
Research Governance Checklist 
 for all Principal Investigators

HREC Reference No. (AU RED) Site Reference No.

N am e     Contact N um b er     D ate   

Position   

PA RT A ) Early A ction 
Y ES

Subm it these item s before or at the sam e tim e as the H REC subm ission  

M and atory com p onents of all research governance ap p lications 

1. Explanatory cover letter (signed by the Principal Investigator) !"""""""""!

2. Detailed budget  (draft is acceptable) !"""""""""!

3. Research G overnance Review  Fee !"""""""""!

4. Study Protocol !"""""""""!

For all item s m arked “N A ” p lease p rovid e a b rief exp lanation b elow  the item  N A          Y ES

5. Investigator Brochure

 !"" ""!"" """""""!"

6. Standard Form (s) of indem nity (M edicines Australia Standard Form  of Indem nity for your site)

 !"" ""!"" """""""!"

7. Insurance Certi"cate

 !"" ""!"" """""""!"

8. CTN form  (CO PY for checking only - original CTN to be subm itted w ith ethics subm ission to

 

!"" ""!"" """""""!

 the review ing HREC)

9. Clinical Trial Research Agreem ent (CTRA)

 !"" ""!"" """""""!"

10. Site Speci"c Form s and Statem ents of Approval – access these from  your o# ce for research/

 

!"" ""!"" """""""!

ethics or institution w ebsite

11. Section 4 – “Use of Ionising Radiation” for your site and a letter of risk assessm ent addressing

 

!"" ""!"" """""""!
 the radiation dosage.
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A copy of this checklist m ust be included w ith every new  research governance application subm itted to your research governance o# ce. All research projects 

require authorisation of research governance before a project can com m ence.  

Research governance applications are the responsibility of Principal Investigators at each site participating in a research project.  It is strongly recom m ended 

that research governance applications are subm itted to the o# ce for research/ethics as early as possible and before the HREC subm ission. Research 

governance applications can be subm itted at any tim e and in parts (i.e. a com plete application in one subm ission is not essential).

This checklist is divided into three parts: A ) Item s w hich need to be subm itted before or at the sam e tim e as the HREC subm ission to com m ence the assessm ent 

process; B) Item s w hich can only be subm itted after the HREC application has been subm itted; C) All docum ents approved by the review ing HREC.

This Research G overnance checklist should be subm itted once, w ith com pletion of Part A

O " ce  

U se O nly

O " ce  

U se O nly

Research governance applications can be subm itted to the Research/Ethics O # ce in parts.  Early subm ission w ill allow  for tim ely com m encem ent 

of research governance w hich should be conducted in parallel w ith HREC review .  In this w ay, w hen HREC approval is issued, research governance 

authorisation can be com pleted and tim ely com m encem ent of a study at your site can occur after these tw o endorsem ents.



Parts B  and C are to be checked o$ by the Research G overnance O # cer as they are m ade available

PA RT B) M and atory p ost- H REC sub m ission com p onents of all research governance ap p lications

12. V ictorian Site Sp eci#c A ssessm ent (SSA ) Form  (w ith O RIG INAL SIG NATURES) !

13. Full copy of the HREC subm ission w ith all supporting docum ents  !

(including Victorian Speci"c M odule) as subm itted to the review ing HREC

14. Detailed site budget ("nal, signed by the site Principal Investigator) !

PA RT C) Post H REC A p p roval

15. Final HREC approval letter/certi"cate. !

16. O riginal CTN form  for the site, signed by the review ing HREC !

17. Full com plete copy of the HREC subm ission as approved by the review ing HREC and include 

!

 copies of all approved PICFs. Include as applicable, advertisem ents, letters of invitation,  

questionnaires, letter from  DLA Phillips Fox law yers (for Victorian public hospitals only), etc. 

 Include appropriately edited site-speci"c versions of these docum ents as w ell as copies of all  

correspondence betw een the CPI and the review ing HREC. 

 The Research Governance O " cer can now  take step s to #nalise site SSA  authorisation. 

18. Copy of the TG A acknow ledgem ent letter (sponsor to send to Principal Investigators) !
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Inform ation
O nline Form s w ebsite: For access to N EAF and SSA form s.  If investigators or applicants have not previously 

registered an account please create one at w w w .ethicsform .org/au

Consultative Council for H um an Research Ethics (CCH RE) w ebsite:  

For inform ation on m aking an application to the stream lined system  for ethical review  of clinical trials in Victoria 

visit w w w .health.vic.gov.au/cchre

Inform ation line: For general system  and application form -related questions, call (03) 9092 1987

Central A llocation System  (CA S) line: For allocating an H REC application to a review ing H REC, 

call (03) 9092 1983 M onday to Friday 10am  to 5pm  EST

IT H elp  D esk: For technical questions regarding application form s, Investigators/Applicants can contact the 
IT H elp D esk. For AU  RED  queries, review ing H REC Coordinators and Research G overnance O fficers can also 
contact the IT H elp D esk:

Phone: 02 9037 8404 M onday to Friday 10am  to 4pm  EST   |   Em ail: helpdesk@ infonetica.net
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