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All Confidentiality Agreements must be reviewed by the NALHN Research Governance Office. 
Please provide in word format: healthnalhnrgo@sa.gov.au   
	
	Please check

	Is the CDA mutual? 
If NO: Please ask the CRO/Sponsor who provided the CDA if they have a mutual CDA template 
Wherever possible, CDAs should be mutual (i.e. all parties will be sharing confidential information).The Department of Health endorses mutual CDAs for the protection and privacy of both parties.   A mutual CDA is to protect potential identification of orphan populations, and corporate information provided with feasibility assessment that is not already in the public domain.

Non-study specific mutual CDAs exist with a number of Sponsors/CROs.  Please check with the NALHN Research Governance Office to ascertain whether a mutual agreement is in place.


	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	Is the Effective date of this amendment agreement the date of the last party to sign (“Effective Date”)
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	Are the Parties to the CDA listed?
Institution Party name:
‘Northern Adelaide Local Health Network Incorporated (ABN 46 371 200 573)’ operating as Lyell McEwin Hospital, Haydown Road, Elizabeth Vale, SA 5112
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	Has the Principal Investigator (PI) been listed as a Party to the CDA?  
This is not permitted. 

The PI is an employee of NALHN and does not have the authorisation to be a party to the agreement. 
Please ask the CRO/Sponsor who provided the CDA if they have a CDA template for contracting with the Institution rather than the PI.

	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	If the PI is named,  is the execution section for the Principal Investigator prefaced with, “Read and acknowledged by the Principal Investigator”?  
The words, “Agreed and accepted” are not appropriate as they imply the PI is a Party and thus, personally liable.
It is SA Health’s policy, based on our insurer's requirements, that investigators, as employees of Local Health Network’s within South Australia, are not contractual parties to such agreements.
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	Will this be a study involve multiple NALHN sites? 
(e.g.) If the LMH and Modbury are both potential study sites, then one CDA can cover both sites.


	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	If the CRO is acting on behalf of a sponsor - Is there a clause indicating that the Institution agrees that a sponsor will be a “third party beneficiary”

If a sponsor wishes to have the right to enforce the obligations of the CDA, it must be a party to the CDA.

	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	Is there an execution section for each of the Parties?
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	Is the jurisdiction South Australia (or silent)
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
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