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Southern Health Human Research Ethics Committees (HRECs)
TERMS OF REFERENCE

Refer to Appendix 1 for the Limitations and Interpretation
	1. Background

	(a)
The Southern Health HRECs are designated Sub-Committees of the Research Advisory Council of Southern Health and operate within the guidelines of the NHMRC as amended from time to time. 

(b)
The Southern Health HRECs act by way of delegated authority of the Board of Directors of Southern Health and have executive authority conferred upon them to carry out the functions detailed in these Terms of Reference (Southern Health Authority Delegation Schedule, Item 10).  

(c)
The number of independent Southern Health HRECs that will exist within Southern Health shall be determined as appropriate by the Research Advisory Council. 



Each Southern Health HREC will be distinguished from each other by the area of research to which the research proposal relates or the risk posed by the proposal, however they are not mutually exclusive. 
(d)
With the approval and endorsement of the Board of Directors, the Research Advisory Council may, recommend and implement changes to the structure and operations of the Southern Health HRECs including dissolution, streamlining, re-configuration and establishment as deemed appropriate from time to time. 
(e)
Any duly constituted Southern Health HREC shall operate in accordance with these Terms of Reference.


	2. Role and Functions of a Southern Health HREC


	

	3. Membership

	3.1 
A Southern Health HREC shall be constituted as prescribed by the National Statement and will include at least eight (8) members, both men and women, namely:

(a)
a chairperson;

(b)
at least two (2) members who are consumer representatives, one (1) man and one (1) woman who have no affiliation with the institution or organisation, are not currently involved in medical, scientific, legal or academic work, and who are preferably from the community in which the institution or organisation is located; 

(c)
at least two (2) members with knowledge of, and current experience in, the areas of research that are regularly considered by the HREC (eg. health, medical, social, psychological, epidemiological, as appropriate);

(d)
at  least one (1) member with knowledge of, and current experience in, the professional care, counselling or treatment of people (eg medical practitioner, clinical psychologist, social worker, nurse, as appropriate);

(e)
at least one (1) member who performs a pastoral care role in a community eg is a minister of religion or an Aboriginal elder; 
(f)
at least one (1) member who is a lawyer;
(g)
additional members as required from time to time to assist in ethical decision-making.
3.2 
Southern Health may recruit members for an HREC in such manner and shall appoint them for such a period and on such terms and conditions as it determines, however in ordinary circumstances:

(a)
members are appointed for a term of one year, with continuity of membership from year to year to be encouraged;

(b)
members are assessed by the Director of Research Services, Research Directorate at the end of each calendar year against the Southern Health Key Performance Indicators for HREC members as amended from time to time;

(c)
all members be provided with a copy of the “Key Selection & Performance Criteria for Members of the Southern Health Human Research Ethics Committees” as amended from time to time;

(d)
where a member is appointed to fill a casual vacancy (‘the casual member’) that appointment shall expire at the time when the previous member's term would have expired.  The casual member shall then be eligible for appointment to the Southern Health HREC for the following year;

(e)
where a member has suggested an alternate member (‘the alternate member’) to attend those Committee meetings that the principal member is unable to attend, it is the responsibility of the principal member to:

(i)
advise the alternate member accordingly;

(ii)
forward the documentation to the alternate member;

(iii)
advise the Administrative Officer of the appropriate HREC that the alternate member will be in attendance; 
It is the responsibility of the Chair to appoint alternate members in consultation with the absent member.
(f) 
all nominations to the Southern Health HRECs will be made to and ratified by the Chief Executive on the recommendation of the Director, Research Strategy and Director of Research Services.
3.3 
Southern Health shall appoint HREC members personally, for their expertise and not in a representative capacity.
3.4 
The quorum at the SH HREC meetings is 6 members present either in person or via other electronic/technical means.


	4. Responsibilities

	4.1 
General

(a)
The Southern Health HRECs are to promote ethically good human research and this includes:


i. ensuring participants be accorded the respect and protection that is due to them; and


ii. fostering research that is of benefit to the community.

(b)
The Southern Health HRECs act by way of delegated authority of the Board of Directors of Southern Health and have executive authority conferred upon them to carry out the functions detailed in these Terms of Reference.

(c)
 
Each of the Southern Health HRECs shall be allocated research proposals as the Director of Research Services deems appropriate.
(d)

Southern Health HRECs may delegate to the HREC Secretariat or a subcommittee any of its powers and functions which are capable of being delegated in order to assist in the expeditious ethical review of a research proposal.
4.2
Assistance by Southern Health HRECs to External Institutions or Organisations
(a)
It is appropriate for Southern Health to offer assistance when requested to researchers from other institution(s) or organisation(s) that do not have their own formally constituted HREC, given the level of expertise available at Southern Health and the breadth of research projects considered by the Southern Health HRECs.

(b)
Review of External Research Projects

In undertaking an external project review, the following matters require consideration: 


(i)
A Southern Health HREC may provide ethical approval for projects from other organisations. 


All matters involving Research Governance will be the responsibility of the organisation conducting the research.  


(ii)
A Southern Health HREC may accept and review a research proposal on behalf of another organisation or institution in accordance with the National Statement;


(iii)
A researcher external to Southern Health (‘the external researcher’) is to submit their research proposal in the relevant Southern Health HREC application form and to comply with all requests from the Southern Health HRECs. The external researcher is not exempt from any requirements applicable to Southern Health researchers;


(iv)
The Southern Health HRECs may offer advice to the management of another institution or its researcher regarding the scientific and ethical aspects of a particular project.  The Southern Health HRECs should take care that any advice is drafted in the same terms as those applicable to a Southern Health researcher. The advice should be offered wherever possible to the administration of the organisation or institution, as it is the board of that organisation or institution which will have responsibility for research governance and monitoring the project.  


(v)
In addition to the requirement that the researcher may be asked to be present during the HREC meeting for interview, the Southern Health HRECs may also require a representative from management to be present from the external organisation or institution. This way, there can be no misunderstanding or ambiguity about the scientific and ethical advice being offered in accordance with the National Statement.  That advice is offered to both the external researcher and the institution’s or organisation’s management, and the ongoing responsibility for actually approving the proposal rests with the management of the other institution or organisation.


(vi)
In the case of sponsored pharmaceutical trials, it is necessary that any indemnity refers to Southern Health only by way of providing its HREC and in no other capacity; 

4.3
Co-ordinated Review
(a)
Southern Health’s HRECs shall conduct a process of mutual acceptance with Monash University’s Standing Committee on Ethics in Research Involving Humans (‘SCERH’) where research proposals involve both Southern Health and Monash University.

4.4
Mutual Acceptance Program
(a)
Southern Health’s HRECs shall conduct a process of mutual acceptance with the Royal Children’s Hospital Human Research Ethics Committee where research proposals involve both the Monash Children’s Cancer Centre and the Royal Children’s Hospital Cancer Centre.
(b)
Southern Health HRECs shall establish and conduct processes of streamlined ethical review and mutual acceptance with organisations for multi-centre research as considered appropriate from time to time by the Director of Research Services and Director, Research Strategy.


	5. Reporting



	The Southern Health HRECs shall report to the Research Advisory Council and to the Board of Directors of Southern Health.



	6. Meeting Frequency

	Each Southern Health HREC shall be convened once a month, except for January, or as required from time to time.


	SH Strategic Plan
	Collaboration And Engagement
	ACHS Function 
	2.5 – Research Standard

	Reviewer
	Director, Research Services
	Last review date
	October 2009

	Authoriser
	Executive Director of Medical Services
	Next review date
	October 2012


Appendix 1, Limitations and Interpretation

These Terms of Reference (“the Terms”) are adopted subject to the rules of the
Board of  Directors of Southern Health and in the event of any inconsistency of these Terms of Reference (“the Terms”) with the rules of the latter, the latter 
to the extent of such inconsistency shall prevail.

Interpretation

In these Terms unless there is something in the subject or context inconsistent therewith:

“Chair” means the person appointed to act in the capacity of chair of a meeting of the Human Research Ethics Committee;

“Chair”, “Director of Research Services”, “HREC Secretariat” severally mean the respective people for the time being holding the designated offices in accordance with these Terms;

“HREC” means Human Research Ethics Committee as composed in accordance with the National Statement On Ethical Conduct In Human Research ( NHMRC, 2007) as amended from time to time;
“Multi-Centre Research” has the meaning ascribed to that expression in the National Statement, and if such expression is no longer defined, includes any research project or clinical trial conducted according to a single protocol but at more than one site under the auspices of one or more organisations, requiring ethical review by  more than one site.

“Mutual Acceptance” means a system whereby the HREC approval of a research proposal provided by one organisation is adopted by Southern Health in respect of multi-centre research.
“NHMRC” means the National Health and Medical Research Council; 

“National Statement” means the National Statement On Ethical Conduct In Human Research (NHMRC, 2007) as amended or replaced from time to time;

“Present” when used of a member in relation to a meeting means present either in person or via other electronic/technical means;

“Research” is defined in accordance with the National Statement On Ethical Conduct In Human Research (NHMRC, 2007) as amended from time to time; 
“Research Governance” is a framework for research that includes measures to ensure quality, safety, privacy, risk management, financial management and ethical conduct of research. Research Governance considers legal compliance, financial management, accountability and risk management associated with research.

“Researcher” means a person who has submitted a research proposal to the HREC;

“Southern Health HRECs” shall be taken to mean each of the 2 HRECs established within Southern Health both collectively or individually; 
“These Terms” include all amendments of and additions to amendments of and additions to these Terms from time to time in force; 

Words importing the singular shall include the plural and vice versa. Words importing the masculine gender shall include the feminine gender.
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