked?
· Describe how you communicate with pharmacy
· How are con meds documented and prescribed?
· Where is the IMP prepared? Who prepares it- pharmacy or research nurse?

Administration
· Who enters data for the study?
· What are the timelines for data entry and are these adhered to?
· Who deals with data queries?
· Who signs off CRFs?
· Where are source data and site files kept?
· Who maintains these?

Labs and Investigations
· Who is responsible for dealing with samples (obtaining, processing, storing and shipping)?
· Who maintains the sample log?
· How are freezer temperatures monitored? Do you have a SOP for sample management?
· Is equipment calibrated?
· What is the process for reviewing lab reports?
· What is the process for obtaining and reviewing ECGs?

Amendments
· What is the process for approving amendments?
· How are amendments communicated to the delivery team and service departments?
· What is the process for re-consenting?

Sponsor communications
· Who meets with the CRA/ study monitor?
· Have you sought any advice from the medical monitor?
· How are study updates communicated by the sponsor to the study team?

Equipment
· How is equipment maintained? (e.g. pumps, patient scales, BP monitor, crash trolley)
· Is there calibration and service records available?

R&I
· Who are R&I?
· What deviations go to R&I?
· What study updates go to R&I?
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