THE ROYAL WOMEN’S HOSPITAL 

INTRODUCTION AND GUIDELINES --- HUMAN ETHICS 

Contents of Research and Human Research Ethics Committees Application

	Documents
	No. of copies to be submitted



	Pre-Submission Peer Review Proforma by Scientific Review Panel or Departmental Research Advisory Group (DRAG)
Human Research Ethics Application (HREA) 

Victorian Specific Module
Participant Information and Consent Form

RWH Research Protocol Cover Sheet (Departmental Approval Form) plus the Research Protocol

RWH Research Application Checklist

Investigator Brochure                 ) 
CTN Form
)  Copies
Clinical Trial Agreement
)  as

Indemnity Form
)  required

Insurance Certificate
)


	ONE electronic copy, PLUS
11 hard copies (i.e. 1x original with signatures + 10 others)
All copies should be double sided. 

Each copy should consist of all individual documents stapled or clipped together to form a complete stand-alone set




HREA, Victorian Specific Module and the Participant Information and Consent Form template are available at 
https://www2.health.vic.gov.au/about/clinical-trials-and-research/clinical-trial-research/how-to-make-an-hrec-application-for-clinical-trials 
RWH Research Protocol Cover Sheet (Departmental Approval Form)
RWH Research Application Checklist
All applications and correspondence are to be lodged with RWH Research and Ethics Secretariat 

INTRODUCTION

Investigators should familiarize themselves with the Information included in this document in order to satisfactorily complete and submit an application for ethics approval. Further instructions relating to each question in the application form(s) are provided in instruction documents for each of the forms. Please take the time to read this carefully, as failure to comply with the requirements will inevitably lead to delays in the approval of your Research Project.

The guidelines and instructions are for your information only and should not be lodged with the application.

Quality Assurance (QA)/Audit vs Research

All research involving patients as participants require review by the RWH Research Committee (RC) and RWH Human Research Ethics Committee (HREC).

Projects which can be considered Quality Assurance (QA) or Audit do not require RC and HREC full review/approval. Such projects should be reviewed and approved by the relevant Department and/or Divisional Head concerned.

The difference between QA/Audit and Research may not be easy to determine. 

NHMRC document on ‘ When does quality assurance in health care require independent ethical review ’ is useful to assist in this regard.

To satisfy requirements of some Journal editors who may insist on HREC approval before publishing a report which is clearly about QA and/or Audit activity, a statement signed by the Research and Ethics Secretariat certifying that the project has been endorsed as an QA/Audit by the Research Committee and Human Research Ethics Committee can be obtained from the Research and Ethics Secretariat.

FOLLOWING APPROVAL OF A PROEJCT

Once the project has been approved, the Principal Investigator(s) will be supplied with a “formal approval” document that must be retained with a copy of the approved Project.

The Principal Investigator(s) are also responsible for notifying the Research and Ethics Secretariat of:-

· Actual date of commencement of the project

· Adverse effects on participants and steps taken to deal with them.

· Any unforeseen events that might affect continued ethical or medico-legal acceptability of the project.

POST APPROVAL REPORTS & AMENDMENTS AND MONITORING

The Royal Women's Hospital Research and Human Research Ethics Committees are required to monitor research projects to which they have given ethical approval.

All necessary forms, including those listed below are available at the Victoria Government Department of Health web site at 

https://www2.health.vic.gov.au/about/clinical-trials-and-research/clinical-trial-research/monitoring-reporting
Renewal & Amendment applications

If ethics approval is due to expire and the Project is to continue under the same conditions, a renewal application is required.

If you wish to change any aspect of the project, including Participant Information and Consent Form, you need to apply to the Research and Human Research Ethics Committees for approval, making particular reference to the ethical implications (if any) of the proposed changes.

Progress & Final Reports

Every twelve (12) months (or more frequently if required) and at the conclusion of the Project, the Principal Investigator(s) must submit a concise report of the Project with special emphasis on ethical matters. This is required for ALL Projects, whether continuing or not. If no report is supplied, permission to continue the Project may lapse.

Adverse Event (AE) & Serious Adverse Event (SAE) Reports
Protocol Deviation & Violation Reports
Complaints Reports

Audits

Random audits of research projects will be conducted from time-to-time. Consent forms, raw data and details of analysis must be available for audit and retained on file for fifteen (15) years, or for twenty three (23) years in the case of children.

IMPORTANT INFORMATION FOR COMPLETION OF APPLCATION FROMS

Please pay particular attention to the language used, in both the application forms and Participant Information Consent Forms (for participants, parents or guardians).

The Principal Investigator at the RWH is responsible for proof reading the application to check:
· correct spelling

· correct grammar

· consistent use of tense

· consistent use of personal pronouns

· language is as simple as possible at the level of reading skills of the general public (approximately that of a 12 - 18 year old)

· explanations are clear, simple and comprehensible to members of the general public

· explanations to younger participants reflect the developmental capacities of the child or young person

HOW TO COMPLETE THE APPLICATION FORM DIRECTLY FROM THE COMPUTER

1.
The HREA (Human Research Ethics Application), Victoria Specific Module and Participant Information Consent Form can be accessed via the Victoria Government Department of Health Homepage at 


https://www2.health.vic.gov.au/about/clinical-trials-and-research/clinical-trial-research/how-to-make-an-hrec-application-for-clinical-trials 
Details on how to complete these Forms are in the Guidelines.
2.
Pre-Submission Peer Review Proforma, RWH Research Protocol Cover Sheet (Departmental Approval Form) & RWH Research Application Checklist are available at the normal Research and Ethics Secretariat web site.

3.
In general, the Forms have been set using fields and protected sections. So those parts of the document not requiring entry of information are protected from changes. Text can be entered following each question. Fields have been used for entry of short answers and investigator contact details etc. Sections have been used to allow entry of longer answers, and these sections have full spell-checking and text formatting functionality.

4.
A footer can be included which shows the date on which the document was last saved. Please save the document before printing to ensure that the date of preparation of the application is correct. This is necessary to enable identification of the most recent version.

5.
Page numbers can also be included in the footer of the application form. These are to provide the correct order of pages only and are not intended for cross-reference as they may vary when answers are of differing lengths.

6.
A space for the project number is included on those documents to be given to participants. As applicants will not know this number when submitting the project for approval, it can be left blank, but once a project number is issued and approval granted, the project number should be quoted on all documents, including those given to participants.
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