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INTRODUCTION
Women’s and Newborn Health Service (WNHS) has a three-tiered system for ethical, governance and scientific review for all research applications. The three tiers are: 

1. Human Research Ethics Committee, (HREC)

2. Scientific Advisory Sub-Committee (SASC) and

3. Research Governance Office (RGO)
The primary role of the WNHS Ethics Committee is to protect the welfare and the rights of participants in research conducted on campus. It is part of a national system of ethics committees established by the National Health and Medical Research Council (NHMRC) to assess research projects involving humans. The Ethics Committee will assess your submission against the guidelines developed by the NHMRC. For further information see “National Statement on Ethical Conduct in Human Research” 
For more information  see: 
1.
NHMRC website 

2.
Department of Health Western Australia Human Research Ethic Committee Terms of 
Reference


3.
The WNHS Ethics Committee Terms of Reference 
4.
WNHS Ethics Committee Intranet site
Contact details for the WNHS Ethics office are:

Ethics Secretary

Telephone: 9340 7845
Email: kemhethics@health.wa.gov.au
2.

SCIENTIFIC ADVISORY SUB-COMMITTEE (SASC)
Research projects will be considered for scientific validity by the Scientific Advisory Sub-Committee (SASC), which makes a report to the HREC for final consideration. All research protocols are subject to scrutiny of their scientific validity. 
The following templates are available of the WNHS Ethics website if required:

· Scientific Protocol Form for Clinical Trials (Form 4C) and  

· Scientific Protocol form for studies not classified as Clinical Trials (Form 4D) 

3.
Research Governance 
Research governance is a framework through which WNHS is accountable for the scientific quality, ethical acceptability and safety of the research it sponsors or permits on campus. It is a risk management activity that facilitates standards of research practice, and allows for a more detailed and institutionally relevant review of research applications and ongoing monitoring of research study conduct.
The Research Governance Office (RGO) (which is located on the PMH campus) provides an independent systematic evaluation of research applications for both CAHS and WNHS.  The RGO ensures the safety, and minimises the risk, for the patient, the researcher and the institution.  
Contact details for the RGO are:
Research Governance Office   
Room 106 Level 1 CCRF Building, PMH
Telephone 9340 7846 

 Email: pmh.rgo@health.wa.gov.au
or kemh.rgo@health.wa.gov.au

REFERENCE DOCUMENTS:

You should be familiar with the following key documents before preparing your submission.
· Australian Code for the Responsible Conduct of Research 
· Medicines Australia  -   Clinical Trials.

· Therapeutic Goods Administration (TGA) Note for Guidance on Good Clinical Practice

· Australian Clinical Trials Handbook     
· Government of Western Australia Intellectual Property Policy and Best Practice Guidelines: Intellectual Property (IP)Management: About IP Management
· National and Western Australian IP Policies  
· Working with Children Checks (a legislative requirement for all staff working with children in Western Australia) 
· If staff are working with children they must apply for WWC clearance.

Is it ‘Research’ or is it ‘Quality Improvement’ you are planning to do?
This section will help you decide.
Research is about creating new knowledge about what works and what doesn't. It provides the foundations for national and/or local agreement about the kind of clinical treatment and care we should be providing, i.e. helps to answer the question "what is best practice?"
Quality Improvement asks whether we are doing the things we have agreed we should be doing or achieving the outcomes we have agreed we should be achieving, i.e. it answers the question "are we following agreed best practice?"

Criteria for Classifying a Project as Research or Quality Improvement:
	Research
	Audit

	· may involve experiments on human subjects whether patients, patients as volunteers or healthy volunteers
	· never involves experiments, whether on healthy volunteers, or patients as volunteers

	· is a systematic investigation which aims to increase the sum of knowledge
	· is a systematic approach to the peer review of medical care in order to identify opportunities for improvement and to provide a mechanism for bringing them about

	· may involve allocating patients randomly to different treatment groups
	· never involves allocating patients randomly to different treatment groups

	· may involve a completely new treatment
	· never involves a completely new treatment

	· may involve extra disturbance or work beyond that required for normal clinical management e.g. persistent phone calls, additional hospital visits or lengthy questionnaires?
	· never involves a disturbance to the patients beyond that required for normal clinical management

	· may involve the application of strict selection criteria to patients with the same problem before they are entered into the research study
	· may involve patients with the same problem being given different treatments, but only after full discussion of the known advantages and disadvantages of each treatment.  The patients are allowed to choose freely which treatment they get

	· usually involves an attempt to test a hypothesis
	· measures against a standard


Table 1: Differences Between Audit and Research.
    Ref: Anthony Madden, AREC Newsletter: Issue 4, December 2000; Appendix A


To further assist in deciding whether your Project is Research or Quality Improvement 
answer the following: 

	
	
	

	1. Does the proposed project pose any risks for patients beyond those of their routine care? Risks includes physical risks e.g. pain or discomfort; psychological risks e.g. embarrassment, guilt or fear; and social risks e.g. discrimination or stigmatisation.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	
	
	

	2. Is the proposed project to be conducted by a person who does not normally have access to the patient’s records for clinical care or a directly related secondary purpose?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	3. Does the proposed project risk breaching the confidentiality of any individual’s personal information, beyond that experienced in the provision of routine care?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	4. Does the proposed project involve any clinically significant departure from the routine clinical care provided to the patients?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO


If the answer to all the questions is “NO” your project is a quality improvement project and does not need approval from the WNHS Ethics Committee.
Registering clinical audits and quality improvement activities

GEKO (Governance Evidence Knowledge Outcomes) is a shared CAHS and WNHS database that was created for all staff to register information relating to clinical audit and other quality improvement activities. It allows for the online completion of forms related to these activities, and also performs the submission and review/approval tasks in an electronic manner, maintaining records of past and current proposals, final reports and outcomes of recommendations.

For enquiries please contact:
Performance Review and Audit Coordinator





Room No: 12, Ground floor

Agnes Walsh Lodge, 
King Edward Memorial Hospital (WNHS), 





Bagot Road, Subiaco





Telephone: 9340 1540 

If you answered “YES” to any of the questions or need to obtain further advice on whether your activity should be registered as a Quality Improvement activity or submitted to the  WNHS Ethics Committee you should contact the Performance Review and Audit Coordinator (as detailed above) or the WNHS Ethics Office.

WNHS Ethics Secretary

Room 134 Level1 CCRF Building, WNHS
Telephone: 9340 7845
Email: kemhethics@health.wa.gov.au
Web site; WNHS Ethics Office.
OTHER REQUIRED APPROVALS
Aboriginal or Torres Strait Islander participants

Trials that involve Aboriginal or Torres Strait Islander participants should also be submitted to the Western Australian Aboriginal Health Information and Ethics Committee (WAAHIEC). Trials should be submitted to WAAHIEC if one or more of the following apply:  
· Indigenous status is a key determinant

· Data collection is explicitly directed at Indigenous peoples

· Indigenous people, as a group, will be examined in the results

· The information has an impact on one or more Indigenous communities

· Indigenous health funds are a source of funding.

 Information about this committee and necessary forms can be obtained from

 http://www.aboriginal.health.wa.gov.au/ethics/index.cfm.
Health Department of Western Australia Data Collections

Trials that require access to the Health Department of Western Australia data collections and/or involve data linkage should also be submitted to the Health Department of Western Australia HREC. Information about the committee and necessary forms can be obtained from http://www.health.wa.gov.au/healthdata/HREC/index.cfm
OTHER Administering Institutions approval 

Please note that you may be required to seek additional separate ethics approval from a research grant or student administering institution. WNHS does not accept HREC approvals from other institutions. 
For UWA researchers: The University of Western Australia Human Research Ethics Office requires that, once applications are approved by the WNHS Ethics Committee, a copy of the application and letter of approval, together with a covering letter from the applicant stating compliance with the conditions of the approval, should be sent to the UWA Research Ethics Office for acknowledgement. This ensures the researcher has insurance and indemnity from the University. Other universities may have similar requirements.

NEW APPLICATION DOCUMENTATION PREPARATION

for

RESEARCH GOVERNANCE OFFICE

Please provide the following documentation: 
1.
COMPLETED APPLICATION FORM 1B–“Application form for all WNHS 
Research Projects for Submission to WNHS Ethics Committee” 
2.
Completed “WNHS Research Governance form” FORM 2B 


The following documents (if applicable) should also be provided with your application.
3.
Clinical Trial Agreements


A Clinical Trial Agreement and Clinical Trial Research Agreements (CTA / CTRA) are 
written agreements, usually between the hospital (as 
delegate of the Minister for 
Health) and the trial Sponsor (generally a commercial company), setting out the 
respective responsibilities of each party. Once executed, the terms of the agreement 
are legally 
enforceable. Standard CTAs have been developed in Western Australia, 
based on those developed by Medicines Australia (MA), which should be used for 
trials being undertaken at WNHS. There are currently three types of Health 
Department of Western Australia CTAs that cater for different variations of parties 

· WA Health Clinical Trial Research Agreement Standard Form –- This is to be utilised for clinical trials where there are two parties to the Agreement, i.e. a commercial sponsor and WNHS. 
· WA Health Clinical Trial Research Agreement Form B This form is to be utilised for clinical trials where there are three parties involved in the trial i.e. WNHS, a commercial sponsor and a Contract Research Organisation (CRO).
· WA Health Clinical Trial Agreement Form C - this form is to be utilised for clinical trials that have been initiated by a research group, external to WNHS, that has no commercial sponsorship and generally where there is no indemnification provided by commercial sponsor. 

Whilst it is preferable for no changes to be made to the Health Department of Western Australian CTA/CTRA templates, it is recognised that there may be instances where modification is required. If the company sponsor and/or CRO require modifications to the CTA/CTRA, these should be outlined in Schedule 7 of the Agreement as “Special Conditions” and not made in the body of the document.  

A draft CTA/CTRA should be included with other study documentation when the trial is submitted for review. Once it is reviewed and approved by RGO at least two hard copies signed by the other parties should be submitted for signing by WNHS (three copies will be required if using Form B where 3 parties are involved). 

There are a range of other WA Health Agreements that may suit different types of studies and several pharmaceutical companies have negotiated specific agreements for use in Western Australia. Contact the Research Governance Office on kemh.rgo@health.wa.gov.au to discuss which of these agreements may be most suitable for your study.

4.
Form of Indemnity

This form should accompany the CTA as it is essentially part of the agreement. The form to be used is that formulated by Medicines Australia and is also available from the Health Department of Western Australia website.  The party providing the indemnity should be a party to the CTA (i.e. sponsor or CRO, if the latter is a party to a tripartite agreement – Form B). At least two hard copies signed by the Sponsor should be submitted for signing by WNHS. WNHS (the indemnified party) should be referred to as follows:

"The Minister for Health is incorporated as the board of Women and Newborn Health Service under s7 of the Hospitals and Health Services Act 1927 (WA) and has delegated all the powers and duties as such to the Director General of Health" 

5.
Insurance Certificate

Commercial sponsors (or CROs where appropriate) are required to provide a Certificate of Insurance stating the amount of insurance coverage.  As set out under Clause 5.1 (10) of the Health Department of Western Australia CTAs, any policy of insurance taken out by the Sponsor under the Agreement must be taken out with a reputable and solvent insurer acceptable to the Institution which either carries on business in Australia and is authorised by the Australian Prudential Regulation Authority (APRA) or, if an overseas insurer, covers claims lodged and determined in the jurisdiction of Australia. Any limitations regarding this requirement must be notified and agreed to by the Institution.

The expected insurance levels for clinical trials in Western Australia are outlined in Schedule 4 of the Health Department of Western Australia Standard CTAs. The class/es of insurance held by the Sponsor/CRO and limits of liability should be outlined in Schedule 4 to reflect the level of insurance, as outlined in the Certificate of Insurance (or equivalent).
6.
Clinical Trial Notification

Where a clinical trial involves the use of an unregistered drug or device or is using a drug or device beyond its marketing approval a Clinical Trial Notification (CTN) must be completed and lodged with the Therapeutic Goods Administration (TGA) once the trial is approved at WNHS. All but pages 8 and 9 should be completed by the sponsor/investigator and submitted with the trial documentation on the submission date. Once the trial is approved the HREC and the appropriate authority sign the relevant pages and return the CTN to the investigator with the other signed documents (CTA, Indemnity, approval letter). 
Note that a “sponsor” must be an “Australian Entity” for the purposes of the CTN for the TGA. A commercial sponsor may appoint another organisation (such as a CRO) to undertake its responsibilities as sponsor for the purposes of the CTN or CTX in Australia (this is likely to occur but is not limited to the situation where the sponsor is an overseas entity) but may maintain responsibility as sponsor for the purpose of the CTA. 
For information about the CTN scheme and to download a CTN form please refer to the TGA website 
7. Recruitment from WNHS in-patient or out-patient clinics
For interventional studies / clinical trials involving patients recruited from WNHS clinics, an MR112 form must be completed and inserted in each patient’s medical record file. (A copy of this form will be sent to you with your letter of approval)
_______________________________
DOCUMENT SUBMISSION AND SUBMISSION DATES For the meeting dates, please refer to the WNHS Ethics website



FEES

Application for projects which are sponsored by commercial agencies (e.g. Pharmaceutical companies or other industry bodies) will attract a submission fee.  Fees are payable on submission.  Further fees may be charged for amendments.

Applications by individual researchers for non-sponsored projects or for competitive grant applications will not attract a fee.

· New application Fee:

      -
$5500

· Administrative amendments
      -
No fee

· Minor protocol amendments
      -
$ 640

· Major protocol amendments or    -
$2750


introduction of a sub-study within 


an existing approval

Major protocol amendments are substantial amendments that introduce major new aims (i.e. a new primary or secondary objective) or which introduce major new safety considerations and which require extended scientific and/or ethical review. 

Industry and non-industry submission of incomplete applications requiring significant additional administrative workload may be subject to additional fees both for sponsored and non sponsored studies.


REGISTRATION OF CLINICAL TRIALS
The International Committee of Medical Journal Editors (ICMJE) member journals now require registration in a public trials registry as a condition of consideration for publication. The ICMJE does not advocate one particular registry but its member journals will require authors to register their trial in a registry that meets several criteria:

· must be accessible to the public at no charge;

· must be open to all prospective registrants;

· must be managed by a not-for-profit organisation;

· must be a mechanism to ensure the validity of the registration data;

· should be electronically searchable.

An acceptable registry must include the following information as a minimum:

· a unique identifying number;

· a statement of the intervention and comparison studied;

· a statement of the study hypothesis;

· definitions of the primary and secondary outcome measures;

· eligibility criteria;

· key trial dates(registration date, anticipated or actual start date, anticipated or actual date of last follow-up, planned or actual date of closure to data entry, and date trial data considered complete);

· target number of subjects;

· funding source;

· contact information for the principal investigator.

To be eligible for publication, trials must register at or before the onset of patient enrolment. 
Registries recognised by ICMJE include:

Australian Clinical Trials Registry 
Clinicaltrials.gov 
International Standard Randomised Controlled Trial Number [ISRCTN] Register 

Netherlands Trial Register 

UMIN [Japanese] Clinical Trials Registry 
AMENDMENTS
Please send a copy of ALL protocol amendments to the to the Research Governance Office.
Research Governance Office

Room 106 Level 1 CCRF

Princess Margaret Hospital for Children

Tel. 9340-7846

email: kemh.rgo@health.wa.gov.au


ADVERSE EVENT REPORTING FOR CLINICAL TRIALS 

The WNHS Ethics Committee has adopted the reporting requirements outlined in the NHMRC Australian Health Ethics Committee (AHEC) Position Statement: Monitoring and reporting of safety for clinical trials involving therapeutic products: May 2009 
Summary of Reporting Requirements 

All adverse events (AEs) and Serious Adverse Events (SAEs) occurring to participants recruited into any research study approved by the WNHS Ethics Committee must be reported immediately (within 24 hours), whether the incident is considered to be related or unrelated to the study medication(s) and/or procedures.

All adverse event reports to HREC should include the SAE cover sheet found at 
WNHS Ethics Committee Intranet site
In addition, the investigator may be subject to additional reporting requirements if relevant, e.g. to other approving HRECs (multi-centre studies) or the study sponsor and/ or funding agency.

ANNUAL REPORTS

An annual progress report should be submitted to the WNHS Ethics Committee by the chief investigator. The form to be used for this purpose can be found on the WNHS website 
On trial completion, a final report must be submitted to the WNHS Ethics Committee as well as copies of any publications or summary clinical study reports eventuating as a result of the research.

Investigators are reminded that it is their responsibility to remember to provide timely reports; the WNHS Ethics Committee will not send out reminders.

___________________________________
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