COVER LETTER - ETHICS

[Date]

Ethics Application number: [YEAR/ETHXXXXX]
Project Title: [Project Title]
Co-ordinating Principal Investigator: [Co-ordinating Principal Investigator]
Sponsor: [Sponsor]
Review Pathway as per HREA Q4.5:  [Low Risk/Greater than Low Risk]
Phase of Clinical Trial:  [where applicable]
A Waiver of Consent is sought and justification provided in both the HREA & Protocol: [yes/no]
Student Project: [yes/no]
Fee Payment Reference number (FPR): [XXXX]

Dear St Vincent’s Hospital HREC

Please find following a summary of the Ethics application and relevant documents for the above study.

HREC approval is sought for the following sites nominated at Project Registration in REGIS:
· [Site name, name of Principal Investigator, private/public site]
· [Site name, name of Principal Investigator, private/public site]
· [Site name, name of Principal Investigator, private/public site]

The following documentation has been uploaded to REGIS and the file name is exactly as listed below:
· [Protocol, version & date]
· [Protocol related information and documents, version & date]
· [Investigator Brochure, version & date]
· [IB related information and documents, version & date]
· [PISCFs, version & date] N.B. PISCF’s must be in MS Word file format
· [Other patient facing materials - scripts, emails, diaries, brochures, version & date]
· [Questionnaires, version & date]
· [document filename, version & date]

Where applicable, please ensure the following documentation has been uploaded with the application in REGIS.  Please refer to the Research Office website for details:
· One Radiation Safety Report from the site with the highest Radiation Dosimetry Assessment OR A Standard of Care Declaration from the CPI if radiation exposure received from all participating sites are Standard of Care
· Victorian Specific Module and/or Western Australia Specific Module (for applications that include Victorian and/or Western Australian sites)
· Medicines Australia Indemnity (HREC Review Only) (for applications that do not include St Vincent's Hospital Sydney as a site) - please upload an editable Word version of this document in REGIS and specify in this Cover Letter the signature choice for execution: DocuSign/AdobeSign (e-signature platform) OR Adobe Digital Signature.  
· Research Office email confirming eligibility for Low/Negligible Risk pathway

Thank you for your time and consideration of this study.  Please do not hesitate to contact myself or [Administrative Contact] on [contact number/email]

Yours sincerely, 


[Co-ordinating Principal Investigator]	
[Institution details]
[Telephone]
[Institutional Email]
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