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Application form for approval of low risk research at Auckland DHB v3
(NOT to be used for Audit or related activity)

Use this form for low risk, no budget (or budget <$5000) observational research.  Submit this fully signed application form in electronic scanned or pdf version along with the unsigned Word (.doc) version and study protocol (mandatory) as email attachments to the Research Office coordinator (if known) or to the generic Research Office email address (researchoffice@Auckland DHB.govt.nz). Other supporting documents (e.g. ethics application, participant information and consent) must also be submitted before the research approval process can commence. For the complete Supporting Documents Checklist go to http://www.Auckland DHB.health.nz/assets/Document-checklist-research-approval.pdf
You may delete instructions in red.

Please help us reduce waste and rework by sending only electronic versions of your documents.
	SECTION A. GENERAL INFORMATION


	1.  Project title:
	


	2. A+ number: (if known)
	
	3. Ethics Committee and ethics number OR reason why ethical approval not sought

	


	4. Principal Investigator name, job title and physical address: 
	
	5. Telephone number and email:
	


	6. Auckland DHB key contact (if not Principal Investigator) name, job title and physical address: 
	
	7. Telephone number and email:
	

	
	
	
	Sign here


	8. For student projects, Auckland DHB Clinical Supervisor (if not above), name, role and physical address: 
	
	9. Telephone number and email:
	

	
	
	
	Sign here


	10.  Other Auckland DHB named investigators:
	


	SECTION B. RESPONSIVENESS TO MĀORI


	11. Please describe whether and how your study may benefit Māori

	

	

	

	

	


	12a. Will participants’ ethnicity status be collected as part of your study?
	Delete one
	YES                 NO

	12b. If NO to above, please explain why not?

	

	

	

	

	The below links to endorsed, standard ethnicity data protocols for the Health and Disability Sector

http://www.health.govt.nz/publication/ethnicity-data-protocols-health-and-disability-sector



	13a. Is an analysis (or sub-analysis) of outcomes by Māori ethnicity planned?
	Delete one
	YES                 NO

	13b. If YES, describe:

	

	13c. If NO, please explain why not?

	


	14. Please provide a brief, plain English summary of your study:

	150 words or less. You may use a.1.5 from the HDEC form

	

	

	

	


	15a. How many participants will be recruited for the study? If study is retrospective (e.g. an outcome analysis) please estimate the number of patients whose records will be reviewed.
	Worldwide
	

	
	Aotearoa New Zealand
	

	15b. How many participants are expected to be Māori? Give % and absolute number  and cite the reference source:

	

	

	

	

	The below links may help you find Māori health statistics for the health issue you are researching:

Ministry of Health: http://www.health.govt.nz/nz-health-statistics
Statistics NZ: http://www.stats.govt.nz/infoshare/?gclid=CMWcuqfZorUCFct7QgodkSgAVQ



	16a. Might your study contribute to reducing inequalities in health outcomes between Māori and other New Zealanders?
	Delete one
	YES                 NO

	16b. Explain why YES or NO:

	


	17. How will Māori participants be recruited? (where?, how?, by whom?) -  outline steps to ensure adequate participation:

	

	

	


	18. Please identify the main cultural issues that may arise for Māori who may participate in your study and explain how these issues will be managed
 :

	

	HRC Guidelines for Researchers on Health Research involving Māori  http://www.hrc.govt.nz/
Te Ara Tika: Guidelines for Maori Research Ethics

http://www.hrc.govt.nz/sites/default/files/Te%20Ara%20Tika%20Guidelines%20for%20Maori%20Research%20Ethics.pdf

	


	19a. Is there a Māori dissemination strategy?
	Delete one
	YES                 NO

	19b. If YES please describe:

	


	SECTION C. PROPOSED RESEACH


	20. Scientific explanation of the research: 

	Describe the proposed research project using the below headings. Be sure that it is clear how the research will involve AUCKLAND DHB and what research activities will take place at AUCKLAND DHB.

Background/Justification

Aims/Hypotheses

Research Design

Participants and/or data sources

Endpoints/Analyses




	22. Safety considerations

	22a. Will this research project require data, access to participants, resources or study procedures provided by more than one AUCKLAND DHB service or site?
	Delete one
	YES                 NO

	If YES:

1.
How has your engagement with these service(s) ensured that those study procedures will be followed according to the protocol?

2.
If the research involves a change to regular practice, how will you ensure reliable implementation across all AUCKLAND DHB services that will participate?
3. Ensure this application is authorised by all departments/services with significant involvement in the project in Section E.




	23 Ethical considerations

	23a. What benefits do you expect the study to provide?

	

	23b. What risks might the study pose?

	

	23c. What steps will you take to minimise expected risk?

	

	23d. Will you be obtaining information from health records (patient clinical records), health databases or registries?
	Delete one
	YES                      NO

	23e. If YES, in what format will the data be accessed by you or provided to you?
	Delete one
	Identifiable          Deidentified

	23f. Describe the process of obtaining informed consent from participants; or, if informed consent will not be obtained justify why it is ethical to do so.


	

	23g. Explain all measures taken to preserve the confidentiality of the patient information, including how it is stored, which study personnel will have access, and for how long it will be stored before destruction.

	


	SECTION D. RESOURCING AND FINANCE


	24. Impact of research on AUCKLAND DHB patients and or operations :

	If your study involves active participation of patients, whānau/family or staff what will participation involve? How will this vary from the experience they would have if not involved with the study?
Describe any impact in AUCKLAND DHB operational resources (e.g. staff time, clinic space, ward space, facilities, equipment, laboratories, consumables, access to data)



	25. A budget is required if Auckland DHB will incur any tangible costs as a result of the research. Will this research project need a budget?
	Delete one
	YES 
                NO


	26. Breakdown of budget (if applicable)

	List the resources that will be required for the study and break down costs for each.


	27. Income source for study (if applicable)

	A+ Trust
	
	NZ govt. agency
	
	Foreign govt. agency
	

	Other trust or charity
	
	NZ tertiary education sector
	
	Commercial sponsor
	

	Ministry of Health
	
	NZ private sector
	
	Collaborative trials group
	

	None of the above
	Explain 



	SECTION E. AUTHORISATIONS


National Women’s Health and Newborn Services studies - NOTE TO RESEARCHERS: After this form is signed the application will be considered for the next steps of approval by the Research Review Committee of Auckland DHB AND by the Women’s Health and Neonatal Research Governance Group (WNRGG). The WNRGG meeting dates can be found on the National Women’s Health research webpage: https://nationalwomenshealth.adhb.govt.nz/healthprofessionals/programmes-and-research/research/
Applications must be submitted to WNRGG by the dates on the webpage to be considered for the next meeting. Applications not received by the deadline will be considered at the following meeting.
	31a. Auckland DHB Departmental sign off – Service Clinical Director or Lead Clinician

	

	Name
	If you have any conflict of interest with this application sign off must be from Director of Health Services (below)

	Department
	

	I agree that the proposed research aligns with our department’s policy and strategic goals, and that the study is feasible within our department
	Sign here


	31b. Auckland DHB Departmental sign off – Director of Health Services 

	Name
	Director sign off required when Service Clinical Director or Lead Clinician has a conflict of interest

	Department
	

	I agree that the proposed research aligns with the departmental policy and strategic goals, and that the study is feasible within the department
	Sign here


	31a. Other departmental sign off – when study will be conducted across more than one Auckland DHB department (copy and paste as many extra tables as necessary)

	Name
	Service Clinical Director or Lead Clinician

	Department
	

	I agree that the proposed research aligns with our department’s policy and strategic goals, and that the study is feasible within our department
	Sign here


	31b. Principal (Coordinating) Investigator or Auckland DHB site lead investigator

	I agree that for research approved by a Health and Disability Ethics Committee I will submit progress reports annually and on time. I agree to inform the Research Office and provide a final report when the study is complete.
	Sign here


	31b. Studies with budgets only! Auckland DHB financial sign off – RC manager

	Name
	

	Department
	

	Comments
	

	I agree the research project has all resources/costs identified and accounted for and any usage of existing and future resource has been fully identified and is acceptable.
	Sign here


� Applications without separate ethical approval may only be approved at Auckland DHB when the project has special features that allow for a waiver of ethical review e.g. project is an anonymous survey.


� Some examples of research processes with cultural issues for Māori include genetic testing, tissue banking, collective informed consent, privacy and confidentiality of personal information.


� National Ethics Advisory Committee (2019) National Ethical Standards – Health and Disability Research and Quality Improvement. Sections 7.46-7.48, pp.82-83.


� If budget required >$5000 do not use this form. Use the Standard application form for approval of a research project:


� HYPERLINK "https://www.adhb.health.nz/health-professionals/research/review-committee/std-approval-pathway/" �https://www.adhb.health.nz/health-professionals/research/review-committee/std-approval-pathway/�





Low risk study application v3 July 2020

