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Application for Ethics Review Exemption
	1. Title & Investigators

	Title
	

	Your Name
	
	Designation 
	

	
	Contact Number
	

	Your Service/ Ward/ Unit:
	

	Program
	 FORMCHECKBOX 
 Youth Program   
	 FORMCHECKBOX 
 Adult Program  
	 FORMCHECKBOX 
 Older Adult Program

	
	 FORMCHECKBOX 
 State Forensic Service
	 FORMCHECKBOX 
 Statewide Services
	 FORMCHECKBOX 
 Corporate Services

	Your Managers Name
	
	Designation:
	

	
	Contact Number:
	

	Other staff/ investigators involved in your Quality Improvement
	Name
	Designation

	
	
	

	
	
	

	
	
	

	
	
	


	2. Objective and Action

	Objective(s) 
	

	National Standard 
	(What accreditation standard/s relate to your activity, eg. NSQHS Std 4 Medication Safety)


	What specific actions / changes you will implement 
	


	3. Evaluation

	How you will evaluate 
	(How will you know whether the changes/actions have achieved your objective?  

Where possible, use an outcome measure, eg 28 day readmission rate.  

Where applicable, include a process measure, eg file audit to ensure staff are utilising new process.) 

	
	

	
	Process Evaluation
	 

	
	Impact Evaluation
	

	
	Outcome Evaluation
	

	Estimated Number of Cases involved
	
	How was this calculated?

	
	
	

	What cases are included in your sample size?
	
	What cases are excluded?
	

	Method/s of obtaining data
	 FORMCHECKBOX 
 Questionnaire (attached)

 FORMCHECKBOX 
 Database / QA Register

 FORMCHECKBOX 
 Literature Review
	 FORMCHECKBOX 
 Interview (eg. phone; attached) 

 FORMCHECKBOX 
 Observation

 FORMCHECKBOX 
 Focus/ discussion group
	 FORMCHECKBOX 
 Clinical record review

 FORMCHECKBOX 
 Audit / check-sheet (attached).

 FORMCHECKBOX 
 Case Study

	Timing of data collection
	 FORMCHECKBOX 
 Retrospective (information already exists)

 FORMCHECKBOX 
 Concurrent (Information will be collected as time of study)

 FORMCHECKBOX 
 Monitoring (information is being collected on an ongoing basis).

	Estimated Start Date
	09/08/2017
	Estimated report submission date
	27/10/2017


	4. Ethics Consideration 
	Yes
	No

	1
	Does the proposed project pose any risks for patients beyond those of their routine care? (risks include physical risks e.g. pain or discomfort; psychological risks e.g. embarrassment, guilt or fear; and social risks e.g. discrimination or stigmatisation)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2
	Does the proposed project involve any clinically significant departure from the routine clinical care provided to the patients?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3
	Will there be testing of non-standard (innovative) protocols or equipment? (if what you are using has been used elsewhere for a similar purpose then this is not innovative)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4
	Does the proposed project impose a burden on patients beyond that experienced in their routine care? (e.g. persistent phone calls, additional hospital visits or lengthy questionnaires)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5
	Will information be gathered (about the participant) go beyond that which is collected routinely? (information may include bio-specimens or additional investigations)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6
	Will the participants’ personal information be used for a purpose other than the purpose for which it was collected?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7
	Does the proposed project risk breach the confidentiality of any individual’s personal information, beyond that experienced in the provision of routine care?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8
	Does the activity potentially infringe the privacy or professional reputation of participants, providers or our organisation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9
	Is the proposed project to be conducted by a person who does not normally have access to the patient’s records for clinical care or a directly related secondary purpose?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10
	Will data or analysis from this activity be used for other purposes?  (this includes but is not limited to, inclusion in academic theses and similar reports)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11
	Will there be randomisation or the use of control groups or placebos?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12
	Will there be comparison of cohorts? Are you splitting your group and comparing the subgroups with each other? Will one of the subgroups be treated differently?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13
	Will there be targeted analysis of data involving minority / vulnerable groups; whose data is to be separated out of the data collected or analysed as part of the main QA/ evaluation? (this includes but is not limited to ethnicity and other similar variables)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14
	Will the participation or non-participation adversely affect the participants normal health care delivery program or, for the evaluation of teaching activities, that the assessment of the student (eg grades received) will not be affected by participation or non-participation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	15
	Do you intend to publish this activity in the future and therefore require an Ethics approval number? (This document can be used as your application for HREC exemption)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If none of the above applies, your proposal is ready for submission to your supervising QI committee (eg SQRM). Once approved, you will be notified and thereafter can start your activity.


	If any of the above apply (except question 15), your project may require further review.  Please provide additional information for each question where you have answered YES.

	

	If ONLY question 15 applies, please note that you require evidence of a HREC exemption prior to publishing, which includes conference presentations.  Submit your proposal to your supervising committee (SQRM) for approval.  Once approved, you can request ethics review exemption from a HREC.  Enter your QI Registration Number below, and then submit this form to the NMHS MH REGO to apply for NMHS MH HREC ethics review exemption.  Once this is approved, you will be notified and can publish your findings. 

	QI Registration Number: 



Compiled by the NMHS MH REGO Executive Officer.  Issued: March 2018






The REGO Review… 


Is to assess any aspects of methodology and design which potentially place a Quality Improvement or Clinical Quality Registry outside of the usual QI and HREC approval process,  


Will be informed (but not limited to) the NHMRC Guidelines - Section 1: Values and Principles of Ethical Conduct, Section 3: Ethical Considerations Specific to Research Methods or Fields and Section 4: Ethical Considerations Specific to Participants,


Will determine whether the activity is of negligible risk (as defined in paragraph 2.1.7 NHMRC Guidelines) and is ethically acceptable,


Will determine whether the activity is suitable for approval without review by the HREC,


Will have due regard to relevant privacy regulation.
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