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HUMAN RESEARCH ETHICS

Submission Form for Approval of 

Quality Assurance Projects

January 2009 Version

Before starting please read the following document:

Procedures for Ethical Review of Quality Assurance Projects

	1
	Project title:
	

	
	1.1
	Anticipated project commencement date (month, year):
	

	
	1.2
	Anticipated project completion date (month, year):
	

	Principal Investigator 

(title, first name, surname, qualifications)
	

	Department/Unit
	

	Institution 
	

	Address
	

	City/Suburb
	
	State
	
	Postcode
	

	Telephone

	
	Fax
	
	Email
	

	2
	Please explain briefly why this project can be categorised as a Quality Assurance project



	3
	Please answer the following questions (with comments if needed) to determine if the project requires ethical review:

1

Consent

Is the consent from participants inadequate, or is the activity inconsistent with National Privacy Principle 2.1(a) which states:

2.1 An organisation must not use or disclose personal information about an individual for a purpose (the secondary purpose) other than the primary purpose of collection unless:

(a)
both of the following apply:


(i) the secondary purpose is related to the primary purpose of collection and, if the personal information is sensitive information, directly related to the primary purpose of collection;

(ii) the individual would reasonably expect the organisation to use or disclose the information for the secondary purpose.
Participants may include research volunteers, patients, carers, health care providers and the institution involved.

YES/NO       .............................
Comment:

2

2.1

Risks and burdens

Does the proposed quality assurance activity pose any risks for patients beyond those of their routine care, or for participants, beyond what they would usually encounter?

Risks include not only physical risks, but also psychological, spiritual and social harm or distress, eg stigmatisation or discrimination.

YES/NO       .............................
Comment:

2.2

Does the proposed quality assurance activity impose a burden on patients/participants beyond that experienced in their routine care or normal routine?

Burdens may include intrusiveness, discomfort, inconvenience or embarrassment,             eg persistent phone calls, additional hospital visits or lengthy questionnaires.

YES/NO       .............................
Comment:
3

3.1

Privacy and confidentiality

Is the proposed quality assurance activity 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?

The involvement of a clinical student who is a member of the team in any clinical setting or involvement of an authorised quality assurance officer would be acceptable.  However, the involvement of a student external to the clinical team would need further consideration.

Review of medical records by anyone who would not normally have access to information contained therein, unavoidably compromises the privacy of individuals.  However, authorised audit of records is an extremely valuable quality assurance activity.  Provided the individual reviewing the records is bound by legislation or a professional code of ethics, the use is a directly related secondary purpose and is within the expectations of the patient, this question can be answered in the negative.

YES/NO       .............................
Comment: 

3.2

Does the proposed quality assurance activity risk breaching the confidentiality of any individual’s personal information?

A quality assurance activity that requires a letter, fax or email to an individual, that includes sensitive health information, could lead to a breach of confidentiality, if the communication is read by someone other than the proposed recipient.

YES/NO       .............................
Comment: 
4

4.1

Overlap with research

Does the proposed quality assurance activity involve any clinically significant departure from the routine clinical care provided to the patients?

Application and evaluation a new technology not previously used may need further consideration.

YES/NO       .............................
Comment: 
4.2
Does the proposed quality assurance activity involve randomisation or the use of a control group or a placebo?

Proposals involving comparison with published or prior treatment results with other groups are acceptable if the proposals do not involve randomisation.

YES/NO       .............................
Comment: 
4.3

Does the proposed quality assurance activity seek to gather information about the patient beyond that collected in routine clinical care?

Information may include observations, blood samples, additional investigations etc.  Genetic studies or others that seek information about family members, relatives or contacts as well as the individual patient, require further consideration.

YES/NO       .............................
Comment:
5

Broader implications

Does the proposed quality assurance activity potentially infringe the rights, privacy or professional reputation of carers, health care providers or institutions?

YES/NO       .............................
Comment: 
NEXT STEPS

If all the above questions are answered “no” the project does not require ethical review.  Please also complete the Exempt Projects Submission form and forward it to Woody Macpherson, Head, Research Management Unit.

If any of the above questions have been answered “yes” the Chair of the Human Research Ethics Committee will consider the project on behalf of the Committee.  Please complete the following sections to provide more detail about the project.


	Plain language statement – aims and hypotheses


	Study design and methodology


	We confirm that the above details are correct and submit this project for ethical approval.

Principal Investigator’s Signature:  _________________________________  Date:  _____________

Head of Department’s Signature:  __________________________________  Date:  ____________ 

Name of Head of Department – (please print):  ___________________________________________

If Principal Investigator is a Head of Department: 

Director’s Signature:  _____________________________________  Date:  ___________________




Please forward one signed original and one double-sided copy to:

Ms Woody Macpherson

Research Management Unit

Cancer Council Victoria

1 Rathdowne Street

CARLTON VIC 3053
                                       

Tel: 03 9635 5100
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