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Application for ADHB Institutional Approval for                
Observational Studies and Audits (Expedited Review)


	Section A: General Summary

	

	ADHB Project No.
	
	

	

	Has this project been submitted to an Ethics Committee for expedited review?   

Yes   /   No    / Does not require ethical review                                   If yes, which?      NTX       NTY       MEC

	

	If “No” and you want the Research Office to submit to Ethics on your behalf, please provide two signed copies of the “Expedited Review of Observational Studies Application Form” and any accompanying documentation (e.g. study protocol, participant information sheet).

	Full project title 
	

	

	Principal Investigator’s name 
	

	Contact details 
	
	Phone
	

	
	
	Emergency No.
	

	
	
	Fax
	

	
	
	E-mail
	

	Service Area
	
	
	

	Contact details for communication if not via Principal Investigator

	Contact Name
	

	Contact details 
	
	Work phone No.
	

	
	
	Emergency No.
	

	
	
	Fax
	

	
	
	E-mail
	

	

	For non-ADHB employees, please provide name of ADHB contact person.  If the ADHB contact person is also the clinical director of the department/service where the research is to be undertaken, Section B will require the signature of the person the clinical director reports to, e.g. clinical leader / medical director.


	For student projects (summer, masters and doctoral), please provide name of ADHB clinical supervisor.
Clinical supervisor : In relation to this student and this project I take the responsibility to ensure: The student investigator is appropriately advised on clinical safety and correct processes in the interests of the patients involved in this research, and in the interests of ADHB; facilitation of resolution of any emerging issues relevant to patient safety.

	ADHB  Contact/Clinical Supervisor Name 
	
	Signature 
	

	Contact details 
	
	Work phone No.
	

	
	
	Fax
	

	
	
	E-mail
	

	


	Section B: Proposed Research

	Brief description of study (use continuation pages as required) 
	

	Describe any impact upon ADHB resources (e.g. use of staff time, facilities, consumables), and 

describe reasons if no budget.


	

	DEPARTMENTAL SIGN-OFF (if research is to be undertaken by more than one department obtain extra signatures as appropriate)

	Clinical Director / Manager / Leader / Medical Director / Nursing Leader (etc) : I am assured that 

The study design and methodology are sound, and it appears ethically sound; the study is clinically feasible/ appropriate; staff workload is acceptable; resource use is adequately identified; funding is adequate; PI and/or team members or planned members are suitably qualified; the potential group of patients/clients are not over researched already; the  department/service area can manage the research in the time frame suggested; any conflict of interest issues are declared/addressed.

 I also agree if savings or uses of operational money are identified for use/ transfer. Legal issues are being addressed. 

	 Name
	
	Signature
	

	Dept / Service Area
	
	
	

	
	
	Date
	

	Comments or qualification?
	

	 Name
	
	Signature
	

	Dept / Service Area
	
	
	

	
	
	Date
	

	Comments or qualification?
	


Complete Section C (below) if the research involves costs.
	Section C: Financial 

	

	Budget Attached
	
	Applying for Funding
	
	Date fund application decided
	

	Describe any impact upon ADHB resources (e.g. use of staff time, facilities, consumables)
	

	Clearly describe what is standard work and what is extra for the research
	

	

	DEPARTMENTAL SIGN-OFF (if research is to be undertaken by more than one department obtain extra signatures as appropriate)

	Service Accountant:  I assert that

 the budget has been developed based on all the information made available and covers all the known costs related to operationalising of the research.  

	 Name
	
	Signature
	

	Dept / Service Area
	
	
	

	
	
	Date
	

	Comments or qualification?
	

	 Name
	
	Signature
	

	Dept / Service Area
	
	
	

	
	
	Date
	

	Comments or qualification?
	

	Service Manager:  I am assured that 

The project has been clinically evaluated and approved by CD/CL/MD; the project is compatible with ADHB policy; HR requirements are identified for non-ADHB personnel i.e. screening & ID & confidentiality; Conflicts of Interest are declared and accepted; all resources/costs are identified and accounted for (quotes obtained); the project is financially viable; payment schedules are noted and appropriate.  
 I also agree if savings or uses of operational money are identified for use/ transfer. Legal issues are being addressed.

	Name
	
	Signature
	

	Dept / Service Area
	
	
	

	
	
	Date
	

	Comments or qualification?
	

	 Name
	
	Signature
	

	Dept / Service Area
	
	
	

	
	
	Date
	

	Comments or qualification?
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