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This form is to be completed for all projects using the HREA form, NEAF or the LNR NEAF and is to be used in conjunction with the SSA or LNR SSA form.
1 Project details
1.1
Full project title
	


1.2
Project numbers

Local Project Number/Protocol Number: 

HREC Reference Number: 
1.3
Site(s) of this Institution involved in this study: 
	


1.4
Will the research involve university resources or be administered by a University?    
Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

If Yes, please provide details, including the University involved
	


1.5      Relationship to other projects at this Institution

1.5.1
Indicate whether the project is:
 FORMCHECKBOX 
 A new stand-alone project
 A sub-component of a previously approved project
 Related to other previously approved projects (e.g. a follow-up study)
If the project is a sub-component of, or in some other way related to, a previously approved project, provide project numbers and titles for the other project(s). Also indicate which Human Research Ethics Committees) (HREC(s)) approved the other project(s).
	


1.5.2
(For interventional studies only) Indicate whether co-enrolment of participants in other interventional studies is intended:
 Yes (if yes, please refer to the Guidelines on co-enrolment and answer the following questions) No


Provide project number and title of other projects currently underway (or put N/A)
	


Do the Protocol and/or Clinical Trial Research Agreement (for this study and any of the studies listed above) exclude participation in another clinical trial?


  No
Note: If yes, co-enrolment is not permitted
Comment on (i) any increased risks or burdens to participants and/or Person Responsible, (ii) impact on the scientific validity of data for either/all studies
	


2 Participant details IF DIFFERENT FROM THE METHOD DESCRIBED IN THE NEAF OR HREA
2.1
Recruitment of participants 
Please detail the recruitment procedure including information about any dependent or unequal relationships; participant reimbursement, etc.
	


3 Data source and storage IF DIFFERENT FROM THE METHOD DESCRIBED IN THE NEAF OR HREA
Please provide details including: the source of the data; the number of records to be sourced; the period of time the information will be retained; the method of disposal at the end of this period and; the security arrangements for storage of the information.
	


4 Standard of Care 
Please confirm whether the following are considered standard of care at this institution.
	Who will cover the cost of these procedures?

Medicare/Private health insurer/Sponsor/Other (please specify)


	Treatments/procedures
	Is the treatment or procedure standard of care at this Institution?

Yes/No/N/A
	If No, please provide details of what is standard of care

	
	TREATMENT (DRUG/DEVICE)
	
	

	
	Drug/procedure being studied
	
	

	
	Standard/comparator drug/procedure in a controlled trial
	
	

	
	PROCEDURES
	
	

	
	Number, frequency and volume of blood samples
	
	

	
	Number, frequency and volume of other tissue samples (e.g. bone marrow, sputum, urine etc.)
	
	

	
	Number, frequency of radiation/imaging procedures
	
	

	
	Other procedures (Please specify, e.g. ECGs, spirometry)
	
	


5 Types of admissions
	Admission Details
	Type of Admission



	
	Multi Day Hospital Stay
	Day Admission
	Outpatient Visits

	Will hospitalisation be required or prolonged and/or additional admissions/visits be required for the purposes of the study?


	Yes  No 
	Yes  No 
	Yes  No 


	If ‘Yes’, please provide please provide details below: 


	
	
	

	How many additional admissions and/or visits will be required for each patient?


	
	
	

	How many admissions and/or visits (on average) per month?


	
	
	

	Under which Unit will the admission/visit take place?


	
	
	


6 Potential Conflict of Interests
Please indicate whether there will be any affiliation or financial interest for researchers or their immediate family members (personal) or the Institution in this research or its outcomes.
Conference and travel 
Yes 
    No 
Recruitment incentives
Yes 
 No 
Equipment


Yes 
    No 
Direct payments
             Yes 
 No 
Shares/options

Yes 
    No 
Board appointments
             Yes 
 No 
Bonuses


Yes 
    No 
Consultancies

             Yes 
 No 
Milestone payments

Yes 
    No 
 Patents

             Yes 
 No 
Other 



Yes 
 No 
If you have answered Yes to any of the above or there is an Institutional conflict, please provide details and justification for them. 
	


7 Declarations by the Principal Investigator at site
The relevant sections of this form have been completed and are accurate.
 Principal Investigator:
………………………………..…


    Signature of Principal Investigator
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