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Ethical Clearance for Research Involving Human Participants

AMENDMENTS TO APPROVED PROPOSALS

· Behavioural & Social Sciences Ethical Review Committee (BSSERC)

· Medical Research Ethics Committee (MREC)
                                             Please tick box:

	MREC
	
	BSSERC
	


	Clearance Number of Original Project:



	Approved Project Title:


	

	

	


	Approved Principal Investigator:
	

	Staff Noº/Student Noº:
	

	

	Approved Co Investigator/s:
	

	 
	


	Approved Supervisor/s: (if applicable)
	


	School/s - Department/s:
	


	Contact Details of Principal Investigator:

	Phone
	Fax
	E-mail

	
	
	
	


	Degree Enrolled (if student):


	

	Approved Funding Body:


	

	If Project Funded  - What year? 

                                 - Reference Noº if available?
	


	Approved Project Location:
	
	Approved Project Duration:
	
	


	Does This Amendment Submission Hold Other Ethical Clearance?:                                                         YES/NO
Note: Attach copies from other AHEC Registered Ethics Committees                                                                                               (circle) 


	PLEASE ANSWER ALL OF THE FOLLOWING QUESTIONS:



	1) Have The Participants been amended?  How?:                                                                                   YES/NO
      Note:  Details of approximate number, age range, and male/female ratios are required.                                                             (circle)

	

	

	


	2a) Have The Participant Recruitment Procedures or Details Been Changed?  How?:                      YES/NO


                                                                                                                                                             (circle)

	

	

	

	

	2b) If  you are proposing a change to the recruitment procedures (ie, you                                                YES/NO

 answered YES, to 2a above), then does that proposed change include disclosure                                       (circle)
of personal information (eg, mailing list, names, contact details, etc) from another 
party or organisation to the researchers?  

Note: disclosure of personal information from another party or organisation to the researchers, even if merely for the purpose of seeking initial expression of interest in the project, must be authorised by each individual to whom the information relates (unless it is a completely public database with unrestricted access).  Eg, Clinic X must not give to the researchers a mailing list of patients who might be potential participants for the project unless those patients have previously authorised such use and disclosure of their information to non-clinic parties.

	


	3) In 'Every-day/Lay Language' Please Provide A Summary Of The Project Amendments:


     Note: clearly detail the changes from the originally approved protocol

	

	

	

	

	

	

	

	

	

	

	

	

	


	4) Give Details Of The Ethical Considerations Attached To The Proposed Amendments:



	

	

	

	

	

	

	

	

	

	

	

	


	5) Has The Participant Informed Consent Process Been Amended?  How?                                        YES/NO

                                                                                                                                                                                          (circle)

	

	

	

	

	


	6) Have Details Of Procedures For Establishing Confidentiality And Protecting Privacy Of           Participants Been Changed?  How?:                                                                                                         YES/NO

                                                                                                                                                                                          (circle)

	

	

	

	


	7) Have Details Of Data Security and Storage Been Changed?  How?                                                 YES/NO

                                                                                                                                                                                          (circle)

	

	

	

	


	8)  Have Details For Participant Feedback Been Changed?  How?:                                                      YES/NO

                                                                                                                                                                                          (circle)

	

	

	


	9)  'Risks, Inconveniences and Discomforts' - How Have These Issues Been Addressed For The Proposed                  Amendments?:


	

	

	

	

	


	10) Has The Known Project Funding Changed?  How?:                                                                        YES/NO

                                                                                                                                                                                          (circle)

	

	

	

	


	11) Due to the Proposed Amendments Does Any 'Conflict Of Interest' Issues Now Arise?  

       If YES, Please Provide Details.  

        Note: Conflict of Interest may arise because a researcher, or someone close to the researcher, stands to benefit financially from the research                   or the carrying out of the project or because inconsistent or incompatible obligations exist

	

	

	

	


	12) Are you applying for an extension to the duration of ethics clearance?                                          YES/NO

        If YES, to what date, and explain why the extension is requested.                                                                          (circle)

	

	

	


ATTACHMENTS:

1) Consent Form





Yes/No

2) Information Sheet




Yes/No

3) Questionnaire






Yes/No

    Note: please attach ONLY those developed or adapted specifically for this project
4) Indemnity






Yes/No

5) Gatekeepers






Yes/No

    Note: A 'Gatekeeper' is a letter of Authority and Recognition from an Organisation of ANY type Involved with the research on the                project

6) References






Yes/No

7) Other - Please Specify _____________________________________________________________________

__________________________________________________________________________________________

__________________________________________________________________________________________

We/I, the undersigned researcher(s) have read the University of Queensland’s Guidelines for Ethical Review of Research Involving Humans and the NHMRC’s National Statement on Ethical Conduct in Human Research, and agree to abide by them in the conduct of this research. It is understood that this includes the reporting and monitoring roles associated with the approval by the University of Queensland.
Signature of Principal Investigator:____________________________________________    Date:     /     /     .

Signature of Supervisor (if applicable):____________________________________________   Date:     /     /     .

The original form should be submitted to:

The Ethics Officer

Research & Research Training Division
Cumbrae-Stewart Building (72)

The University of Queensland QLD 4072

Ph:    (07) 3365 3924

Fax:  (07) 3365 4455

Email:  humanethics@research.uq.edu.au
Guidelines and General Information for submissions can be found on our website at:

http://www.uq.edu.au/research/rrtd/human-ethics 
Last Updated 13.08.2009
CLEARANCE NOº


(office use only)
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