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Checklist for Site Specific Assessment (SSA) Submission 
Commercially Sponsored Research / Drug and Device
 FORMCHECKBOX 

Cover Letter to Research Governance Manager
· Cover letter should list all documents in the submission (including versions and dates)

· Letter needs to be signed by Principal Investigator at LH

 FORMCHECKBOX 

Site Specific Assessment Form (SSA) - 1 ‘locked’ original
· This form is available from the Lifehouse website 
· Question 2 of SSA form “Research Personnel (at your site only), please list only relevant investigators at LH.  Do not include investigators who will be conducting the study at other sites.

· The Principal Investigator (PI) must be a VMO or employed at Chris O’Brien Lifehouse
· “Head of Department” declaration must be completed. 
· All supporting departments must sign the “Head of Supporting Department declaration”, and state the costs involved, this includes SLHD departments which may be involved in the research project.
 FORMCHECKBOX 

HREC approval letter(s) 
· Letter(s) needs to list all documents to be used at Chris O’Brien Lifehouse.
· Please ensure Chris O’Brien Lifehouse is listed as a site.

 FORMCHECKBOX 

Signed copy of the Human Research Ethics Form (HREA) and all documents approved by the HREC that are applicable to the conduct of the study at Chris O’Brien Lifehouse 
· Copies of documents provided reflect the version of the document listed on HREC letter (NB if a document has been superseded, please only submit the current version)
 FORMCHECKBOX 

 Participant Information Sheet and Consent Form(s) in NHMRC template
· Both ‘Master’ and ‘Site’ Participant Information Sheets and Consent Forms need to be submitted, including Form for Withdrawal of Participation.

· Ensure the site version is on Chris O’Brien Lifehouse letterhead, and the LH Research Governance Manager’s contact details have been updated.

 FORMCHECKBOX 

Certificate of Insurance (minimum amount AUD 20 million per any one occurrence and in the annual aggregate)
· Required for sponsored research (per NSW Health PD2011_006).  It must state ‘Clinical Trials Insurance’

 FORMCHECKBOX 

LH Medicine’s Australia Clinical Trial Research Agreements (CTRA) or Medical Technology Association of Australia (MTAA) Standard Clinical Investigation Research Agreement including Indemnity - please submit at least 2 originals
· Required for all studies, and must be signed by the Sponsor prior to submission 
· Clinical medication studies use the Medicines Australia Clinical Trial Research Agreement, which can be downloaded from http://medicinesaustralia.com.au/issues-information/clinical-trials/clinical-trials-research-agreements/ 
· Device studies use the MTAA Clinical Investigation Research Agreement, which can be downloaded from https://www.mtaa.org.au/clinical-investigations
· Indemnity are available from the above websites. 
· Chris O’Brien Lifehouse’s correct legal name and ABN is: “Lifehouse Australia (ACN 100 492 644) as trustee for the Lifehouse Australia Trust (ABN 70 388 962 804)”

 FORMCHECKBOX 

SLHD Indemnity - please submit at least 2 originals
· Required to cover the public patients of Sydney Local Health District (SLHD) that may be enrolled into the project 
· For indemnity there are two options:

Option 1 – Modified indemnity

Option 2 – Standard Medicines Australia Form of Indemnity for Clinical Trials, and ‘SLHD Offer of Indemnity Letter
· SLHD details: 

Name of Institution: Sydney Local Health District, ABN:  17 520 269 052

Address:  Level 11, KGV Building, Missenden Road, Camperdown NSW 2050

Study Site: Royal Prince Alfred Hospital

Contact for Notices: SLHD Research Governance Officer (fax 02 9515 7176, Phone Number 02 9515 7899)

 FORMCHECKBOX 

Fee payment 
· Commercially sponsored studies $3400.00 (exclusive of GST)
· Method Of payment form to be completed by Sponsor and submitted with SSA. SSA submission is not valid without method of payment form. 
Important Information

· Please email all documents to, Research Governance Manager (RGM) researchgovernance@lh.org.au
· Please note, if the study intervention and/or SLHD involvement is considered substantial (e.g. higher risk clinical interventions, use of invasive monitoring, transfer of sensitive patient data in identifiable format), a separate full SSA submission to the applicable SLHD site Governance Officer.  Please contact the site RGMs to confirm requirements.
Please contact the Research Office if assistance is required

Ph. 02 851 40410 | researchgovernance@lh.org.au | level 6 - Chris O’Brien Lifehouse
Always refer to the Research Office website for the latest version of this checklist
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