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	Office use:
	Database

Reference Number
	
	Date Received
	
	Reg No.
RTP- _  _  _  _

Date Approved:        


	Form HE12: 0608
Human Research Ethics Committee
REGISTER OF APPROVED TESTS AND PROCEDURES
APPLICATION FOR REGISTRATION


This form is to apply to the Human Research Ethics Committee (HREC) to have a standardised test, research instrument or procedure included in the HREC Register of Approved Tests and Procedures.
Applications can be submitted by individual researchers, Centres, Schools or Faculties, however an individual must be named as the sponsor.  
Once approved, the test or procedure will be listed on the HREC Register of Approved Tests and Procedures  on the Human Research Ethics website and available to University of Newcastle affiliated researchers.  

Note:  The HREC reserves the right to withdraw registration at any time.

Guidelines to help you complete this form are included as blue hidden text.   To show the hidden text, from the MS Word menu select:



Tools (Options ( View ( Hidden Text ( OK
With that option the hidden text will not be seen on the printed version.  [To print hidden text select Tools(Options(Print(Hidden Text .  However DO NOT submit applications with hidden text showing. ]
The format and content of the form are not to be altered.  Colours are used in the form to assist applicants.  It is not necessary to print your application in colour for submission.  
ITEM FOR REGISTRATION 
	
	

	Title of item for registration

	
	

	
	

	Version number (if applicable)
	
	

	
	

	Author
	
	

	
	


SPONSOR  (this must be the applicant)  
	
	

	Name (Title / given name / family name)
	
	

	
	

	Qualifications
	
	

	
	

	Uni ID eg abc123, c12345678; 
(if unknown, insert Staff No.)  
	
	

	
	

	School / Faculty 
	
	

	
	

	Mailing address 
	
	

	
	

	Contact phone / fax
	
	

	
	

	Email 
	
	

	
	

	
	


PART A – DETAILS OF ITEM OR PROCEDURE
	A1
	What is the test or procedure used for?




Provide a succinct summary of what the test or procedure is used for, eg ‘assess coping strategies in adolescents’ or ‘procedure for conducting MRIs on research participants’. Max 20 words. This is the description that will appear in the Register.
	
	

	Details
	
	

	
	


	A2
	Description of test or procedure



In plain English describe the item for registration, ie what form it takes, its elements, what it will involve for participants, and the normal purpose and use of the item. 

Attach a copy of the item, eg if it is a questionnaire type test or instrument, or a copy of the protocol or manual for other procedures.  Applications will not be considered without this attachment. 
	
	

	Details
(Max 500 words)
	
	

	
	


	A3
	Approved population



For what population has the test or procedure been developed and validated, eg ‘8-16 years’ or ‘healthy adults’?  Max 20 words. This population will be identified in the Register.
	
	

	Details
	
	

	
	


	A4
	Restrictions on use



Are there any restrictions on who can administer or use the test or procedure, eg limited to specific professions or particular qualifications required?
	
	

	Details
(Max 100 words)
	
	

	
	


	A5
	Supporting evidence



Briefly provide evidence that the proposed item has a sound scientific / theoretical basis, drawing on the literature to support its use. 

A reference list alone will not be acceptable but should be provided to support the review. 
	
	

	Details
(Max 500 words)
	
	

	
	


PART B – ASSESSMENT OF RISKS
	B1
	Are there potential risks associated with the proposed item, either for participants or researchers?
	Yes

Go to B1.1
	
	
	No

Go to  C
	


Risk is the potential for harm, either physical, psychological, social, economic, or legal, or the potential to cause people to think they have been treated disrespectfully.  Harm can be anything from a perceived invasion of privacy to making participants feel uncomfortable, embarrassed, distressed, or obligated, to risk of retribution should others become aware of their involvement or aware of their data, to loss of face, perceived disadvantage, or to actual physical harm.

Careful thought needs to be given to this question.  What a participant sees as a risk or harm may not be considered in the same light by the researcher.  For example, if a test is administered which has the potential to identify certain physical or emotional states in a person and there is no follow-up, the participant may feel therefore that it can’t be important, or that no-one cares, or it makes them angry, any of which may lead them to ignore symptoms, or take action which could have serious consequences for themselves or others.

If YES:

	B1.1
	What are the risks?

	
	Details 
(Max 300 words)
	
	


	B1.2
	To whom do the risks apply?

	
	Details 
(Max 100 words)
	
	


	B1.3
	What, if any, strategies should be put in place to negate, minimise or manage the risks?


This relates to a duty of care issue.  If there is the potential for the test or procedure to cause harm then the researcher has a duty of care to ensure there is appropriate follow-up, or to put in place strategies to manage, minimise or negate the risk of harm occurring.  Depending on the nature of the test or procedure, follow-up might require contact with the participant and referral to appropriate services or sources of care, eg if the test is diagnostic.  In other cases, eg with anonymous testing, a statement in the Information Statement or an appendix to the test encouraging participants who answered in a particular way (eg indicating depression) or for whom the test might raise issues, to seek assistance from appropriate service providers (with the list provided by the researcher).  The sponsor of a test or procedure is to identify what these strategies should be, eg  
[a]
Low level risk – alert participants and provide generic sources of assistance;
[b]
Potential for significant risk – not appropriate for anonymous testing – follow-up may be required.
	
	Details 
(Max 300 words)
	
	


PART C – PARTICIPANT ISSUES
	C1
	Should potential participants be screened?
	Yes

Go to B1.1
	
	
	No

Go to D
	



If YES:

	C1.1
	What screening protocol or technique should be used?  Include information on who should conduct this screening.

	
	Details 
(Max 300 words)
	
	


PART D – INFORMED CONSENT
	D1
	Information for participants




Provide the text that should be given to potential participants that describes the test or procedure, what is involved for participants, identifies the risks if any, any exclusion criteria and any other special participant issues.  This should be succinct but informative.
	
	

	Details
	
	

	
	


PART E – OTHER ISSUES
	E1
	Are there any other issues associated with the item or procedure that you wish to bring to the attention of the HREC?
	Yes
	
	
	No
	



If YES:

	
	

	Details

	
	

	
	


PART F – SPONSOR DECLARATION
· 
I declare that the information provided in this application is truthful and as complete as possible. 

· 
I confirm that the proposed test or procedure conforms to the values and principles of ethical conduct (research merit and integrity, justice, beneficence and respect) as set out in the National Statement on Ethical Conduct in Human Research, 2007.  
	
	Name
	Signature
	Date

	Sponsor
	
	
	

	
	
	
	


APPENDIX – How to submit your application
DO NOT submit these instructions with your application
Before you submit: 

· Incomplete applications will not be accepted.

· The Applicant Declaration (Part F) must be completed.  

· Ensure the printed copy of your application does not include the hidden text.

· Applications may be photocopied double-sided.

Number of copies to be submitted:


Application form:
Original + 14copies  

Test or Procedure:
3 copies  

Note:  If copyright provisions prevent copying, you will need to provide 3 originals of the test / procedure.  Upon request 2 will be returned to you following review by the HREC.  1 will be retained on file.
Submit to:

Human Research Ethics Committee


Tel:
492 18999

Research Office




Fax:
492 17164


East Wing, The Chancellery



(International prefix +61 2)

The University of Newcastle


Callaghan   NSW   2308


Australia





Email: Human-Ethics@newcastle.edu.au 


Keep both an electronic copy and paper copy for your personal records, ie the full application complete with signature etc.


Closing date for applications:

Last working day of the month (except December as the HREC does not meet in January)
DO NOT submit these instructions with your application
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