COVER LETTER - GOVERNANCE
[bookmark: _GoBack]
Research Governance Officer
St Vincent’s Hospital Research Office 
Translational Research Centre
97-105 Boundary Street
Darlinghurst NSW 2010



[Date]


Project PID Application number: [YEAR/PIDXXXXX]
Ethics Application number: [YEAR/ETHXXXXX] or [HREC/xx/xx/xxx] or [HREC unique reference number]
Name of Approving HREC: [Approving HREC Name]
Governance Application number: [YEAR/STEXXXXX]
Project Title: [Project Title]
Co-ordinating Principal Investigator: [Co-ordinating Principal Investigator]
Site Principal Investigator: [Site Principal Investigator]
Site: [Site Name]
Sponsor: [Sponsor]
Single-Center or Multi-Center Study: [Single or Multi]
National Mutual Acceptance: [NSW ONLY, INTERSTATE]
Phase: [1, 2, 3, 4, N/A]
HREC Approval Date: [DAY / MONTH / YEAR]
HREC Expiry Date: [DAY / MONTH / YEAR]


Dear Governance


Please find enclosed the Site Specific (STE/SSA) application and relevant documents for the above referenced study.

The following documents have been uploaded with this application into REGIS (this includes all final HREC approved documents – Documents must be listed as per the HREC approval notification and uploaded into REGIS with matching naming convention):

· [Protocol, version & date]
· [Master PISCFs, version & date]
· [Document filename, version & date]
· [other]

In addition, please find the tracked and clean Site Specific documents listed below as uploaded with the application in REGIS: 

· [Site Specific PISCFs, version & date based on Master X, Version X, Dated X] 
· [Site Specific document filename, version & date based on Master X, Version X, Dated X]
· [other]

SVH Departments supporting this project:
· [Health Information Service]
· [Imaging]
· [Pharmacy]
· [other]

Proof of ICG-GCP Certification for ALL study team members:
· [Attach relevant current certificates]

Research Agreements:
· [Medicines Australia Clinical Trial Research Agreement - Standard]
· [Medicines Australia Clinical Trial Research Agreement - Collaborative]
· [Medicines Australia Clinical Trial Research Agreement - CRO]
· [Medicines Australia Indemnity - Standard]
· [Material Transfer Agreement]
· [Service Level Agreement]
· [Data Transfer Agreement]
· [other]

Other
· [Insurance Certificate (if required)]

Special comments/consideration:
· [if applicable - please add any comments for the SVH RGO to consider]
· [If contracts are part of the submission the SVH PI must confirm if sign off is required via Adobe Sign or DocuSign eSignature platforms]

Please do not hesitate to contact myself or [Administrative Contact] on [contact number/email]

Thank you for your time and consideration of this study.

Yours sincerely, 

[Site Principal Investigator]
[Institution details]
[Telephone]
[Institutional Email]
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