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Questionnaire to Determine Ethics Approval Procedure: When to Use Form A and When to use Form B Ethics Forms.

This questionnaire should be completed prior to submitting an ethics application to ensure that the correct form is being used. 

Part A

The statements below will help you to determine the risk of your project causing physical or psychological harm to participants and whether the nature of the harm is minimal and no more than is normally encountered in daily life.  The degree of risk will then be used to determine the appropriate approval procedure and type of application form required.

Does your Project involve any of the following?
(Please answer all questions. Please circle either YES or NO for each question).

Risk of Harm

	
1. 	Situations in which the researcher (you) may be at risk of harm.
	
YES 	NO

	
2 	Use  of  questionnaire  or  interview,  whether  or  not  it  is  anonymous  which  might reasonably be expected to cause discomfort, embarrassment, or psychological or spiritual harm to the participants.
	
YES 	NO

	
3. 	Processes that is potentially disadvantageous to a person or group, such as the collection of information which may expose the person/group to discrimination.




	
YES 	NO

	
4. 	Collection of information of illegal behaviour(s) gained during the research which could place the participants at risk of criminal or civil liability or be damaging to their financial standing, employability, professional or personal relationships.
	
YES 	NO

	
5. 	Collection of blood, body fluid, tissue samples or other samples.
	
YES 	NO

	
6. 	Any form of exercise regime, physical examination, deprivation (e.g. sleep, dietary).
	
YES 	NO

	
7. 	The  administration  of  any  form  of  drug,  medicine  (other  than  in  the  course  of standard medical procedure), or placebo.
	
YES 	NO

	
8. 	Physical pain, beyond mild discomfort.
	
YES 	NO

	
9. 	Any   MIT Unitec   teaching   which   involves the participation of MIT Unitec students for the demonstration of procedures or phenomena which have a potential for harm.
	
YES 	NO









Informed and Voluntary Consent

	
10.  Participants whose identity is known to the researcher. (If participants are anonymous, you may answer No).
	
YES 	NO

	
11.  Participants who are unable to give informed consent.
	
YES 	NO

	

12.  Research on your own students/pupils.
	
YES 	NO

	
13.  The participation of children (seven (7) years old or younger).
	
YES 	NO

	
14.  The participation of children under sixteen (16) years old where parental consent is not being sought.
	
YES 	NO

	
15.  Participants who are in a dependent situation, such as people with a disability, or residents  of a hospital,  nursing  home  or prison  or patients  highly  dependent  on medical care.
	
YES 	NO

	
16.  Participants who are vulnerable.
	
YES 	NO

	
17.  The use of previously collected information or biological samples for which there was no explicit consent for this research.
	
YES 	NO

	
18.  Research where cultural consultation is required. 
	
YES 	NO




Privacy/Confidentiality Issue




18. Any evaluation of MIT Unitec services or organisational practices where information of a personal nature may be collected and where participants may be identified.  

YES 	NO


Deception


19.  Deception of the participants, including concealment and covert observations. 	YES 	NO

Conflict of Interest



20. Conflict of interest situation for the researcher (e.g. is the researcher also the lecturer/teacher/treatment-provider/colleague or employer of the research participants or is there any other power relationship between the researcher and the research participants?). Please note: This includes research conducted using participants or peers from your own place of study or work.

YES 	NO


Compensation to Participants


21.  Payments or other financial inducements (other than reasonable reimbursement of travel expenses or time) to participants.

YES 	NO


Procedural


22.  A requirement by an outside organisation (e.g. a funding organisation or a journal in which you wish to publish) for Ethics Committee approval.

YES 	

Part B

The statements below are used to determine if your project can be approved at MIT Unitec or whether it requires ethical approval by a regional Health and Disability Ethics Committee. 

The statements are derived from the document “Guidelines for an Accredited Institutional Ethics Committee to Refer Studies to an Accredited Health and Disability Ethics Committee” prepared by the Health Research Council Ethics Committee: (http://www.hrc.govt.nz/assets/pdfs/policy/ReferralGuidelines.pdf).

Please note: Should you answer YES to any of the questions below, it is advised that you consult with the Deputy Chair of UREC to determine whether UREC is prepared to accept your application or refer it on to an external committee. 

Does your Project involve any of the following?
(It is important that you answer all questions. Please circle either YES or NO for each question)

	
23.  The use of staff or facilities of a health provider (e.g. DHB, PHO or health NGO).
	
YES 	NO

	
24.  Support, directly or indirectly, in full or in part, by health provider funds (e.g. DHB, PHO or health NGO).
	
YES 	NO

	
25.  Participants who are patients/clients of, or health information about an identifiable individual held by an organisation providing health services (for example, general practice, physiotherapy, occupational therapy, and sports medicine), disability services, or institutionalised care.
	
YES 	NO

	
26.  Requirement for ethical approval to access health or disability information about an identifiable individual held by the Ministry of Health, or held by any public or private organisation whether or not that organisation is related to health.
	
YES 	NO

	
27.  A clinical trial which requires the approval of the standing committee on Therapeutic   Trials; requires the approval of the Gene Technology Advisory Committee; is sponsored by and/or for the benefit of the manufacturer or supplier of a drug or device.

	
YES 	NO



Determine the type of ethics application form to be used (choose one option):


*Please note: Researchers who are new to MIT Unitec, new to research involving human participants, new to the ethics submission process, for whom ethics committee approval is desirable or unsure about what form to submit after questionnaire completion, are welcome to send in a full MIT Unitec FORM A application, even if the screening questionnaire questions have all been answered ‘NO’.  

If you answed YES to any of the questions 1 to 22 (Part A) and NO to all questions in Part B


 Please use a MIT Unitec FORM A application form for your research project.


If you answed YES to any of the questions 23 to 27 (Part B)


 Prepare an application using the appropriate Health & Disability Ethics Committee Application Form


If you answed NO to all of the questions*



 Use a MIT Unitec FORM B application form for low risk applications. 
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