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The table below is intended to be a guide for the submission requirements of post approval documents to Barwon 
Health Research Governance Office. 

Post Approval 

Document 

Submission Type When to Submit Fees 

CTN ERM Site 

Notification 

Form* 

Submit when there are site specific 

changes (e.g. changes to BH details) or 

overarching changes (e.g. changes to 

sponsor details or IMP). Updates relating to 

external sites are not required. 

N/A 

DSMB, IDMC & 
Dear Investigator 
Letters 

ERM Site 

Notification 

Form* 

Submit as you receive them. N/A 

DSUR ERM Site 

Notification 

Form* 

Submit as you receive them. N/A 

Investigator 

Brochure 
ERM Site 

Notification 

Form* 

Submit if IB has site impact; optional if 

no impact. If not submitted but listed on 

HREC approval, note 'no site impact' in 

ERM. For versions >2 ahead, explain 

intervening versions had no site impact. 

Commercially Studies: $220 

Collaborative Studies: N/A  

PICFs ERM Site 

Governance 

Amendment 

Request 

Submit as you receive them. Commercial Studies: $660 

Collaborative Studies: $220** 

Protocol 
Amendment 

ERM Site 

Governance 

Amendment 

Request 

Submit as you receive them. Commercial Studies: $660 

Collaborative Studies: $220** 

Site Progress 

Report, Annual 

Safety Report, 

Certificate of 

Currency & 

HREC Progress 

Report 

REDCap Survey 

(Link on 

website) 

Due annually by the 1st of August 

(submissions open 1st of July). 

Note: The Annual Safety Report and HREC 

Progress Report should be <365 days old. 

The Certificate of Currency must be 

current. 

N/A 

    

Governance Post Approval Submissions Guide 

https://research.barwonhealth.org.au/for-researchers/rdu/project-monitoring/#progress-reports-due-1-august-each-year
https://research.barwonhealth.org.au/for-researchers/rdu/project-monitoring/#progress-reports-due-1-august-each-year
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Post Approval 

Document 

Submission 

Type 

When to Submit Fees 

Study 

Newsletter & 

Milestones 

ERM Site 

Notification 

Form* 

Submit as you receive them. N/A  

 

*If the document is part of a Protocol Amendment/PICF submission, it may be submitted altogether using a Site 
Governance Amendment Request via ERM. 

**Collaborative studies that submit both a Protocol Amendment and PICF Amendment within the same submission 
will be charged one fee of $220. 

 

 


