NSW PRIVACY ADDITION TO NATIONAL ETHICS APPLICATION FORM
To be submitted with all ethics applications
The Health Records and Information Privacy Act 2002 (NSW) commenced on 1 September 2004. The Act creates a scheme to regulate the collection, use and disclosure of personal health information. It requires personal health information to be handled in accordance with 15 Health Privacy Principles (HPPs) set out in the Act. It is necessary for you to complete this form in order to ensure:

· You and your institution comply with the Act

· This HREC can properly assess your research under the Act:

· This HREC can meet its statutory obligations to report to the Privacy Commissioner on its activities under the Act.

Please read the Statutory Guidelines made under the Act entitled Health Records and Information Privacy Act 2002 (NSW): Statutory Guidelines on Research which can be found on the website of Privacy NSW. This website can be accessed through www.lawlink.nsw.gov.au. Reading these documents will assist you in completing this form. 
Q1. Does this project involve the collection, use or disclosure of personal health information which is identified, or from which the identity of the person can be reasonably obtained?

 FORMCHECKBOX 

Yes – you must complete this form. Go to Question 2.

 FORMCHECKBOX 

No – you do not need to complete this form.

Q2. Could the purpose of this project be served by collecting, using or disclosing de-identified information?

 FORMCHECKBOX 

Yes – you should collect, use or disclose de-identified information only. If you do so, you do not need to complete this form.

 FORMCHECKBOX 

No – Go to question 3. 

Q3. Why can’t the purpose of the project be achieved using de-identified information?

 FORMCHECKBOX 

The proposed project involves linkage of data.

 FORMCHECKBOX 

Scientific defects in the project would result if de-identified information was used. Please provide details.      
 FORMCHECKBOX 

Other. Please provide details.      
Go to Question 4.

Q4. Are you proposing to collect, use or disclose the health information with the consent of the individual(s) concerned?

 FORMCHECKBOX 

Yes – you can collect, use or disclose the health information relying on the ‘consent exemption’ in HPP 10 or HPP 11. Go to question 12.

 FORMCHECKBOX 
 
No – Go to question 5.

Best practice tip: Wherever possible, you should seek the consent of the person. Use or disclosure authorised by the person is almost always to be preferred, provided the consent is freely given and informed.

Q5. From which organisations/bodies are you collecting personal health information? Please specify each individual hospital, other area health service and any other organisation. If known, please name the individual data custodian of this information and the personnel in the organisation who generally have access to the information. 

     
Go to Question 6.
Q6. Is the information being collected reasonably necessary for the project, being collected for a lawful purpose (HPP 1), relevant to the project, and not excessive (HPP 2)?

 FORMCHECKBOX 

Yes – go to question 7.

 FORMCHECKBOX 

No – you must comply with HPP 1 and HPP 2. Refer to the Act.

Q7. Was the health information originally collected for the primary purpose of this project?

 FORMCHECKBOX 

Yes – you can use or disclose the health information for the project relying on HPP 10 or HPP 11. You do not need to complete any more questions on this form.

 FORMCHECKBOX 

No – Go to question 8.

Q8. Is this project directly related to the primary purpose for which the health information was collected and would the person reasonably expect you to use or disclose their health information for the purposes of this project?

 FORMCHECKBOX 

Yes – Please provide details or how it is directly related.      
You can use or disclose the health information for the project relying on the ‘direct relation exemption’ in HPP 10 or HPP 11. You do not need to answer any more questions on this form.

 FORMCHECKBOX 

No – Go to question 9.

Best practice tip: It is unlikely that many research activities will come within this exemption; however some compilation or analysis of statistics activities might come within it. Using health information to compile statistics about the number of patients treated for a particular disease within a hospital, for example, would arguably come within this exemption. 

Q9. Is the use or disclosure for the project authorised, required, permitted or reasonably contemplated under another law?

 FORMCHECKBOX 

Yes – Please provide details.      
You can use or disclose the health information relying on the exemption in HPP 10(2) or HPP 11(2). You do not need to answer any more questions on this form.

 FORMCHECKBOX 

No – Go to question 10.

Q10. Why is it impracticable to obtain the consent of the individual to collect, use or disclose their health information?

 FORMCHECKBOX 

The size of the population.

 FORMCHECKBOX 

The proportion of individuals who are likely to have moved or died since the health information was originally collected.

 FORMCHECKBOX 

The risk of introducing potential bias into the research, thereby affecting the generalisability and validity of the results. 

 FORMCHECKBOX 

The risk of creating additional threats to privacy by having to link information in order to locate and contact individuals to seek their consent.

 FORMCHECKBOX 

The risk of inflicting psychological, social or other harm by contacting individuals with particular conditions in certain circumstances.

 FORMCHECKBOX 

The difficulty of contacting individuals directly when there is no existing or continual relationship between the organisation and the individuals.

 FORMCHECKBOX 

The difficulty of contacting individuals indirectly through public means, such as advertisements or notices. 

 FORMCHECKBOX 

Other. Please provide details.      
Go to Question 11.

Q11. Please provide reasons why the collection, use or disclosure of this information is in the public interest, and why the public interest in the project substantially outweighs the public interest in the protection of privacy. 

                     .
NB: In determining whether the public interest in the project substantially outweighs the public interest in the protection of privacy, the HREC will consider the matters listed below. Please make reference to relevant factors in your reasons.
a) The degree to which the project is in the public interest;
b) The degree to which the project is likely to contribute to:

i. the identification, prevention or treatment of illness, injury or disease; or

ii. scientific understanding relating to health; or

iii. the protection of the health of individuals and/or communities; or

iv. the improved delivery of health, disability or aged care services; or

v. enhanced knowledge within the fields of social science and the humanities relating to health.

c) Any likely benefits to individuals, to the category of persons to which the individual(s) belong, or the wider community that will arise from the project being undertaken in the manner proposed;

d) In considering benefits to the category of persons to which the individual(s) belong, specific consideration should be given to any likely benefits to individuals that belong to certain categories where information may be of a particularly personal or sensitive nature; for example:

i. Children and young people; or

ii. Persons with intellectual or psychiatric disability; or

iii. Persons highly dependent on medical care; or

iv. Persons in dependent or unequal relationships; or

v. Persons who are members of collectivities; or

vi. Aboriginal or Torres Strait Islander peoples; or

vii. Persons whose information relates to their mental or sexual health; or

viii. Persons who are incarcerated.

e) Whether the project design can be satisfied without needing to apply HPP 10(1)(f) or HPP 11(1)(f) and the defects in the project that might arise if the project was not conducted in the manner proposed;

f) The cost of not undertaking the project (to government, the public, the health care system etc.);

g) The public importance of the project;

h) Whether the risk of harm to an individual whose health information is to be collected, used or disclosed in the project is minimal;

i) The standards of conduct to be observed in the project including;

i. The project design and the scientific or other credentials of those involved in conducting that project;

ii. If the project involves contact with participants, the procedures or controls that will apply to ensure participants are treated with integrity and sensitivity, including whether questions to be asked or procedures to be employed are intrusive;

iii. Whether the access to health information is restricted to appropriate personnel involved in conducting the proposed study (you are asked to respond to this in question 13);

iv. The procedures that are to be followed to ensure that the information will not be published in a form that identifies particular individuals or from which an individual’s identity can be reasonably ascertained (you are asked to respond to this in question 12);

v. The procedures that are to be followed at the completion of the project to ensure that all data containing health information are at least as secure as they were in the sources form from which the data was obtained, including the date when the data will be destroyed or returned. These procedures must be in accordance with HPP 5 (you are asked to respond to this in question 13).

Go to Question 12.
Q12. Please confirm that information which identifies individuals or from which an individual’s identity can be reasonably ascertained, will not be published in any generally available publication.

 FORMCHECKBOX 

Confirmed – publication of such information is not permissible under the Act. 

Q13. Describe in detail the security standards that will be applied to the storage of, and access to, the health information during the project and the proposed method of disposal of the health information at the completion of the project.
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