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Amendment Notes

· This form is to be used for requesting approval for proposed variations to research projects involving humans that have been approved by UnitingCare Health Human Research Ethics Committee (HREC).

· Variations requiring approval may include, but are not limited to, additions to the research plan, or changes to investigators, study population, recruitment of participants, acquisition of human tissue, access to personal records, research instruments, or participant information and consent documentation.
Variations must be approved by the HREC before they are implemented.

· You are expected to have read the National Statement on Ethical Conduct in Research Involving Humans and incorporated the ethical principles therein as part of your research plan. The Statement applies to all human research and is not restricted to health research. It is available at: http://www.health.gov.au/nhmrc/issues/researchethics.htm
· Care should be taken in the preparation of the application, ensuring that all questions are fully answered.

· Answers to questions must be expressed in plain English. Prior knowledge should not be assumed. Where it is necessary to use technical terms, these must be explained.

· Enter the answer in the space provided – this can be expanded if insufficient, although answers should be as concise as possible while at the same time providing the required detail. Do not answer questions with “see attached” or “refer to funding application”.

Submission:

Submit only the original of the completed application for amendment (excluding this page), printed double-sided, and any attachments as required to UnitingCare Health Human Research Committee.

UnitingCare Health Human Research Ethics Committee

The Wesley Hospital

PO Box 499

Toowong Qld 4066

Telephone: 3232 7500

Email: ethics@uchealth.com.au

Amendment Application
Amendment No:
________________________________
Date:
____________________________________

1
CHIEF INVESTIGATOR or PROJECT SUPERVISOR  (first named on the approval notification)

	Name:      Title / first name / family name
	

	Qualifications and position held:
	

	Organisation name and postal address:
	

	Telephone and Fax:
	

	Email address:
	


2
TITLE OF PROJECT (as it appears on the approval notification)
	


3
APPROVAL DETAILS
	UnitingCare Health HREC Reference No.



4
STUDENT RESEARCH

	Is the research the project of a student of a tertiary institution in Queensland?
	Yes
	
	
	No
	

	If YES:
Name of Student

	


Name of Supervisor


5
PROJECT STATUS
	Has the project commenced?
	Yes
	
	
	No
	


	If YES, when did the project commence? (dd/mm/yy):
	


6
DETAILS OF PROPOSED AMENDMENT NO. ____________________
Provide details of the proposed amendment(s) to the research protocol. Where appropriate, present in terms of from the existing protocol to the new protocol. Attach the original of any documents that are new or revised as a result of the amendment, eg advertisements, participant information sheets, surveys, clinical protocols. For revised documents, please highlight changes or show tracked changes. Identify documents with version # and date.
	


7
JUSTIFICATION FOR VARIATION
Why is the amendment necessary?

	


8
RESEARCH PARTICIPANTS
	Does the amendment involve recruiting new participant groups, or changing the way in which participants are to be recruited?
	Yes
	
	No
	



If YES, provide full details using the following headings:

	What is the participant group?
What is the number of participants involved and what is the justification for choosing this number?
From where will the participants be recruited? (Identify any hospitals organisations that are to be involved.)

How and by whom will participants be approached to receive the invitation to participate?
How much time will participants have to consider the invitation to participate?



9
ETHICAL CONSIDERATIONS
What ethical considerations, if any, are raised by the proposed variation? (Refer to the National Statement on Ethical Conduct in Research Involving Humans, section 1 and other sections relevant to the project.)
	


10
DECLARATION
In signing this application, I declare that:

1 The research protocol conforms to the National Statement on Ethical Conduct in Research Involving Humans, 1999, which I have read.

2 The documents that are new or revised as a result of the variation are attached, eg advertisements, participant information sheets, consent forms, surveys, clinical protocols.

3 The variation will not be implemented prior to receiving approval from the ethics committee.

I make this application on the basis that the information it contains is confidential and will be used by UnitingCare Health for the purposes of ethical review and monitoring of the research project described herein, and to satisfy reporting requirements to regulatory bodies. The information will not be used for any other purpose without my prior consent.


	SIGNATURE:

____________________________________________

____________________________________

Chief/Qualified Investigator




Date:

	Name:
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