Monash Health – Preferred Research Agreement Templates

In order to facilitate research at Monash Health and to ensure Monash Health’s interests are protected in conducting research, the following template agreements and indemnities are acceptable to Monash Health. 

Agreements Involving Shared Financial Arrangement with Monash Health & Monash University

The following amended Medicine’s Australia templates are utilised by Monash Health where Monash University is either a party to the agreement as the funds administrator or not a party to the agreement but is included in Schedule 2 as the funds administrator for the project. These are templates used for clinical trials involving a drug.  http://monashhealth.org/page/research_agreements

Please note that the preferred agreement will include Monash University as a party to the agreement.  However, the agreement where Monash University is only included as the funds administrator in schedule 2 is acceptable.

	Template

	Circumstances Used

	Monash Tripartite CTRA
	Monash Health is conducting a study at Monash Health and the commercial sponsor is providing funds to cover the cost of conducting the study. The company making the experimental drug has an Australian office and Monash Health are entering into an agreement with the sponsor directly.  Monash University is a party to the agreement as the funds administrator.


	Clinical Trial Research Agreement – Contract Research Organisation acting as the Local Sponsor
	Monash Health is conducting a study at Monash Health and the commercial sponsor is providing funds to cover the cost of conducting the study. The company making the experimental drug does not have an Australian office and is contracting a local Contract Research Organisation to act as the local sponsor. Monash Health are entering into an agreement with the Contract Research Organisation.






Medicine’s Australia Templates 

The following Medicine’s Australia templates are utilised by Monash Health. These are templates used for clinical trials involving a drug. https://medicinesaustralia.com.au/policy/clinical-trials/ 

	Template

	Circumstances Used

	HREC Review Only Form of Indemnity 
	Monash Health has reviewed a study for another organisation and the commercial sponsor is providing indemnity to Monash Health for HREC Review Only.


	Standard Form of Indemnity
	Monash Health is conducting a study at Monash Health and the commercial sponsor agrees to provide indemnity to Monash Health if a claim is made against Monash Health.


	Standard Clinical Trial Research Agreement
	Monash Health is conducting a study at Monash Health and the commercial sponsor is providing funds to cover the cost of conducting the study. The company making the experimental drug has an Australian office and Monash Health are entering into an agreement with the sponsor directly.


	Clinical Trial Research Agreement – Contract Research Organisation acting as the Local Sponsor
	Monash Health is conducting a study at Monash Health and the commercial sponsor is providing funds to cover the cost of conducting the study. The company making the experimental drug does not have an Australian office and is contracting a local Contract Research Organisation to act as the local sponsor. Monash Health are entering into an agreement with the Contract Research Organisation.


	Clinical Trial Research Agreement – Collaborative or Cooperative Research Group Studies
	Monash Health is conducting a study at Monash Health and the study is being run through a collaborative group such as the Australian and New Zealand Breast Cancer Trials Group. The insurance and indemnity arrangements will vary. In most circumstances, these will be treated as investigator driven and fall under the insurance policy of the Victorian Managed Insurance Authority.


	Clinical Trial Research Agreement – Phase IV Clinical Trials 
	Monash Health is conducting a study at Monash Health and the commercial sponsor is providing funds to cover the cost of conducting the study. The company conducting the study has an Australian office and Monash Health are entering into an agreement with the sponsor directly. The difference between this and the standard template is the wording in section 8. In the standard template, ‘investigational product’ whereas in this template ‘Study Product’. 


	Clinical Trial Research Agreement – Phase IV Clinical Trials – Contract Research Organisation acting as the Local Sponsor
	Monash Health is conducting a study at Monash Health and the commercial sponsor is providing funds to cover the cost of conducting the study. The company conducting the study does not have an Australian office and is contracting a local Contract Research Organisation to act as the local sponsor. Monash Health are entering into an agreement with the Contract Research Organisation.




Medical Technology Association of Australia Templates

The following Medical Technology Association of Australia templates are utilised by Monash Health. These are templates used for trials involving a device.
https://www.mtaa.org.au/resources/clinical-investigation-resources 

	Template
	Circumstances Used

	HREC Review Only Form of Indemnity 

	Monash Health has reviewed a study for another organisation and the commercial sponsor is providing indemnity to Monash Health for HREC Review Only.


	Standard Indemnity Form for a clinical investigation

	Monash Health is conducting a study at Monash Health and the commercial sponsor agrees to provide indemnity to Monash Health if a claim is made against Monash Health.


	Standard Clinical Investigation Research Agreement

	Monash Health is conducting a study at Monash Health and the commercial sponsor is providing funds to cover the cost of conducting the study. The company making the experimental device has an Australian office and Monash Health are entering into an agreement with the sponsor directly.



Collaborative & Investigator-Initiated Templates

The following templates are utilised by Monash Health for investigator driven and Collaborative research studies.

	Template
	Circumstances Used

	Investigator Initiated Agreement

	An investigator initiated study that involves support from a commercial company. The commercial company may be providing study drug and or funds to support the research.


	Material Transfer Agreement
	When data/samples are being transferred from one institution to another institution.


	Quality Improvement/Low Risk Memorandum of Understanding
	A quality improvement activity or low risk project involving a student or staff member at another institution.


	Collaborative Group Template
	A study involving researchers at another institution such as Monash University.


	Monash Partners Collaborative Group Template
	This is the preferred template used by Monash Partners (Monash Health, Alfred Health, Eastern Health, Peninsula Health, Epworth, Cabrini, Monash University, Baker IDI, Hudson Institute) for collaborative driven studies. 


	Multi-Institutional Agreement for NHMRC Funding
	This is the template used by the NHMRC when providing funding to multiple institutions for a collaborative research study.






[bookmark: _GoBack]Non- Standard Agreements

All agreements that do not follow one of the above templates will require preliminary review by Research Support Services team, prior to the Research Support Services submitting to the Legal Team for review.

A multi-institutional agreement that is supported by a research grant and Monash Health is not the lead site, will be accepted for review.

In the event that Monash Health is the lead collaborator on an investigator driven or collaborative study, Monash Health will only accept an approved Collaborative Group Template. Under no circumstances, will Monash Health accept a non-standard agreement.

Researchers are to allow at least 21 working days for review.


