Annex 10

Updated 03/06 

	
HANOI UNIVERSITY OF PUBLIC HEALTH

Ethical Review Board   

checklist for researchers



	
	Section One
	
	
	
	

	
	
	
	
	
	

	

	

	Q.A
	Animal
	
	
	Q.B
	Human
	
	               Q.C. Other
	
	
	

	


	INSTRUCTIONS FOR SECTION TWO

Do not continue past this point, or submit your Checklist, if you answered “No” to question B or “No” to questions A and B.


	
	Section Two
	
	
	
	

	
	
	
	
	
	

	

	
	Project Title
	
	

	
	
	
	

	
	
	

	
	Chief Investigator
	
	

	
	

	Department
	
	

	
	
	Faculty
	
	

	
	
	Telephone
	
	

	
	
	Email
	
	

	
	
	Contact Address
	
	

	
	
	
	
	

	
	
	

	
	Supervisor

(If relevant)
	
	

	
	
	Telephone
	
	

	
	
	Email
	
	


	
	Section Three
	
	
	
	

	
	
	
	
	
	

	

	
	Please insert Yes or No to indicate your answer to the following questions
	

	

	
	

	Q.1
	Respondent’s identity
	
	
	
	

	Q.8
	Pain / psychological distress
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	

	Q.2
	Unable to consent
	
	
	
	

	Q.9
	Ionising radiation
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	

	Q.3
	Adolescent
	
	
	
	

	Q.10
	Inducements
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	

	Q.4
	Dependent relationship
	
	
	
	

	Q.11
	Sensitive information
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	

	Q.5
	Cultural issues
	
	
	
	

	Q.12
	Deception
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	

	Q.6
	Treatment / Procedures / Tests
	
	
	
	

	Q.13
	Liability
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	

	Q.7
	Tissue extraction
	
	
	
	

	
	
	
	

	

	INSTRUCTIONS FOR SECTION FOUR

If you answered “No” to all questions 1 – 14 (Section 3) complete Section 4 and then complete Section 6.  You do not need to complete Section 5.

If you answered “Yes” to one or more of questions 1 – 14 (Section 3) but want to confirm whether your project qualifies for expedited ethical review, proceed to Section 4, and then complete Sections 5 and 6.

If you answered “Yes” to one or more of questions 1 – 14 (Section 3) and you know that your project will not qualify for expedited ethical review do not continue filling out or submit your Checklist.  Instead, you must submit an application for full ethical clearance to the IERB.



	
	Section Four
	
	
	
	

	
	
	
	
	
	

	

	
	Q.15
	Subject Pool
	

	
	

	
	

	
	
	
	

	

	
	Q.16
	Data collection procedures
	

	
	

	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Q17

Possible risks/risks and ways to reduce the subject's risks/risks when participating in the study



	
	Q.18
	Consent
	

	
	

	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	


	INSTRUCTIONS FOR SECTION FIVE

Proceed immediately to Section 6 (without completing Section 5) if you answered “No” to all questions 2 – 14 (Section 3).

If you answered “Yes” to one or more of questions 2 – 14 (Section 3) but want to confirm whether your project qualifies for expedited ethical review, complete Section 5.




	
	Section Five
	
	
	
	

	
	
	
	
	
	

	

	
	Please insert Yes or No to indicate your answer to the following questions.  In answering questions 19 – 21 you may also have to provide some additional information by way of explanation of your answer.
	

	


	

	

	
	
	
	
	
	
	
	
	

	

	Q.19
	Drug trial / invasive / sensitive
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	


	

	

	
	
	
	
	
	
	
	
	

	

	Q.20
	Standard instrument
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	

	
	
	
	
	
	
	
	
	

	

	Q.21
	Risks easily managed?
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	

	
	
	
	
	
	
	
	
	

	

	Q.22
	Evaluative / Quality Assurance?
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	

	
	
	
	
	
	
	
	
	

	

	Q.23
	Multi-institution project?
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	 
	

	
	
	
	

	
	
	
	

	


	

	
	
	
	
	
	
	
	
	

	

	Q.24
	Renewal Application?
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	


	ADDITIONAL DOCUMENTATION FOR SECTION FIVE

When seeking expedited ethical review, information in relation to the duration of the project, the full research team, and project description (in terms which are easily understood by the lay reader, using simple and non-technical language) must be provided.  An electronic copy of the project description must be sent, via email, to the Secretary of IERB (irb@huph.edu.vn). 

If you have answered “No” to question 18 and “Yes” to one or more of questions 19 to 23, your project may qualify for expedited review.  If you have answered “Yes” to question 18 and / or “No” to all of questions 19 to 23, your project does not qualify for expedited review.  In which case, you should not complete or submit the Checklist.  Instead you must submit an application for full ethical clearance to the HUPH’s Institutional Ethical Review Board.  Pleas, contact Mr. Vu Thi Hau, Secretary of HUPH’s IERB for copies of the application form, meeting and submission dates, and further information in relation to the full clearance arrangements for human-subject based research.

YOU MUST ATTACH SOME ADDITIONAL DOCUMENTATION TO YOUR CHECKLIST (SEE BELOW).






Duration of the experimentation / data collection phase of the study
from  
/      /
      to      /      /



Total duration of the study

from  
/      /
      to      /      /

	

	
	Other Investigators
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	


	

	
	Please tick if an electronic copy of the project description has also been emailed to the Secretary of IERB (irb@huph.edu.vn).  Final approval for your project cannot be issued until this has been provided.
	
	 FORMCHECKBOX 

	

	

	
	Project Description
	
	

	
	
	
	

	
	It may be necessary to affix an attachment.  An electronic copy of the description MUST be provided to the Secretary of IERB 
(irb@huph.edu.vn)
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	


	If you are seeking expedited ethical review for a multi-institution project, you must also attach to your Checklist:

· a copy of the application submitted to the primary / host institution’s IERB;

· some formal correspondence or approval certificate to demonstrate the decision of the primary / host institution’s IERB* (and if any conditions were attached to this decision how these have been addressed); and

· a memorandum to explain HUPH’s involvement in the multi-institution project.

*
In the case of a transferred project, the decision of the IERB of the previous institution should be provided.

This documentation is be submitted, in lieu of an application for full ethical clearance.



	
	Section Six
	

	
	
	

	
	
	
	
	
	

	

	
	declaration by Chief Investigator
Having completed a checklist for this project, I believe that this project is either:
	

	
	
	

	
	 FORMCHECKBOX 
 exempt from ethical clearance by HUPH’ IERB
	OR
	 FORMCHECKBOX 
 eligible for expedited ethical review
	

	
	
	(please check box)
	
	

	
	
	

	
	I will notify the HUPH’s Ethics Review Board immediately of any adverse effects arising from this study (e.g. unexpected adverse outcomes, unexpected community / subject risk factors or complaints, etc).

I will request approval from the HUPH’s Ethical Review Board for any divergence from the protocol which would result in any change to my answers to:

· questions one to fourteen (Section Three) for exempt projects; or

· questions one to twenty-one (Section Three, Four and Five) for projects submitted for expedited review.


	

	
	Signed:
	
	

	
	
	
	

	
	Date:
	
	/
	
	/
	
	
	

	
	Chief Investigator to check in the box as required

Please forward advice to Research Students Section
Y  /  N
Relates to: ____________________ study

Please forward advice to Research Grants Section
Y  /  N
Relates to: ____________________ grant


	

	
	
	

	
	declaration by postgraduate research supervisor (If appropriate)
I believe that this project is:
	

	
	
	

	
	 FORMCHECKBOX 
 exempt from ethical clearance by the University
	OR
	 FORMCHECKBOX 
 eligible for expedited ethical review
	

	
	
	(please check)
	
	

	
	
	

	
	The qualifications and experience of the Chief Investigators is appropriate to the study to be undertaken.


	

	
	Signed:
	
	

	
	
	
	

	
	Date:
	
	/
	
	/
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	


	
	
	

	
	head of Faculy/ DEpartment  
NOTE: When the head of head of faculty/ department is also a listed applicant (or is a supervisor for the project) the dean should sign below.

I believe that this project is:
	

	
	
	

	
	 FORMCHECKBOX 
 exempt from ethical clearance by the University
	OR
	 FORMCHECKBOX 
 eligible for expedited ethical review
	

	
	
	(please check)
	
	

	
	
	

	
	The qualifications and experience of the Chief Investigators is appropriate to the study to be undertaken.  The research merit and safety issues associated with this research have been considered and approved.  If you believe further consideration of the research merit and safety issues is required please indicate in an attachment the level of review to date and your specific concerns.


	

	
	Signed:
	
	

	
	
	
	

	
	Name (print):
	
	

	
	
	
	

	
	Position:
	
	

	
	
	
	

	
	Date:
	
	/
	
	/
	
	
	

	
	
	
	
	
	
	
	
	

	


FOR COMPLETION BY THE CHAIRPERSON OF THE 

HUPH’S INSTITUTIONAL ETHICAL REVIEW BOARD

I have considered the checklist and on the basis of the information supplied deem that:

	
	
	the project is exempt from full ethical clearance by the Hanoi University of Public Health

	
	
	

	
	
	the project is exempt from full ethical clearance by the HUPH, subject to the conditions outlined below being addressed

	
	
	

	
	
	

	
	
	the project requires full ethical clearance

	
	
	

	
	
	the project is outside the scope of the HUPH’s research ethics arrangements


OR

The Checklist has been considered by the Chair of IERB and, on the basis of the information supplied, the panel decided to:

	
	
	grant the project ethical clearance by expedited review

	
	
	

	
	
	request that a full application for ethical clearance be submitted to the IERB


	Signed
	Chairperson:
	
	

	
	Date:
	____  /  ____  /  ____




Comments:

	

	

	

	

	

	

	

	

	

	

	

	





Reference No.











�PAGE \# "'Page: '#'�'"  �Page: 1���In answering this question you are asked to indicate whether your research involves the participation of animals (question A) or humans (question B).  Refer to � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet02.rtf" ��Booklet 2� of the University Human Research Ethics Manual for more in relation to defining human participation in research.





If you answer “Yes” to question A (in section one) your research project requires ethical clearance from the UAEC*.  You do not need to complete or submit the � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/downloads/checklist_form.rtf" ��Checklist�.  Refer to: http://www.qut.edu.au/draa/or/ethics/animal/index.html for copies of the application form, meeting and submission dates, and further information in relation to the full clearance arrangements for animal-based research or teaching.





Question B should be answered “Yes” if the research involves the participation of humans, or if it will have significant impact upon the interest of humans.  This means that a � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/downloads/checklist_form.rtf" ��Checklist� will need to be submitted for some archival studies and research involving previously collected / published data.  Refer to � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet02.rtf" ��Booklet 2� of the University Human Research Ethics Manual for more on this issue.





If you answer “No” to question A and B (in section one) your project does not require any level of University ethical review and you do not need to complete or submit the � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/downloads/checklist_form.rtf" ��Checklist�, or forward anything to the University Human Research Ethics Committee.





Only proceed to Section Two if you have answered “Yes” to question B.





�PAGE \# "'Page: '#'�'"  �Page: 1���If you must complete and submit a � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/downloads/checklist_form.rtf" ��Checklist� (see Section One), clearly print or type the details of the Chief Investigator into this section of the form.  The supervisor should be listed as the Chief Investigator in the case of honours or undergraduate students.  Illegible forms will be returned to your school unprocessed.





�PAGE \# "'Page: '#'�'"  �Page: 1���**1. Is it possible for an individual or definable group (such as an individual business or  community group) to be identified by the data collected?**





This question refers to whether anyone other than the research team could identify an individual respondent / subject or definable group respondent / subject by the published data.





For example, a researcher proposing a project involving records of focus group discussions or interviews, etc, will answer “Yes” to question one, if it would be possible for someone outside of the research team, who reads the published data, to link participants with individual responses.





However, researchers who answer “Yes” to question one, but “No” to questions two to fourteen are invited to complete sections four and five of their checklist and submit it for consideration.  This is because, projects where the individual respondents are identifiable may still be exempt, if the data collected is not sensitive, or is unlikely to expose participants to any risks (e.g. the data is unlikely to impact upon the respondents professional reputation, employability, etc).  Your informed consent package should clearly articulate to what degree the confidentiality and anonymity of subjects will be maintained.  Even if there are some possible (but very minor) negative consequences of identification, such a project may also still be exempt if potential participants are given prior warning that they may be identifiable in publication.  However, it is unlikely such research will be considered exempt, when this identification has the potential to have more than a very minor negative impact upon participants.





If you provide subjects with an assurance of anonymity / confidentiality you must take adequate precautions in relation to the secure storage of any data which could be used to identify individual respondents.





�PAGE \# "'Page: '#'�'"  �Page: 1���** 8. Is physical pain (i.e. more than mild discomfort) or psychological stress likely to result from the experiment? **





�PAGE \# "'Page: '#'�'"  �Page: 1���**2. Will the study involve subjects who are unable to give informed consent? ** This question refers to research involving: 





persons with a mental or intellectual impairment (permanent or temporary) which impacts upon their ability to supply voluntary and informed consent;





persons who are unconscious or unable to communicate their wishes; or 





covert observation of sensitive, contentious or illegal activity.





This question refers to research involving: 





persons with a mental or intellectual impairment (permanent or temporary) which impacts upon their ability to supply voluntary and informed consent;





persons who are unconscious or unable to communicate their wishes; or 





covert observation of sensitive, contentious or illegal activity.





Do not answer ‘yes’ to this question if your research involves minors and their age is the only factor influencing their ability to consent to participate (refer to � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet16.rtf" ��University policy on the conduct of research involving the participation of minors� for further information on this issue).





Do not answer “yes” to this question if the research involves covert observation of behaviour which is not sensitive, contentious or illegal.





�PAGE \# "'Page: '#'�'"  �Page: 1���** 9. Does the project (involving the participation of humans) include the use of ionising radiation? ** - Researchers who have answered “yes” to questions 6,7 or 9 may need clearance from their designated Faculty Biosafety / Health and Safety Committee or delegated officer, as well as needing University Human Research Ethics Committee approval.  





There may also be other health and safety considerations which mean that the research should be referred to the designated Faculty Biosafety / Health and Safety Committee for its review.  Researchers who are unsure on this issue should contact their Faculty Health and Safety Committee.





Refer to � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet28.rtf" ��Booklet 28� of the University Human Research Ethics Manual for more on research safety.





�PAGE \# "'Page: '#'�'"  �Page: 1���** 3. Does the proposed research involve the active participation of minors (below the age of 18)?  This does not include research involving activity which could be characterised as normal instructional / classroom activity.





Research involving minors raises additional ethical issues, which generally means such research would not be considered exempt.  However, research in established educational contexts is generally exempt or, where the research is observational, may be outside the scope of the University’s research ethics arrangements all together.  


	


Refer to � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet02.rtf" ��Booklet 2� of the University Human Research Ethics Manual for more in relation to the scope of the University’s research ethics arrangements, � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet16.rtf" ��Booklet 16� for more about the participation of minors in research and � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet17.rtf" ��Booklet 17� for more about research in educational settings.





� HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet16.rtf" ��Booklet 16� of the University Human Research Ethics Manual provides advice on the participation of adolescents in research and the standard requirement of parental / guardian consent.  Whilst, in the case of older adolescents, special consent arrangements may apply, when such research is outside of a standard educational context, this question should still be answered “yes”.





�PAGE \# "'Page: '#'�'"  �Page: 1���** 10. Will the research involve the collection, use or disclosure of personal information by a Commonwealth agency that may involve a breach of an Information Privacy Principle? (As defined by the Commonwealth Privacy Act 1988 and the Australian Standard).  Alternatively, will the research involve personal information which is subject to the National Privacy Principles, or information that is subject to Queensland Information Standard 42? ** Accessing such identified information (e.g. medical records) with the approval of the agency and the participant does not constitute a breach, nor does access to de-identified information.  Refer to � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet13.rtf" ��Booklet 13� of the University Human Research Ethics Manual for further information on the use of personal information in research.  Under current privacy regimes the access to identified personal information from some private sector sources may now be subject to the NPPs.





�PAGE \# "'Page: '#'�'"  �Page: 1���** 4. Does the research involve participants who may be in a dependent or captive


Relationship, such as:





i)		Students where there is QUT assessment by the investigators involved; or


Residents/inmates of an institution, such as prisoners, nursing home residents, etc. **





This question relates to research situations such as where the participants are QUT students and the research team will be assessing those students during, or soon after, their participation.  It also refers to situations where the potential participants are either under the control / command of an agency that is perceived to support the research (e.g. inmates of a correctional facility).  Dependency can also include situations where the potential participants are dependent upon the service / care of an agency that is perceived to support the research (e.g. residents of an aged care facility), or situations where the research team includes persons with workplace superiority over the potential participant pool.





�PAGE \# "'Page: '#'�'"  �Page: 1���** 11. Will payments or other financial inducements (which may impact upon the voluntary nature of the consent obtained) be offered to subjects for their participation? **  The key element of this question relates to the impact of the inducement upon the consent obtained from participants.  It is appropriate to offer reimbursements for time / costs, and to offer inducements to encourage participation.  It is not appropriate to offer a reimbursement that could be considered “coercive” (i.e. something that would present a situation to a participant where they could not afford not to participate).  By definition, such an assessment can only be made on a project by project basis.  Whenever a payment or inducement is to be offered this must be outlined in response to Q15.








�PAGE \# "'Page: '#'�'"  �Page: 1���** 5. Will the research involve the intentional recruitment of Aboriginal or Torres Strait Islander groups or other identifiable cultural/minority groups (rather than their inclusion in the wider potential participant being coincidental), with the intention of focussing on issues of significance to that group? ** The � HYPERLINK "http://www.health.gov.au/nhmrc/ethics/statemen.htm" ��National Statement� includes a number of provisions relating to the participation of members of cultural or minority groups in research, including the participation of members of collectivities in research.  The University also believes that the intentional recruitment of Indigenous Australians can also raise additional ethical issues.  While such participation does not mean a project is not permissible, it does mean it will probably require an increased level of ethical scrutiny (i.e. will not be eligible for review under the exemption arrangements).





�PAGE \# "'Page: '#'�'"  �Page: 1���** 12. Will the survey/interview involve questions about sensitive aspects of participants’ behaviour (e.g. illegal conduct, drug use, sexual behaviour, religious belief, use of alcohol, or information about health status)? ** This question should be answered “yes”, even if the publication / reporting of the information will not identify respondents.  Measures to protect the anonymity / confidentiality of participants is a risk minimisation / negation strategy, but the risk itself still exists.








�PAGE \# "'Page: '#'�'"  �Page: 1���** 5. Are drugs, narcotics, poisons, placebo, invasive diagnostic, invasive therapeutic, other invasive medical procedures to be administered to the participants?  Will participation involve non-invasive procedures involving a significant risk of injury?





This question relates to the administration of, and participants being asked to undertake, a broad range of “medical” tests and activities.  It does not involve the administration of non-invasive tests, where there is not a significant risk of injury.  It also does not involve “exercise” testing, where there is not a significant risk of injury.  Significance in this context can refer to the likelihood of the risk factor occurring and / or the consequences of the risk factor occurring.





There may also be other health and safety considerations which mean that the research should be referred to the designated Faculty Biosafety / Health and Safety Committee for its review.  Researchers who are unsure on this issue should contact their Faculty Health and Safety Committee.





Refer to � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet28.rtf" ��Booklet 28� of the University Human Research Ethics Manual for more on research safety.





�PAGE \# "'Page: '#'�'"  �Page: 1���** 13. Does the research involve deception of the subjects? ** Such research requires expedited ethical review.  The proponent’s response to Q20 must outline how the ethical issues associated with deception will be addressed.  Refer to �HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet21.rtf"��Booklet 21� of the University Human Research Ethics Manual for guidance in responding to these issues.








�PAGE \# "'Page: '#'�'"  �Page: 1���** 7. Will blood, body fluid or tissue samples be obtained from participants? ** - This question relates to the collection of materials for any purpose (e.g. for this particular research project, another project, or for diagnostic, therapeutic or other medical reasons).  Such research may require full ethical review.





Researchers who have answered “yes” to questions 6,7 or 9 may need clearance from their designated Faculty Biosafety / Health and Safety Committee or delegated officer, as well as needing University Human Research Ethics Committee approval.  





There may also be other health and safety considerations which mean that the research should be referred to the designated Faculty Biosafety / Health and Safety Committee for its review.  Researchers who are unsure on this issue should contact their Faculty Health and Safety Committee.





Refer to � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet28.rtf" ��Booklet 28� of the University Human Research Ethics Manual for more on research safety.





�PAGE \# "'Page: '#'�'"  �Page: 1���** 14. Could disclosure of the responses outside the research place the participants at risk of criminal or civil liability or be damaging to their financial standing, employability, professional or personal relationships? ** This question should be answered “yes”, even if the publication / reporting of the information will not identify respondents.  Measures to protect the anonymity / confidentiality of participants is a risk minimisation / negation strategy, but the risk itself still exists.








�PAGE \# "'Page: '#'�'"  �Page: 2���** 15. Provide details in relation to your potential subject group and their recruitment. **





In answering this question you must briefly outline: 





the details of the potential subject pool;


 


how will they be initially approached;





how will they be recruited;





whether potential subjects will be screened; and





whether there are any special ethics issues associated with the subject pool (e.g. limited comprehension, offering an inducement)?





Refer to � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet10.rtf" ��Booklet 10� of the University Human Research Ethics Manual for guidance in relation to recruitment.





�PAGE \# "'Page: '#'�'"  �Page: 2���** 16. What data collection procedures will you be using?  (Please list them here.) **





You should briefly outline the data collection procedures you will use.  If you are proposing using a questionnaire, structure interview questions, or a similar instrument, you should attach a copy, or an indicative extract or draft.





�PAGE \# "'Page: '#'�'"  �Page: 2���** 18. Please outline the mechanism to be used to obtain informed consent.  You must attach a copy of the mechanism (verbal consent script, written informed consent package, or questionnaire coversheet) to this checklist. ** The University Human Research Ethics Committee is often asked whether written informed consent must be obtained for exempt research projects.  However, University policy states that voluntary and informed consent must be obtained from research subjects, even when the project is exempt from ethical clearance.  This is consistent with the national guidelines.  University policy also states that, while written informed consent is preferred, there are acceptable alternatives (e.g. the use of an informed consent script and file notes).  





Refer to � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet11.rtf" ��Booklet 11� of the University Human Research Ethics Manual for more information in relation to obtaining informed consent from participants.





�PAGE \# "'Page: '#'�'"  �Page: 2���** 19. Does your project involve a CTN / CTX clinical trial, any invasive physical procedures, or research involving sensitive personal (where respondents will be identifiable in publication / reporting) or cultural issues (where the cultural status of respondents is recorded and / or there is any significant risks to the individuals / communities involved)? **





If you answer yes to this question your project cannot qualify for expedited ethical review.  Consequently, you should not continue completing or submit your � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/downloads/checklist_form.rtf" ��Checklist�.  Instead you must submit an � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/forms.html" ��application for ethical clearance� to the UHREC.  





�PAGE \# "'Page: '#'�'"  �Page: 3���** 20. Will you be using a standard or previously approved data instrument?  Please provide details. **





In answering this question you should indicate whether the instrument (e.g. survey, test, procedure) you propose using is listed in the University Register of approved procedures, pharmaceuticals and other data collection instruments, or could be characterised as a standard, tried and tested instrument.  





You should attach to the Checklist any literature which supports this view, and any commentary on the “risks” associated with its use.  





�PAGE \# "'Page: '#'�'"  �Page: 3���** 21. Are the risks associated with this study easily minimised, or if they do manifest, easily managed? **  Please provide details. **





In answering Section Three you will have identified the risk factors associated with your study.  In answering this question you should indicate whether you consider that the risks can be easily minimised, and how this will be achieved.  Alternatively, if the risks are easily managed, you should spell out how this will be achieved.





Please Note – The more serious the risk factor, the more thoroughly the risk needs to be managed or minimised.  Items listed in the University Register have had standard precautions / arrangements approved, and these should be observed.  





�PAGE \# "'Page: '#'�'"  �Page: 3���** 22. Can your proposed project be characterised as evaluative or quality improvement activity?**  If yes, please explain why.





You must provide details of whether you consider your project to be evaluative or quality improvement activity.  For example, comparing a new program to an existing practice to determine which is better.





�PAGE \# "'Page: '#'�'"  �Page: 3���** 23. Does the research qualify for review under the multi-institution arrangements?  If so, on what grounds? **.





The University has adopted streamlined ethical clearance arrangements for certain categories of multi-institution research.





Qualified research is considered under a modified version of the expedited ethical clearance arrangements. 





To qualify for the University’s streamlined ethical clearance arrangements, a project must either:





involve the participation of more than one institution (which have their own human research ethics committees (HREC)), and where one of the other institutions could be characterised as being the primary or host site; or





be a project which is being transferred from another institution (because the staff member or student has left that institution to join QUT), and the HREC of the other institution has granted ethical clearance to the project.





The project must also have been approved by the other institution’s HREC within the last three years.





Refer to � HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet06.rtf" ��Booklet 6� of the University Human Research Ethics Manual for more information in relation to the University’s multi-institution ethical clearance arrangements.





�PAGE \# "'Page: '#'�'"  �Page: 3���** 24 Is the research a renewal application?  If so, provide the reference number of the clearance that is being renewed. ** When UHREC grants a project ethical clearance the Committee can award clearance for the duration of the project or for a defined period.  Extensions of this clearance, within 3 years of the commencement date, can be processed by the Secretary of UHREC.  Extensions of this clearance, within 3 – 5 years of the commencement date, can be processed by the Chairperson of UHREC.  Further extensions can be granted via the expedited ethical review process.  These arrangements are described in �HYPERLINK "http://www.qut.edu.au/draa/or/ethics/human/downloads/booklet29.rtf"��Booklet 29� of the University Human Research Ethics Manual.
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