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	Policy Statement
Researchers at Southern Health are required to maintain the highest standard of integrity in the conduct of their research and have a duty to disclose at the time of proposing and reporting research, any potential conflict of interest that may influence or be seen to influence any aspect of the research.

	Who must comply with this procedure?

Principal Investigator and all staff conducting research at, or under the auspices of, Southern Health or which involves Southern Health staff, resources, patients, consumers, clients, their tissue samples, test results or medical records.

Southern Health management as a whole and in particular members of the Human Research Ethics Committees and research related committees operating at Southern Health.

	This procedure applies to the following setting: 

All Southern Health researchers.

	Precautions and Contraindications 

All researchers at Southern Health must strive to conduct research in the manner indicated in the Human Research Strategic Policy.
It is the duty of all researchers to disclose any conflict of interest or any circumstances that reasonably give rise to the perception of conflict of interest. Apparent or perceived conflict of interest can be as damaging as actual conflicts of interest.

Disclosure of a conflict of interest should be made at the time the conflict arises, or it is recognised that a conflict might be perceived.

Researchers are encouraged to familiarise themselves with Southern Health’s “Conflict of Interest Protocol” and “Conflict of Interest Protocol - Guidelines for Managing Gifts or Benefits” as additional information documents to this procedure.

	Procedure
1. Potential conflicts of interest that arise in a research setting must be reported using the Declaration of a Conflict of Interest in Research Form (LINK). Refer to Conflict of Interest in Research Policy and Background (LINK)
2. The completed Declaration of a Conflict of Interest in Research Form must be submitted to the Head of Department (‘the Form’). 

3. Where a Head of Department may have/has a conflict of interest related to the research activity, the Form is referred to the Director of Research Services for action. 


3.1 Upon receipt of the Form, the Director of Research Services will be responsible for determining the appropriate management arrangements.


3.2 Where the Director of Research Services may have/has a conflict of interest related to research activities, he or she must forward the Form to the Executive Director of Medical Services & Quality who will be responsible for determining the appropriate management arrangements.
4. The Head of Department or Director of Research Services or Executive Director of Medical Services & Quality as the person responsible will make a determination as to whether the multiple interests disclosed constitute a conflict of interest requiring further action.
5. Disclosure of a conflict of interest shall be handled as follows:


5.1 The Head of Department or Director of Research Services or Executive Director of Medical Services & Quality will discuss the matter with the staff member concerned and agree on a conflict of interest management or elimination plan. 


5.2  This plan shall be documented and the staff member will be advised in writing. A copy of the agreed plan will be held by the employing department of the staff member and the Research Directorate. 


5.3   Where relevant, conflicts of interest must be disclosed to research participants in the Participant Information and Consent Form.


5.4  Disclosure of affiliation with, or financial involvement in, any organisation with a direct commercial interest in the research of any staff, patients, consumers, clients must be forwarded in writing to the Director of Research Services, on an annual basis. Details of any benefits will be included.
            5.5  The completed Conflict of Interest Declaration form will be held by the Research Directorate                              

            and a copy maintained by the relevant unit.
6. Research Related Committee Members:


6.1 Members of a research related committee must declare any conflict of interest related to the activities being considered by that committee to the Chair of that committee and must refrain from involvement in the decision making process in matters in which they have a conflict of interest. 

6.2 A record of a conflict of interest must be made in the minutes of the meeting and will include how the conflict was/is managed in the proceedings.
7. Researchers: 


7.1  Any researcher submitting a research project for consideration to a Southern Health Human Research Ethics Committee must disclose all aspects of funding and other support of the project that would be pertinent to the committee’s deliberations regarding the project. Refer to Human Ethics Application Form Module One Section F (Question 1.32) (LINK) 


7.2  A researcher must also disclose to a Southern Health Human Research Ethics Committee any financial or other interests in an entity contributing to the funding or other support of the project when submitting an application for consideration. Refer to Human Ethics Application Form Module One Section F (Question 1.32). (LINK). 


7.3  A researcher must disclose any significant change in either the funding or other support of the research project or in the nature or extent of the interests of the researcher during the course of the project to the Human Research Ethics Committee at the earliest possible date. This applies to any stage of the project up to and including the last publication or data, outcomes or results derived from the project. Refer to Form 12: Protocol Amendments. (LINK)  



	List of implementation Tools  (For example checklists, audit tools, medical record forms) 
Human Ethics Application Form Module One Section F (Question 1.32)
Declaration of a Conflict of Interest Form
Form 12: Protocol Amendments

	Useful resources

1. The Australian Council on Healthcare Standards (2006). The Australian Council on Healthcare Standards Evaluation and Quality Improvement Program 4 Guide:  Research Standard B2.5, The Australian Council on Healthcare Standards, Australia.
2. National Health and Medical Research Council, Australian Research Council and Australian Vice‑Chancellors’ Committee (2007). Australian code for the responsible conduct of research, Australian Government, Canberra.
3. Victorian Managed Insurance Authority (2010). Research Governance Toolkit, Victoria

4. Southern Health Quality Unit. (2008). Conflict of Interest Protocol.

5. Southern Health Quality Unit. (2008). Conflict of Interest Protocol - Guidelines for Managing Gifts or Benefits
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