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Terms of Reference

1.
Name
The Committee will be known as the Women and Newborn Health Service Ethics Committee.
2.
Purpose

(a) The King Edward Memorial (KEMH) and Princess Margaret Hospital (PMH) Ethics Committee was originally formed in July 1995 by combining the existing Princess Margaret Hospital for Children Ethics Committee and the King Edward Memorial Hospital for Women Institutional Ethics Committee.   

(b) With a change in hospital management structure, this Committee of KEMH and PMH was ratified by the WA Women’s and Children’s Health Authority (WAWCHA) Board at its meeting on 12 February 2001.

(c) Due to the increasing number of applications to be reviewed, the KEMH and PMH Ethics Committee was split into two separate committees for a trial period of one year with effect from March 2003.  The KEMH Ethics Committee is one of those committees.  This change was endorsed by the Women’s & Children’s Health Service.  Following the demerger of PMH and KEMH the KEMH Ethics Committee was deemed to be a separate Committee from its PMH counterpart and thereby validated in its own right as the Women and Newborn Health Service Ethics Committee.  
3. Functions and Responsibilities
(a) 
The functions and responsibilities of the Women and Newborn Health Service Ethics Committee (the Committee) shall be to:

(i)
Consider the ethical implications of all proposed research projects, as well as the scientific content and clinical implications, and to determine whether or not they are acceptable on ethical grounds.

(ii)
Provide for expeditious review of proposed research projects in extraordinary circumstances.

(iii)
Maintain a record of all proposed research projects, so that the following items of information are readily available:

-
name of responsible institution

-
project identification number

-
principal investigator(s)

-
short title of project

-
ethical approval or non-approval with date

-
date(s) designated for review

The protocols of research proposals shall be preserved in the form in which they are approved.

(iv)
Discuss and advise on ethical problems relating to individual patient care when requested to do so by the patient’s medical attendant.

(v)
Encourage departments to develop hospital policy statements relating to ethical issues which may arise in the course of patient care.

(vi)
Discuss and advise on 



-
specific ethical issues referred to the Committee by the Women and Newborn Health Service Executive Committee (EXEC); and 

· 
specific ethical issues the Committee considers of importance within the Health Service.

(vii)
Discuss and advise on ethical issues and problems referred to the Committee by Health Service staff.  Such matters will be referred to the EXEC and dealt with by the Committee.
(viii)
Monitor the total impact of approved research projects on patients, families and the Health Service.

(ix)
Establish and maintain communication with the National Health and Medical Research Council’s (NH&MRC) Australian Health Ethics Committee and provide access, upon request, to information contained in the Committee’s records.
(b) Applications for ethical approval of proposed research projects involving only the use of existing clinical data or records [ie clinical audit] may be considered by the Chairperson alone who on the recommendation of the Executive Director, Medical Services may on behalf of the Committee grant ethical approval for the project.

(c) 
Proposals for research projects that are deemed by the Executive Director, Medical Services to be quality assurance projects will be referred to the Governance, Evidence, Knowledge, Outcomes (GEKO) database for registration and monitoring. 

4.
Accountability

The Committee shall conform with the NH&MRC National Statement on Ethical Conduct in Human Research on research in particular fields that may be published from time to time.

(a)
Take account of local cultural and social attitudes in making decisions.

(b)
So far as practicable ensure that procedures relating to obtaining consent by participants in research are observed.

(c)
Ensure that no members of the Committee adjudicate on proposals in which they may be personally involved or otherwise have a conflict of interest.

(d) Ensure that while accepting that health care professionals have a duty to advance knowledge by research, the rights of individual patients, or subjects of research, take precedence over the expected benefits to human knowledge or to the community.
5.
Reporting
The Committee will report to the EXEC.
6.
Confidentiality 

The content of applications, discussions at meetings of the Committee and decisions of the Committee shall not be disclosed to unauthorised persons.

7.
Sub-Committees and Working Parties

The Committee may set up working parties and/or sub-committees to investigate and report on issues of relevance to the Ethics Committee and the Health Service as the need arises.
8.
Membership

(a)
The Committee shall consist of a Chairperson and:

(i)
- a laywoman not associated with the Health Service

1


- a layman not associated with the Health Service

1


- a minister of religion
, or equivalent



1


- a lawyer






1

(ii) -  members with knowledge of, and current experience

 
in, the areas of research that are regularly considered 

by the Committee





3

(iii)
-
members with knowledge of, and current experience




 in, the professional care, counselling or treatment 



of people






3

(iv)
-member of Women and Newborn Health Service 


 Executive Group





1
-director of WNHS Research Network 


1
-member with nursing and research experience

1


- member with pharmaceutical knowledge

            1

- member with statistical knowledge



1


          








Total
           15 

(b)
Up to six additional members may be co-opted by the Committee with the approval of the EXEC.

(c)
Each member shall nominate a deputy for confirmation by the Chairperson of the Committee.
(d)
A quorum shall consist of a simple majority of members including at least two members from category (i) above.


(e)
Terms of Members
(i) The members of the Committee shall be appointed (or re-appointed) by the Executive Director, Women and Newborn Health Service (EDWNHS).
(ii)
The period of appointment to the Committee (other than for the Chairman) shall be for a period of one year.  Members may serve one or more terms by reappointment .
(iii)
Vacancies, which occur within the term of appointment of the Committee, shall be filled for the unexpired period.
9.
Chairperson
(a)
The Chairman shall  be appointed by the EDWNHS from nominations received and shall hold office for a period of  up to three years, but may serve one or more terms by reappointment as determined by the EDWNHS.

(b)
 The Committee shall appoint one of the members as Deputy Chairperson who shall hold office for the term of that appointment.  The Deputy Chairperson shall be a person specified in category 8(a)(i).
 (c)
In the temporary absence of the Chairperson, the Deputy Chairperson shall act for the Chairperson. 
(d)     In the absence of both the Chairperson and the Deputy Chairperson from a meeting of the Committee those present shall appoint one of the members present at the meeting as chairperson for that meeting of the Committee.

10.
Secretary to the Committee
(a)
The EXEC will provide secretarial support for the Committee.
(b)
The secretary shall be the authorised channel of communication of all decisions of the Committee.

(c)
The secretary will be responsible for receiving all applications for ethical approval and for keeping a register of all applications and approved protocols and for ensuring that all reporting, as required by the Committee, is complied with.

11.
Operating Procedures 


(a)
Frequency


(i)
The Committee shall meet monthly, except in the month of January.
(ii)
Special meetings of the Committee may be called as required by the Chairperson.

(b)
Notice of Meetings
Notices of meetings and supporting papers shall be despatched at least 10 days in advance of the meeting date.
(c)
Voting

The Committee should endeavour to reach decisions by general agreement:

(i)
Each appointed member of the Committee, including the Chairperson, shall have one vote.

(ii) The Chairperson shall not have a casting vote.

 (d)      Records / Minutes

(i)
Minutes of each meeting shall be prepared by the secretary and distributed to each member of the Committee.

(ii) The Minutes of each meeting shall be submitted to the EXEC for information or for decision upon matters specifically referred by the Committee.

(iii) The Minutes of each meeting shall be submitted to the next succeeding full 
meeting of the Committee for their certification by the Chairperson as a correct record of the proceedings.

(iv)
Following ratification by the EDWNHS, letters of approval or otherwise for research projects considered by the Committee shall be 
forwarded promptly to researchers by the secretary.

(e)
Conduct of Meetings 


The decision of the Chairperson shall be final in all matters of procedure and order 
12. Adoptions and amendment of terms of reference

Variations to these Terms of Reference may be made by the EXEC and must be consistent with current NHMRC Guidelines and the Guidelines of the Australian Health Ethics Committee (AHEC).
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EXPEDITIOUS REVIEW OF RESEARCH PROPOSALS

1.
In extraordinary circumstances a proposal for a research project may receive provisional approval outside an ordinary meeting of the Women and Newborn Health Service Ethics Committee (the Committee). If, in the opinion of the Chairperson of the Committee, a proposal warrants such review the procedure outlined below will be followed:

· The proposal will be sent by the most convenient means (electronically or otherwise)  to all members of the  Committee;

· Written or verbal comments/approval from members of the Committee  will be requested to be given to the Committee Secretary by a date and  time stipulated by the Chairperson;

· As soon as practicable after the stipulated date and time the Chairperson  will confirm the decision of the Committee to the Secretary who shall as soon as practicable thereafter inform the Executive Director of the Women and Newborn Health Service  and the researchers of that decision;

· The proposal will be put before the Committee at its next meeting for ratification of the decision made.

2.
In some instances it may not be possible, due to the comments received from the Committee members, for the proposal to be approved outside a meeting. In such cases the proposal will form part of the agenda at the next meeting of the Committee.
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