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HUMAN RESEARCH ETHICS COMMITTEE

RESEARCH PROPOSAL:  RISK ASSESSMENT

Please complete this form and return it to the Research Governance & Ethics Officer, Sydney Adventist Hospital, 185 Fox Valley Road, Wahroonga NSW 2076 or Email: ethics@sah.org.au or Fax (02) 9487 9615

1. Project Title:

2. Principal Investigator:

3. Name & Position of Project Contact Person:

Phone:


Email:



Address:




4.
Is Sydney Adventist Hospital the primary research site for this project:

Yes 
No


Will the project involve patients at Sydney Adventist Hospital



Yes       No


Will the costs of the project be sponsored





Yes
No

5.
Is the project a clinical trial of drug(s) or devices(s)



Yes 
No


Under the Clinical Trial Notification Scheme (CTN)




Yes
No

Using only approved drugs or devices in accordance with the



Yes
No

Therapeutic Goods Administration Approved Product
6. Provide a brief summary of the research project in lay terms (100 words or less)
7. Provide the research protocol (Max 2 pages text & diagrams plus 1 page references)
· Outline the potential clinical / social / humanitarian application for this research and anticipated benefit(s) resulting from the knowledge gained  
· Describe the problem the research aims to address and identify the research question 
· Outline the study design and research method(s) used to answer the research question 
· Describe how data will be collected and analysed 
· Describe how participants will be recruited
8. Attach a copy of the Participant Information Sheet (PIS) which conforms to the NSW Health Standardized PIS format (http://www.health.nsw.gov.au/policies/gl/2007/GL2007_016.html) and Consent Form. 

9. Resources and Budget (Max 1 page)

Outline all the resources required to complete the research objectives and how these costs will be met.

	Category
	Resources Required
	Cost and funding

	Department


	
	

	Personnel


	
	

	Equipment


	
	

	Other


	
	


10. What is the health status of participants in this project? 

                     Tick all that apply
	 Healthy
	

	Experiencing a mild acute condition and expected to make a full recovery
	

	Experiencing a mild chronic condition which does not severely limit activities of daily living and receiving intermittent or low intensity, ongoing medical or rehabilitation care 
	

	Experiencing a serious acute condition and expected to make a full recovery
	

	Experiencing a severe chronic condition which severely limits activities of daily living and receiving intensive, ongoing medical care 
	


11. What are the clinical risks of the projects research protocol?   

Circle the most appropriate response for each effect.
	Side Effects
	Extreme
	Major
	Moderate
	Minor
	Insignificant

	Acute Effect
	Potential for death
	Extensive, long lasting
	Moderate, resolved by end of intervention
	Mild
	Insignificant

	Long Term Effect
	Potential for death
	Permanent loss of function
	Lessening and reversible
	Mild reversible
	Insignificant

	Required medical intervention to treat side effects
	Intervention is necessary but may not be effective
	Extensive medical workup and/or intervention
	Moderate medical work up and/or intervention
	Increased level of care
	None

	Example
	Experimental surgery
	Experimental procedure
	Invasive procedures with sedation
	Minimally invasive procedures i.e. blood draw, immunisation, procedures without sedation
	Non-invasive procedures or part of routine care e.g. ECG, questionnaire, interview


12. What are the actual and potential risks / hazards related to the research protocol?  


Complete the following table with reference to the Severity Assessment Code on Page 3 to determine the level of risk. Use additional pages as needed.

	Group
	Risk / Hazard Identification

State the risks / hazard(s) involved in the research 

e.g. Taking Blood
	Risk Assessment

Identify the types of risk(s) associated with the hazard

 e.g. Risk of anaemia
	Risk Level Before Control

Insert Description from SAC
	Control Measure
	Risk Level After Control

Insert Description from SAC

	Participants


	
	
	
	
	

	Researcher (s)


	
	
	
	
	

	Other Patients


	
	
	
	
	

	Other Staff


	
	
	
	
	

	Others

 e.g. visitors
	
	
	
	
	


13.
Declaration:

I have fully assessed the research proposal and declare that the identified risks will be controlled by the methods stated on this form. The research will be conducted in accordance with the National Statement; in accordance with the ethical and research arrangements of Sydney Adventist Hospital; and will adhere to the conditions of approval stipulated by the HREC.

Signature Principal Investigator:







Date: 

NB: WHEN SUBMITTING THIS PROPOSAL TO THE HREC PLEASE ENSURE THAT YOU ATTACH THE RESEARCH CHECKLIST & AUTHORISATION, AND ALL INFORMATION REQUESTED AT POINTS 6 – 9.


For Use by Sydney Adventist Hospital Only:

The HREC as reviewed this research proposal, together with the supporting documentation and has granted ethical approval for it’s conduct at Sydney Adventist Hospital.

Signature CEO or HREC Delegate:
Date:


SEVERITY ASSESSMENT CODE (SAC)

Instructions: 

1. Estimate the likelihood of a risk event happening using Table 1

2. Estimate the severity of the consequences of the risk event using Table 2

3. Track the intersection of the two results to provide an assessment of risk using Table 3

TABLE 1

	Likelihood Categories
	Definition

	Almost certain
	Could happen anytime

	Likely
	Likely to happen

	Possible
	Could happen sometime

	Unlikely
	Could happen

	Rare
	Could happen but probably never will


TABLE 2

	Severity of Consequences
	Definition

	Serious 
	Potential for death

	Major
	Experience permanent loss of function

	Moderate
	Experience permanent lessening of bodily functioning

	Minor
	Increased level of care required

	Minimal 
	No injury or increased level of care required


TABLE 3


	      Consequence

Likelihood


	Serious 
	Major
	Moderate
	Minor
	Minimal 



	Almost certain


	1
	1
	2
	3
	3

	Likely


	1
	1
	2
	3
	3

	Possible


	1
	2
	2
	3
	4

	Unlikely


	1
	2
	3
	4
	4

	Rare


	2
	3
	3
	4
	4

	Level of Risk Description:

1. Extreme

2. High

3. Moderate

4. Low
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