
Investigator Initiated Multicentre Trials – Process Flow for Research 

Ethics and Governance Approvals for Stand Alone Sites

Assumptions:   RCH Coordinating Site and CPI; Stand Alone Site HREC and CTN Sponsor; Sponsor for CTRA is MCRI

RCH HREC Approval

Coordinating Site sends documents 

to Stand Alone Site

• RCH HREC Letter of approval (for information only)

• Copy of full HREA (for information only)

• Protocol

• Investigator’s Brochure/ Product Information

• Site ICF template

• Site Budget template

• Copies of all other HREC approved documents (for 

reference)

• CTN form template

• Contract/Agreement

Prepare Site HREC and Research Governance 

applications

HREC Approval

Submit to HREC

Site Principal Investigator

Documents for HREC

• Complete HREC application forms as required 

• Prepare Site ICF

• Prepare CTN form and get PI signature

• Prepare any other site study documents (e.g. 

advertising material)

Documents returned to Site Principal Investigator

• HREC Approval Letter

• Research Governance Approval Letter

• Signed  Contract/Agreement

Submit CTN to TGA 

with fee

Send evidence of CTN 

acknowledgement to CPI

Documents for Research Governance

• Complete Governance application form as 

required including supporting department 

sign off.

• Prepare site budget 

• Submit draft CTRA for review

Submit to Research 

Governance 

Research Governance 

Approval

Coordinating Principal Investigator

Copy HREC & RGO Approval Letters and 

all approved documents to CPI plus 

original signed Contract/Agreement for 

signature by MCRI
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