
Investigator Initiated Multicentre Trials – Process Flow for Research Ethics and Governance Approvals
Assumptions:   RCH lead site; RCH lead HREC; RCH Coordinating Principal Investigator (CPI);  Sponsor for CTRA is MCRI; Sponsor for CTN (where 

required) - each site acts as sponsor for its CTN and submits to TGA (contact MCTC to discuss adding other sites to MCRI’s eCTN)

This process includes only those sites participating in the National Mutual Acceptance scheme.

Prepare Study Documents

• Protocol

• PICF (Master and Site Specific)

• Other Participant Information (e.g 

Advertising)

• Drug/Device Information (e.g. 

Product Information or 

Investigators Brochure)

Prepare Multicentre Application

Prepare Financial, Legal and 

Regulatory Documents

• Overall Study  Budget

• RCH Site Budget

• RCH Research Agreement or evidence 

of grant funding

• Check insurance and Indemnity 

requirements for trial with MCRI legal 

• MCRI Clinical Trial Notification (eCTN)  

for MCRI site (if required) – contact 

MCTC (at MCRI) for user account

ETHICS DOCUMENTS 

• HREA form via Online Forms System

• Victoria Specific Module (VSM)*

• Ionizing Radiation form (if required)*

• RCH REG Application Cover Sheet

• RCH REG Cover Letter

Submit to HREC 

Prepare Accepting Site application documents

                GOVERNANCE DOCUMENTS 

• RCH SSA Form via Online Forms System

• RCH Supporting Department Agreements

• RCH CTRA

• RCH Indemnity (if required)

• MCRI eCTN – draft version (if CTN required)

Register Application 

with Central Application 

System (CAS) at least 2 

weeks prior to HREC 

submission deadline.

HREC Reference ID can 

then be included in 

application documents

Drug Trials 

Subcommittee

Meeting (if drug/

device trial)

HREC Meeting

Responses 

and 

Comments

• Lead HREC approval 

• RCH Site Governance 

Approval

Coordinating Principal Investigator

Accepting Site

Research Governance 

Approval

Submit to Accepting Site Research 

Governance 

Send documents to Accepting Sites 

• RCH HREC Letter of approval

• Copy of full HREA

• Copy of VSM (to VIC sites only)

• Site Specific ICF template

• Site Budget*

• Contract/Agreement*

• Copy of  MCRI eCTN for information (if eCTN required) 

• Copies of all other HREC approved documents

Accepting Site Principal Investigator

Documents to Prepare

• Complete SSA form (within Online Forms 

System)

• Prepare Site budget

• Request supporting department sign off

• Customise Site Specific ICF template*

• Prepare eCTN form on-line (where not 

included in MCRI eCTN)

• Customise any other study specific documents 

(e.g. advertising material)

Documents from Lead Site to Enclose

• RCH HREC Letter of approval

• Contract/Agreement

• Copies of all other HREC approved documents

Documents returned to Accepting Site Principal Investigator

• RGO Approval Letter

• Signed  Contract/Agreement

Generate and transfer 

Accepting Site SSA (within 

On-line Forms System)

Copy of RGO Approval Letter, all 

approved documents and original 

signed Contract/Agreement to CPI 

for signature by MCRI

Accepting Site to 

submit eCTN form 

to TGA with fee

eCTN:  Evidence of TGA 

Acknowledgement 

Copy of evidence of TGA 

acknowledgement for eCTN 

• Approval Letter(s) 

Submit MCRI eCTN: send 

the following to MCTC:

• Ethics & governance 

approvals 

• MCRI cost centre 

manager approval for 

payment of TGA fee 

MCTC provides evidence of 

TGA acknowledgement 

Coordinating Site Accepting Site

* A single VSM is required 

covers all VIC sites EXCEPT 

when ionizing radiation is 

involved.

*  Budget and draft CTRA 

should be sent to accepting 

site as early as possible. 

*Letterhead, PI details, 

contact and complaint 

details and version 

control
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