
Clinical research governance 
process
FOR SPONSORED CLINICAL TRIALS

GOVERNANCE ETHICS CONTRACTS AND INSURANCE

CTU completes clinical research 
governance application form on 
behalf of the PI and submits for 

review.

Governance assessment by Clinical 
Research Executive.

Governance endorsement by Clinical 
Research Executive.

Final MQ Health
governance authorisation

letter issued

Ethics submission for Macquarie 
Human Research Ethics Committee 

(HREC) review by deadline.

In parallel, 
the CTU 

deals with 
sponsor 

insurance 
and 

liability.

Budget agreed, contract ready for 
execution, and insurance and 

indemnity confirmed.

Principal Investigator (PI) interacts 
with Clinical Trials Unit (CTU).

CTU starts preparation of Ethics 
application and related documents for
submission to Macquarie University 

Ethics Secretariat.

CTU 
commences 
budget and 

contract 
negotiation 

process for the 
clinical trial.

Deputy Vice-Chancellor Research 
sign off.

Macquarie University HREC
review and final approval.
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