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Research Office
Form of Indemnity Agreement for Clinical Trials Checklist 

Medicines Australia (MA) and the Medical Technology Association of Australia (MTAA) have two standard forms of indemnity in relation to clinical trials.

a) Where the trial is to be conducted at the site, whether or not the reviewing HREC is the RAH HREC or TQEH/LMH/MH HREC, the commercial sponsor must provide an indemnity in the form of ‘Form of Indemnity for Clinical Trials: Standard’ in favour of CALHN.

b) Where the RAH HREC or TQEH/LMH/MH HREC is the reviewing HREC under National Mutual Agreement (NMA), the commercial sponsor must provide an indemnity in the form of ‘Form of Indemnity for Clinical Trials: HREC review only’ in favour of CALHN.

http://medicinesaustralia.com.au/issues-information/clinical-trials/indemity-and-compensation-guidelines/

http://www.mtaa.org.au/policy-initiatives/clinical-investigations/ 
	
The indemnities referred to above must be given by an Australian corporate entity. This may be:
a) an Australian company;
b) an Australian company that is subsidiary of an overseas parent company; or
c) an Australian contract research organisation (CRO) that has been engaged by an overseas or Australian company to conduct the trial in Australia.

It is not acceptable for an indemnity to be provided by any company as an agent of an overseas entity; that is, the commercial sponsor must provide the indemnity in its own right.

	For both “Standard” and “HREC review only” Agreements
	Please check

	Is the name of the Indemnified Party “Central Adelaide Local Health Network Incorporated (ABN 96 269 526 412)”?

Also refer to the document “Parties and Signatories to a CALHN Research Agreement” for further details on contracting parties found at https://www.rahresearchfund.com.au/rah-research-institute/for-researchers/clinical-trials/ under the “Clinical Trials Research Agreement (CTRA)” tab.

Only a single legal entity should be named.  Where more than one legal entity is to be indemnified, separate Forms of Indemnity should be used for each legal entity to be indemnified.
	[bookmark: __Fieldmark__85_624610790][bookmark: __Fieldmark__85_624610790][bookmark: __Fieldmark__85_624610790]Yes |_|

	Has the full legal name and ABN of the Sponsor been provided?
	[bookmark: __Fieldmark__92_624610790][bookmark: __Fieldmark__92_624610790][bookmark: __Fieldmark__92_624610790]Yes |_|

	Are the study title and protocol number correct?
	[bookmark: __Fieldmark__98_624610790][bookmark: __Fieldmark__98_624610790][bookmark: __Fieldmark__98_624610790]Yes |_|

	Clause 1: Has the correct patient group (patients of the Indemnified Party or non-patient volunteers) been selected as “the Subjects” / “the Participants”?
	[bookmark: __Fieldmark__106_624610790][bookmark: __Fieldmark__106_624610790][bookmark: __Fieldmark__106_624610790]Yes |_|

	Clause 1: Has the correct Investigator name been inserted for “the Investigator”?
	[bookmark: __Fieldmark__114_624610790][bookmark: __Fieldmark__114_624610790][bookmark: __Fieldmark__114_624610790]Yes |_|

	Clause 1: Has the last sentence of clause 1 been changed to:
“The Sponsor confirms that it is a term of its agreement with the Indemnified Party that the Investigator shall obtain all necessary approvals from the applicable Human Research Ethics Committee (HREC) and the Indemnified Party, where appropriate.
Amendment required as the CTA and this Agreement are with the (Indemnified Party).  It is SA Health’s policy, based on our insurer's requirements, that investigators, as employees of Health Network’s within South Australia, are not contractual parties to such agreements.
	[bookmark: __Fieldmark__127_624610790][bookmark: __Fieldmark__127_624610790][bookmark: __Fieldmark__127_624610790]Yes |_|


[bookmark: _GoBack][bookmark: _GoBack]
	For HREC review only under NMA:

Clause 1: 
The Indemnified Party agrees to participate in the above sponsored study ("the Study") involving study participants from the following sites ("the Participants") to be conducted by the named Principal Investigators ("the Investigators") 

	Participants 
	Investigators

	
	

	
	

	
	



in accordance with the above referenced protocol, as amended in writing from time to time with the agreement of the Sponsor and the Indemnified Party ("the Protocol").  The Sponsor confirms that it is a term of its agreement(s) with each hospital or institution participating in the Study that the Investigator shall obtain all necessary approvals from the Indemnified Party’s human research and ethics committee (“HREC”).
	[bookmark: __Fieldmark__188_624610790][bookmark: __Fieldmark__188_624610790][bookmark: __Fieldmark__188_624610790]Yes |_|

	Clause 2 to 10: Have you checked that clauses 2 to 10 have not been altered from the Medicines Australia template?

If they have, have you changed the terms back to the template?
	[bookmark: __Fieldmark__205_624610790][bookmark: __Fieldmark__205_624610790][bookmark: __Fieldmark__205_624610790]Yes |_|


[bookmark: __Fieldmark__210_624610790][bookmark: __Fieldmark__210_624610790][bookmark: __Fieldmark__210_624610790]Yes |_|

	Please see below for the Preferred Signature block 

	Executed as an agreement by the parties.

SIGNED by a duly authorised representative of the Sponsor

......................................................................
(Signature)
......................................................................
(Name)
......................................................................
(Position)
......................................................................
(Date)


SIGNED by a duly authorised representative of the Indemnified Party

......................................................................
(Signature)
......................................................................
(Name)
......................................................................
(Position)
......................................................................
(Date)




If the checklist highlights any details as incorrect, please inform the sponsor and request corrected copies.
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