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PARTICIPANT INFORMATION SHEET AND CONSENT FORM
Australia and New Zealand Pulmonary Hypertension Patient Registry                                    

Request

We ask that you consider giving your permission for storage of your health information in the above pulmonary hypertension (PH) patient registry to help doctors better characterise Australians who have your disease and for possible use in future research. 
The custodian of the Australia and New Zealand Pulmonary Hypertension Patient Registry is the Pulmonary Hypertension Society of Australia and New Zealand
This form provides you with information to help you decide whether you will allow this.  Please take the time to read the following information carefully and discuss it with others if you wish.

1. ‘What kind of health information will be taken, and how?’

Only clinical information collected in your routine care pertaining to your PH will be included in the PH Patient Registry.  No additional clinical information will be requested for your participation in the PH Patient Registry. Your health information (data) will be collected by your doctor or PH specialist nurse, at the time of your clinic visit.  

We will also review medical records going back to April 2004 and if you were a patient back then your information will be included.
2. ‘What if I don’t want to take part in this Registry, or if I want to withdraw later?’

Participation in this registry is voluntary. It is completely up to you whether or not you participate. If you decide not to participate, it will not affect the treatment you receive now or in the future. Whatever your decision, it will not affect your relationship with the staff caring for you.

If you wish to withdraw from the study once it has started, you can do so at any time without having to give a reason.

3. ‘What does the Registry involve?’
If you agree to participate in this registry you will be asked to sign the Participant Consent Form. Consent forms will be stored securely as per policy of your treating centre.
4. Will the data be identifiable as mine after it is collected?
All data entered at your specialist PH centre will be entered in an identifiable form, your treating specialist team will have access to your data for routine clinical tracking.

All the stored “pooled” data on the national registry will be ‘de-identified’ that means the clinical information has had your identifying details removed. All patient’s will automatically be allocated a registry identifier number when added to the registry. Only your treating doctors, nurses at your specialist PH centre and the registry Database managers will have access to your identifiable information. Data extracted for analysis will only contain registry identifier number and no name.  Patients will be re-identifiable to both Database managers (Paediatric and Adult), but not researchers.  
5. ‘What will happen to my health information?’

Your data will be stored for an indefinite period of time in the PH Patient Registry.  We wish to store your data to help physicians characterise Australians with PH.  In addition we may use the data to initiate potential, and as yet unspecified, research. Not all potentially beneficial future research can be known at any one time, as the need for future research is determined by ongoing developments in the field. If you agree to your data being stored, you will be asked to sign this consent form to store your information as described in this form. 
6. How will I know if my data is being used in the future?’

If you agree to your data being stored for future research, your data may be used for research projects in the future with the approval of a Human Research Ethics Committee. The Human Research Ethics Committee (HREC) will determine whether, or not, your consent should be obtained at that time for a particular research project. However, notifying you and obtaining your consent for specific research may not be possible if the stored data is not linked to your identifying information.

It will not be possible to provide you with feedback about the findings of potential future research. 
7. Who will have access to my information once it has been stored?’

The Adult and Paediatric database managers will have full access to the identifiable data from all the participating sites to prevent duplication, manage data cleaning and data integrity. The custodians charged with ensuring appropriate standards are met in storing and managing the PH Patient Registry will have access to your de-identified information. No identifiable data will be released to any unauthorised third party. Your Doctor and clinical nurse will have access to your data for routine clinical tracking. 
8. Will medical companies be able to use my data for profit in the future?’

No company will profit from the storage of your data.  
9. How long will my data be stored?’ 

Your data will be stored for an indefinite period of time in the PH Patient Registry.
10. How will my confidentiality be protected?’

Of the people treating you only your treating doctor and the nursing and other medical staff involved in your care will know whether or not you are participating in this registry.  The researchers named above, the Database managers and St Vincent’s Hospital Human Research Ethics Committee will have access to your data to enable collection of information as part of this research project.

Electronically stored information will be kept secure in the national registry database.  Users consisting of a research team at each centre participating in the registry will be assigned a username and password and will only be able to see their own patients.

11. ‘Will I be able to get my data back if I change my mind once it has been stored in the Registry?’

If you withdraw your consent you can request to have your health information removed from the Registry, 
However, it may not be possible to withdraw your de-identified data from the Registry results because all data will be pooled in a non-identifiable fashion for analysis and registry projects
12. ‘Who should I contact if I have concerns about the conduct of this Registry?’
This Registry has been approved by St Vincent’s Hospital HREC. Any person with concerns or complaints about the conduct of this study should contact the Research Governance Office who is nominated to receive complaints from research participants. You should contact them on (02) 8382 4960 and quote: LNR/11/SVH/178, 2019/PID03109
The conduct of this study at the <enter institution> has been authorised by the < enter RGO>. Any person with concerns or complaints about the conduct of this study may also contact the Research Governance Officer on < enter contact details > and quote <project number> 

Thank you for taking the time to consider this study.

If you wish to take part in it, please sign the attached consent form.

This information sheet is for you to keep.
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CONSENT FORM


Australia and New Zealand Pulmonary Hypertension Patient Registry

1. 
I,.................................................................................................................

of................................................................................................................

agree to store my information as described in the Participant Information Sheet attached to this form.
2.
I acknowledge that I have read the Participant Information Sheet, which explains why I have been asked to participate. The nature and risks of this registry have been explained to me to my satisfaction.
3.
Before signing this consent form, I have been given the opportunity of asking any questions relating to any possible physical and mental harm I might suffer as a result of my participation and I have received satisfactory answers.
4.
I agree that research data may be published, provided that I cannot be identified.
5.
I understand that if I have any questions relating to my participation in this Registry, I may contact 
6.
I acknowledge receipt of a signed copy of this Consent Form and the Participant Information Sheet.
Signature of participant

Please PRINT name 

Date

_____________________________________________________________
Signature of witness 

Please PRINT name

Date

______________________________________________________________

Signature of investigator 
Please PRINT name

Date

______________________________________________________________
[image: image3.jpg]Pulmonary
: Hypertension
/" Society

of Austraia and New Zealand




Australia and New Zealand Pulmonary Hypertension Patient Registry

REVOCATION OF CONSENT

I hereby wish to WITHDRAW my consent to participate in the Registry described above and understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with 

Signature





Date

Please PRINT Name

The section for Revocation of Consent should be forwarded to:

PHSANZ Patient Registry Adult Master PICF V 5.0 dated 22/10/19
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