

AIHW Ethics Committee Application Form – AIHW staff (including members of collaborating units undertaking work as part of the AIHW work program)

Information sheet
AIHW Ethics Committee submissions

To be read in conjunction with AIHW Ethics Committee – guidelines for the preparation of submission for ethical clearance

1.
All researcher activities

All research activities with which the Australian Institute of Health and Welfare (AIHW) is involved must be ethically acceptable. The AIHW Ethics Committee forms an opinion on the ethical acceptability of all submissions made to it. This form is designed to provide information to the Committee in order to facilitate this procedure. 

In making a submission to the Committee the following points should be noted:

· The Group Head or the AIHW Director as well as the Principal Investigator and any subordinates that may have access to the requested data must sign the undertaking (Section 11) attached to the submission.

Note: For Collaborating Units section 11 must be signed by an officer with the delegation to commit the organisation to the assurances as well as the Principal Investigator and any subordinates that may have access to the requested data.

· The Committee requires that all projects be scientifically reviewed by a group of independent peers before being submitted to it.  Examples of peer review include a project steering committee.

· The Principal Investigator for this project is responsible for the security and, if required, the disposal of the data for the project.

· The Ethics Committee will assess the ethical acceptability of activities specified in this application. If additional follow-up activities are planned, but not covered by the Ethics Committee application, then these activities should form the basis of another application.

All submissions to the Ethics Committee will be considered at their quarterly meetings. 
2.
Data linkage projects

Further undertakings are required for data linkage project proposals submitted by AIHW applicants.  The undertakings include confirmation by the AIHW data custodians that they agree to the use of their data on condition of the project gaining Ethics Committee approval.  A data custodian for each linked data set must also be identified. 
These undertakings are:

1. The Linkage Undertaking; or

2. Analysis of previously linked data.
The Linkage Undertaking

The Linkage Undertaking is only required to be signed by staff of the AIHW when the submitted project involves linking data sets held by AIHW for analysis within AIHW (including Collaborating Units).  To further protect privacy, linkage between data sets within the AIHW for a particular project can be carried out only by people who have signed the Linkage Undertaking for that project.  Only those staff members carrying out the actual linkage will sign the undertaking, and other project officers are not permitted to link unit record files. By signing the undertaking, those carrying out the linkage are committed to using processes which ensure that identifying data are not transferred between data sets and that linkage to data sets external to the project does not occur.

Analysis of previously linked data
The “Analysis of previously linked data” form is signed when AIHW staff wish to access an established linked data set for a new project using that data set.  The use of such a linked data set for further projects would (like its initial creation) be subject to any terms and conditions agreed with the data providers. In this case, access to the linked data for analysis other than that specified in the original Ethics Committee submission requires a new submission to the Ethics Committee, and agreement from the data custodian of the linked data and the data custodians of the original data sets (which may require consultation with the data provider).  This form ensures that all relevant custodians are aware of, and agree to, the new use of the data.
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AIHW Ethics Committee
Request for opinion on ethical acceptability of project undertaken by AIHW staff 

Australian Institute of Health and Welfare
GPO Box 570
Canberra  ACT  2601

Telephone: (02) 6244 1000   Fax: (02) 6244 1299

1. 
Project title and contact details

	Project Title



	Contact within AIHW (relevant data custodian)
	

	Principal Investigator
	

	Contact Officer
	

	Telephone
	

	Fax
	

	Email
	

	Group/AIHW Collaborating Unit


	

	Postal address


	

	Source of funds


	


2. 
Summary of project activities

	Give a concise and simple description in plain language, of your investigation/proposal (not more than 100 words).



	Please state the scientific objectives of your investigation/proposal.



	What is the value/benefit of conducting this project?

See section 2.1 of the NHMRC National Statement on Ethical Conduct in Human Research for requirements http://www.nhmrc.gov.au/publications/synopses/_files/e72.pdf.


	What databases will be accessed, created or modified for this project and what data will be made available outside the AIHW?  
Please specify how you will be using the data.



	What is the anticipated project commencement date?
	

	What is the anticipated project completion date (normally when results disseminated)?
	


3. 
Maintaining privacy and confidentiality

The Privacy Act sets out eleven Information Privacy Principles (IPPs) that govern agencies of the Commonwealth in their collection, management and use of data containing personal information. Copies of the IPPs and the Privacy Guidelines are available from the AIHW or the Office of the Privacy Commissioner upon request. You can access the IPPs via the Internet from the OPC website 

(http://www.privacy.gov.au/publications/ipps.html for IPPs and http://www.privacy.gov.au/publications/index.html#G for Guidelines on IPPs). 
In order that your application is assessed in accordance with the Privacy Guidelines, please address the following points.

	Does your proposal breach any of the IPPs? 
 (please tick the relevant box)
	YES

(
	NO

(

	If YES which principles are involved, and what steps have you taken to address these?



	Describe how the AIHW will store data and maintain the security and confidentiality of information. This includes computer records as well as documents which would permit the identification of any individual or establishment.



	How will information held by the AIHW be disposed of at the conclusion of the project? If information is to be retained please indicate how this will be done.




4.
Ethical consideration specific to participants

Additional ethical consideration must be given when conducting research relating to the following categories of participants:

Women who are pregnant and the human foetus

Children and young people

People in dependent or unequal relationships

People highly dependent on medical care who may be unable to give consent

People with a cognitive impairment, an intellectual disability, or a mental illness

People who may be involved in illegal activities

Aboriginal and Torres Strait Islander Peoples

People in other countries
See section 4 of the NHMRC National Statement on Ethical Conduct in Human Research for requirements.

	Does your research relate to any of the above categories of participants?

(please tick the relevant box)
	YES

(
	NO

(

	If yes, have you complied with the requirements outlined in the National Statement on Ethical Conduct in Human Research?

(please tick the relevant box)
	YES

(
	NO

(

	If YES please provide details.



	If NO, explain why you have not complied with the National Statement on Ethical Conduct in Human Research.



	(please tick the relevant box)
If your research relates primarily to Aboriginal and Torres Strait Islander Peoples, has the proposal included assessment by or advice from people:

· with networks with Aboriginal and Torres Strait Islander Peoples and/or knowledge of research with Aboriginal and Torres Strait Islander Peoples; or 
· familiar with the culture and practices of the Aboriginal and Torres Strait Islander people with whom participation in the research will be discussed

	YES

(
	NO

(

	If YES please provide details.



	If NO, explain why no assessment or advice has been sought.




5. Assurance of scientific quality

See section 1 of the National Statement on Ethical Conduct in Human Research for requirements.

	Has this project been scientifically reviewed by a group of independent peers?

(please tick the relevant box)
	YES

(
	NO

(

	If YES please provide details.

If NO, what are your plans to arrange scientific review?



6.
For Collaborating Units only 

	Has this project been reviewed and approved by an ethics committee at your institution?

(please tick the relevant box)
	YES

(
	NO

(

	If YES name of Institutional Ethics Committee and date of approval (attach copy of approval).



	If NO explain why there is no Institutional Ethics Committee approval.




7.
Dissemination of results

See section 4 of the Australian Code for the Responsible Conduct of Research http://www.nhmrc.gov.au/publications/synopses/_files/r39.pdf and section 1 of the National Statement on Ethical Conduct in Human Research, for requirements.

	How and to whom (main groups) will the results be disseminated?

	Published in peer reviewed journal, or as a publicly available report
	

	Presented at a conference
	

	Brochure, flyer to participants, interested parties
	

	Internet
	

	Newsletter
	

	Sponsors, Professional organisations, peer researchers, policy makers and the community
	

	Other
	

	Are there any restrictions by funders or data providers on dissemination of research findings?

(please tick the relevant box)
	YES

(
	NO

(

	If yes, please describe the nature of the restrictions.




8. 
Other individuals, groups or organisations
participating in this project

	List the name of each individual, group and/or organisation that will be participating in or supervising this research project and their relationship to the project.  

[Note: each person who will have access to AIHW data, provided for the purpose of this project, will need to sign the undertaking (Section 10)]



9.
Access to the National Death Index

(please tick the relevant box)
Does your project require access to the National Death Index
YES (
NO (
If No, go to Part 10.  If yes please complete the following section.

	How many names will be submitted?
	

	Follow-up activities 

	Will this project undertake follow-up investigations to obtain further information using data obtained from the NDI?

(please tick the relevant box)
	YES

(
	NO

(

	If yes please answer the following. If no please go to the “Maintaining confidentiality” section.

	(a) What types of follow-up respondents will be contacted?



	(b) What information will be obtained from each type of respondent?



	(c) Which organisation(s) will be contacting each type of respondent?



	(d)
What methods will be used in doing follow-ups? Describe how each kind of contact will be made

	Maintaining confidentiality

	Will the NDI search lead to requests for copies of death certificates or other information from state and/or territory Registrars of Births, Deaths and Marriages? 

(please tick the relevant box)
	YES

(
	NO

(

	If yes, what specific items of this information will be used in this project?



	Which organisation(s), including your own, will be submitting names for NDI searching, directly receiving the results of the searches, and requesting further information from Registrars of Births, Deaths and Marriages?



	Other comments




10.
For projects involving linkage of AIHW data submitted by AIHW staff

	Does this project involve linking AIHW data

(please tick the relevant box)
	YES

(
	NO

(

	If yes, please ensure the Linkage Undertaking (section 12) is signed.



	Are you adhering to AIHW Data Linkage protocol

(please tick the relevant box)
	YES

(
	NO

(

	If no, please explain why you are not adhering to AIHW Data Linkage protocol and in what way you are differing from the protocol.



	Does this project involve using previously linked data

(please tick the relevant box)
	YES

(
	NO

(

	If yes, please ensure the Analysis of Previously Linked Data Undertaking (section 13) is signed.




11.
The Undertaking

	Undertaking made in pursuance of Section 29 of
the Australian Institute of Health and Welfare Act 1987

Note: This application must be signed by a responsible officer with the authority or delegation to commit the organisation to the terms and conditions in this undertaking.

WHEREAS:

(a) Subsection 29 (1) of the Australian Institute of Health and Welfare Act 1987 ('the Act') provides for the disclosure of information to a person specified in writing by the Ethics Committee;

(b) The Ethics Committee has agreed to release information to you;

NOW I,


Full name of Responsible Officer (must not be the Principal Investigator)



Position within the organisation


in the Australian Institute of Health and Welfare [or name of Collaborating Unit]


HEREBY UNDERTAKE that the information will be used in accordance with the following conditions.
1.
Any unit record files will not be matched, in whole or in part, with any other information for the purposes of attempting to identify individuals unless authorised by the Ethics Committee for record linkage projects, nor will any other attempt to identify an individual be made.

2.
The AIHW will not disclose or release the information to any other person or organisation, except as statistical information that does not identify an individual.

3.
Access to the unit record file will be restricted to only those employees of the organisation who are directly responsible to the Principal Investigator. The Principal Investigator will explain to any employees granted access to the information the provisions of the AIHW Act prohibiting release of the information to others.

4.
Access will not be granted to any other organisation without specific approval of the AIHW Ethics Committee.

5.
The information will be used for statistical purposes in health and/or welfare research. 

6.
The information will not be used as a basis for any legal, administrative or other actions that could directly affect any particular individuals or organisations as a result of their identification in this project. 

7.
The identifying information will be used only for the project proposed and described in this application. Use of any of this information in any other project will not be undertaken until a separate application form has been submitted to, and approved by, the Ethics Committee. 

8.
The recipient will cooperate with any surveillance procedures established by the Institute or its Ethics Committee and advised to the recipient in writing. 

9.
Results of the project will be made available for consideration by the Ethics Committee, if it so requests prior to any public release. 

10.
The Institute will be acknowledged in all reports and publications resulting from this project.

11.       The recipient will comply in all respects with the requirements of section 29 of the AIHW Act, as attached (and of Part lll of (The Privacy Act 1988).


	12.
Copyright in all data is vested in the Commonwealth and contributing States and Territories. 

13.
Any publication which uses the data must identify the AIHW as the source.

In providing this undertaking I understand and accept on behalf of the above mentioned organisation that subsection 29(1) of the Australian Institute of Health and Welfare Act 1987 provides that a person who receives information or a document relating to another person and makes a record of, or divulges that information to any person, is guilty of an indictable offence punishable on conviction by a fine of $2,000 or imprisonment for 12 months, or both.

Signature of responsible officer:


This application must be signed by a responsible officer with the authority or delegation to commit the AIHW to the terms and conditions in section 11.  The responsible officer should not be the Principal Investigator.  
Witness

Name:


Position:


Organisation/Unit:


Signature:


Date:__________________________

All employees of the above organisation who will be granted access to the information must be listed and must agree to comply with the conditions included in the undertaking.

Principal Investigator

Name:


Position:


Organisation/Unit:


Signature:


Date:



Witness

Name:


Position:


Organisation/Unit:


Signature:


Date:__________________________



	Details of any other person/s who will have access to the data

Additional Name 

Name:


Position:


Organisation/Unit:


Signature:


Date:


Witness

Name:


Position:


Organisation/Unit:


Signature:


Date:__________________________

Additional Name 

Name:


Position:


Organisation/Unit:


Signature:


Witness

Name:


Position:


Organisation/Unit:


Signature:


Date:__________________________

Date:

Please attach details of any other person who will have access to the data.

	Additional Name 

Name:


Position:


Organisation/Unit:


Signature:


Witness

Name:


Position:


Organisation/Unit:


Signature:


Date:__________________________




12.
The Linkage Undertaking

Project name:


The undertaking

I,


Full name of Responsible Officer



Position of Responsible Officer

in the Australian Institute of Health and Welfare 

HEREBY UNDERTAKE that the linkage between the following data sets:

Data set: 

Data set: 

Data set: 

Data set: 

will be done in accordance with the Data Linkage Protocol described in the AIHW policy document Data Linkage and Protecting Privacy within the Australian Institute of Health and Welfare (http://www.aihw.gov.au/dataonline/privacy_of_data.cfm). Where there are significant departures from this protocol, they have been drawn to the attention of the Ethics Committee in this application.

Signature and date



AIHW data custodian of linked data

I have sighted the Ethics Committee submission for this project involving linkage between data sets, and agree to be the data custodian of the resulting linked data.

Name of linked Data set


Full name of data custodian



Position in AIHW  



Signature and date



AIHW data custodian notification

As data custodian, I have sighted the Ethics Committee submission for this project involving linkage between data sets, and agree that the above officer be given access to the specified data set(s) for linking on condition of gaining Ethics Committee approval, and of final approval being granted by data providers (where appropriate).

Data set to be accessed


Full name of data custodian



Signature and date



Data set to be accessed 


Full name of data custodian



Signature and date



Data set to be accessed


Full name of data custodian



Signature and date



Data set to be accessed


Full name of data custodian



Signature and date



13.
Analysis of previously linked data

Project name:

Description of linked data:

Requesting officer (Principal Investigator)
Full name  



Position in AIHW  



Signature and date



AIHW data custodian of linked data

I have sighted the Ethics Committee submission for this project involving analysis of previously linked data, and agree that access to the specified data set(s) be given to the project officers on condition of gaining Ethics Committee approval, and of final approval being granted by data providers (where appropriate).

Name of linked Data set


Full name of data custodian



Position in AIHW  



Signature and date



AIHW data custodian notification

As data custodian, I have sighted the Ethics Committee submission for this project involving previously linked data, and agree that access to the specified data set(s) be given to the project officers on condition of gaining Ethics Committee approval.

Name of Data set used for linked Data set

Full name of data custodian



Signature and date



Name of Data set used for linked Data set

Full name of data custodian



Signature and date



Name of Data set used for linked Data set

Full name of data custodian



Signature and date



Name of Data set used for linked Data set

Full name of data custodian



Signature and date
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