Government of Western Australia

Child and Adolescent Health Service

Indemnity

In all projects where the following CTRA are used, the Sponsor and/or the Contract
Research Organisation (CRO) must provide indemnity to the Institution and members of
the Responsible HREC against claims arising from the project on the terms and conditions
set out in the relevant Medicines Australia Form of Indemnity for Clinical Trials:

* CTRA - Medicines Australia Standard Form (Form A)

* CTRA - Medicines Australia Form - Contract Research Organisation acting as the Local
Sponsor (Form D)

* WA CTRA Standard Form B — involving a Sponsor and a Contract Research
Organisation Projects conducted under the Clinical Trial Agreement - Collaborative or
Cooperative Research Group (CRG) Studies — Standard Form (Form C) do not require the
CRG to provide the Institution and HREC with an indemnity.

If a CRG offers to provide an indemnity it should be in the form of the Medicines Australia
version. There are two versions of Medicines Australia (MA) Form of Indemnity for Clinical
Trials:

1. Standard Form of Indemnity (for use where the Indemnified Party (CAHS) is providing
premises for the conduct of the project and HREC Review, or is providing premises only)

2. HREC review only (for use where the Indemnified Party (CAHS) is providing HREC
review ONLY of the project)

For most projects, the Standard Form of Indemnity will be submitted. The current version
can be downloaded from the RGS (see links below) or Medicines Australia. As the Form of
Indemnity is a legal document, the indemnifying party (e.g., the Sponsor) must ensure that
the correct legal name appears for both ‘the Indemnified Party” and “the Sponsor”. CAHS
RGO can assist with these details.

Indemnity forms

Medicines Australia Standard Form of Indemnity for Clinical Trials

Medicines Australia HREC Review Only Form of Indemnity for Clinical Trials

Medicines Australia Compensation Guidelines for Clinical Trials

Medical Technology Association of Australia Standard Indemnity Form for a Clinical Investigation
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