TERMS OF APPROVAL

The following general conditions apply to all approvals by the Sir Charles Gairdner Group, and starting a research project following the issue of approval will be deemed to be an acceptance of them by all investigators:
	1. 
	The responsibility for the conduct of projects lies with the site investigator, all correspondence should be signed by that investigator or their delegate.

	2. 
	Trials that do not commence within 12 months of the approval date will have their approval cancelled and the trial will be closed.

	3. 
	The submission of an application for approval will be deemed to indicate that the investigator and any sponsor recognises the Committee as a registered (with AHEC) Human Research Ethics Committee and that it complies in all respects with the National Statement on Ethical Conduct in Human Research and all other national and international ethical requirements.  The Committee will not enter into further correspondence on this point.

	4. 
	A list of the Committee members that attended specific meetings is available on request, but no voting records will be provided.

	5. 
	The investigator will report adverse events accompanied by a cover sheet, available on the website, indicating whether or not the trial should continue.  Reporting requirements are as per the NHMRC AHEC Position Statement May 2009 which is summarised in the attached memo.  Additional reports other than those outlined that are submitted to the Committee will be returned without acknowledgement.

	6. 
	Where a project requires a Data Safety Monitoring Board (DSMB) it is the investigator’s responsibility to ensure this is in place before the commencement of the project and the HREC notified of this.  All relevant reports from the DSMB should be submitted to HREC.

	7. 
	If this project involves the use of an implantable device a properly monitored and up to date system for tracking participants is to be maintained for the life of the device in accordance with the National Statement section 3.3.22 (g).

	8. 
	The investigator is responsible for notifying the Therapeutic Drugs Administration of a device incident in accordance with the National Statement section 3.3.22 (g) 

	9. 
	All trial drugs must be dispensed by the Pharmacy Department.  A fee is levied for this service and investigators must regard this fee as an item requiring a budget allocation.  Alternatively, if a sponsor agrees, separate direct funding of pharmacy services may be undertaken.

	10. 
	The site investigator will inform the Committee about any changes to the project.  Further information regarding the submission of amendments is available on the website http://www.scgh.health.wa.gov.au/Research/ApprovalInformation.html

	11. 
	An annual report (including a brief outline of events and progress) on each project approved will be required on the anniversary date of the trial’s approval.  Ethics approvals are subject to the submission of these reports and approval may be suspended if the report is not submitted.  The report form will be sent to the site investigator named on the approval the month prior to the report falling due; it is also available on the website.

	12. 
	The Committee has the authority to audit the conduct of any trial without notice.   Exercise of this authority will only be considered if there are grounds to believe that some irregularity has occurred, if a complaint is received from a third party or the Committee wishes to undertake an audit for QA purposes.

	13. 
	Complaints relating to the conduct of a trial should be directed to the Chair and will be promptly investigated according to the Committee’s complaints procedures.  A copy of the complaints procedure can be supplied on request.

	14. 
	Investigators of sponsored studies are advised to draw the above conditions to the attention of the sponsor.  Investigators are reminded that records of consent or authorisation for participation in special studies (including clinical trials) form part of the Acute Hospital Patient Record and should be stored with that record in accordance with the WA Health Patient Information Retention and Disposal Schedule (Version 2) 2000.  A copy of the 'Participant Information Sheet' should also be included in the medical records as part of informed consent documentation.

	15. 
	The duration of ethical approval is dictated by the estimated length of the research provided by the investigator in their initial submission.  All research projects will be given an ethical approval expiry date that will not exceed five (5) years.

	16. 
	To obtain an extension to a research project a letter must be sent to the Delegate of the Chair of the SCGG HREC with the new estimated end date and justification for the extension of the research.

	17. 
	Once the approval period has ended, a letter will be sent to the investigator, requesting that they submit an annual report or request an extension. If no reply is received within 30 days the project will be closed and archived. A letter notifying the investigator that the research project is now closed will be sent at this point.

	18. 
	In extreme cases the SCGG may immediately and without warning withdraw its approval to conduct research.

	19. 
	If a project is suspended or terminated by the principal investigator or a project sponsor the investigator must immediately inform the SCGG HREC of this and the circumstances necessitating the suspension or termination of the project. Such notification should include information as to what procedures are in place to safeguard participants.

	20. 
	Once the HREC has suspended or terminated the research approval the project must cease.  The investigator is required to ensure that the needs of the participants involved in the project are met. 

	21. 
	If a project fails to meet these Terms the SCGG HREC will contact the investigator(s) to request they rectify the identified issues.  If, after being contacted by the HREC, the issues are not addressed the HREC approval will be withdrawn and a recommendation made to the Sir Charles Gairdner Group that institutional approval be withdrawn.
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