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Obtaining research governance approval at Pathology Queensland

PQ Research Office

Obtaining research governance approval at Pathology Queensland
Research governance refers to the processes used by institutions to ensure that they are accountable for the research conducted under their auspices. 
The Research Governance Office (RGO) is responsible for review of the site-specific assessment (SSA) application, including site-specific documents, and making a recommendation to the Prevention Division’s chief executive or delegate as to whether a research project should be authorised at that site. A letter of authorisation to conduct research will be issued to the applicant and only then can research commence.

SSA documentation
The following documentation may be required when submitting an SSA application to the Pathology Queensland RGO:

· HREA or HREC approved research protocol

· HREC approval letter

· Study budget and funding approval

· Research agreement

· Research application OR application for services

· Quote for services

· Laboratory declaration

· Public Health Act (PHA) approval OR PQ Data Custodian approval
· State coroner approval
1. HREA or HREC approved research protocol

Refer to the applying for ethics approval page for more information.
2. HREC approval letter


Refer to the applying for ethics approval page for more information.

3. Study budget and funding approval


A budget must be provided for all projects submitted for governance review. You also have to submit a quote from Pathology Queensland if our research services are required for the project. You can get a quote by completing the Application for services form on the engaging Pathology Queensland page.

If your research project is funded by a grant, please upload evidence of funding approval with the SSA application.

4. 
Research agreement


The Pathology Queensland Research Office can assist with the negotiation of research agreements, including obtaining Pathology Queensland legal review where required.

4.1 
Non-Queensland Health researchers


Research by non-Queensland Health researchers involving Queensland Health or Pathology Queensland employees, premises, resources or patients and at least one other institution requires a written agreement in accordance with the Australian Code for the Responsible Conduct of Research.


For projects involving two or more organisations, which are part of the Brisbane Diamantina Health Partners (BDHP), the BDHP Research Passport Agreement may be used. The agreement aims to streamline the approval process for researchers, saving them time and legal costs.

4.2 
Queensland Health researchers


A research agreement is not required for Queensland Health researchers conducting research with other Queensland Health employees.


Pathology Queensland information for all agreements


Legal entity name: Pathology Queensland
ABN: 66 329 169 412
Address: Level 4, Block 7
Royal Brisbane and Women's Hospital
Herston, QLD 4029
5. PQ Research application or Application for services

To conduct research with Pathology Queensland, you are required to complete a PQ Research application OR an Application for services form.
5.1 
Pathology support is NOT required for the project

Complete a PQ Research application available on the applying to conduct research page to register your project and submit together with your research proposal to Pathology Queensland Client Services at PathQldClients@health.qld.gov.au.

5.2 
Pathology support IS required for the project

Complete an Application for services form available on the engaging Pathology Queensland page and submit together with your research proposal to Pathology Queensland Client Services at PathQldClients@health.qld.gov.au.
6. Quote for services and Laboratory declaration

A quote for services and laboratory declaration will be provided when an Application for services form found on the engaging Pathology Queensland page is submitted to Pathology Queensland Client Services.
7. Approval for use of confidential information or samples


There are two acts that can apply to researchers wanting to access identifiable or potentially re-identifiable data or samples from Pathology Queensland where consent cannot be obtained from the patient: s280 of the Public Health Act (PHA) 2005 (Qld) OR s150 of the Hospital and Health Boards (HHB) Act 2011.
7.1 
Non-Queensland Health researchers - PHA approval


Non-Queensland Health researchers as well as non-Queensland Health researchers conducting research with Queensland Health employees wanting access to identifiable or potentially re-identifiable data held by Pathology Queensland, and who is unable to obtain participant consent, can apply for the release of confidential information for the purposes of research under section 280 of the Public Health Act 2005 to seek approval for access from the Director General of Queensland Health. 


What is the process for gaining PHA data custodian endorsement and approval at PQ? 

1. Email a completed PHA Application Form and HREC approval letter to PQ Client Services at PathQldClients@health.qld.gov.au. 

2. PQ Client Services will review your application and any comments or requests for additional information will be forwarded back to you. 

3. Once the PHA application meets requirements, the Pathology Queensland Data Custodian will endorse the request and the signed PHA application will be emailed to you. 

4. The endorsed PHA application must then be emailed to PHA@health.qld.gov.au with the HREC approval attached. 

5. When approval is received, submit a copy of the PHA approval letter with the SSA form in ERM.

6. PHA approval is contingent on the receipt of an annual progress report. Please forward your progress report to PHA@health.qld.gov.au.


The material or data will be released by Pathology Queensland Client Services following research governance approval from the Pathology Queensland Research Office.

7.2 
Queensland Health researchers – Approval under the HHB Act 


Queensland Health researchers wanting access to identifiable or potentially re-identifiable data held by Pathology Queensland and who cannot obtain participant consent, can make an application under the HHB Act to seek approval for access from the Pathology Queensland Data Custodian.


Section 150 of the HHB Act provides that a 'designated person' may disclose 'confidential information' to another 'designated person' if the disclosure is for the purpose of 'evaluating, managing, monitoring or planning health services'. Section 150 Permission is NOT available if researchers are external to QH OR where a QH employee is undertaking the project in another capacity (e.g. University capacity/completing a Research Higher Degree), as they are not undertaking the study in their capacity as a 'designated person' (defined in s139 HHB Act). 

Please note that it is NOT possible under either the HHB Act or the PHA for a Queensland Health data custodian to grant non-Queensland Health employees with direct password-protected access to a Queensland Health information system. The information must be ‘given’ to the researcher in each case.


If seeking to access data for research under section 150 of the HHB Act you must: 

1. Email a completed PQ Data Custodian Checklist (PDF 150 kB) and HREC approval letter to PQ Client Services at PathQldClients@health.qld.gov.au. 

2. PQ Client Services will review the checklist and any comments or requests for additional information will be forwarded back to you. 

3. Once the checklist meets requirements, the PQ Data Custodian will endorse the request and the signed PQ Data Custodian Checklist will be emailed to you.

4. Submit a copy of the signed PQ Data Custodian Checklist with the SSA form in ERM. 

The material or data will be released by Pathology Queensland Client Services following research governance approval from the Pathology Queensland Research Office.


More information
· Accessing confidential information at Pathology Queensland
· Public Health Act applications
· Pathology Queensland data custodian checklist is available on the Hospital and Health Boards Act 2011 page 
8. State coroner approval for use of coronial material

Research involving access to coronial material must be referred to Queensland Health's Forensic and Scientific Services Human Ethics Committee (FSS-HEC) for ethical and legal approvals. 


Refer to Forensic and Scientific Services' page about accessing materials and data for research for more information.
Creating and submitting an SSA application

9. HREA was created in QLD, VIC or Mater Health using ERM


Login to ERM, once logged in:

· Select the relevant project under ERM Applications
· Select the tile Create Subform from the list of Actions on the left-hand side

· On the Create Subform page, select QLD Health as jurisdiction and SSA Form QLD as the sub-form, then select Create
· Complete the SSA by following the prompts and attach relevant supporting documents
· At Q1.1 select ‘Forensic and Scientific Services / Pathology Queensland RGO’
· At Q1.2 select ‘Pathology Queensland’
· Once you have completed the SSA and with all supporting documents uploaded, the site principal investigator is to complete the Signatures and Declarations page and sign the form electronically (recommended) or as ‘wet-ink’ and upload the page to the form.

· Select the Submit tile from the list of Actions on the left-hand side and follow the prompts. This will submit the SSA application to the ‘Forensic and Scientific Services / Pathology Queensland RGO’ for processing.

10. Ethics application was created in another jurisdiction


You first have to create a minimal dataset form (MDF) in ERM and then create an SSA application from the MDF.

10.1 
Create an MDF


Login to ERM, once logged in:

· Select Create Project from the list of Actions on the left-hand side

· On the Create Project page, select QLD Health as jurisdiction and MDF as the Form type, then select Create
· Complete the MDF by following the prompts and attach relevant supporting documents

· Once you have completed the MDF form and with all supporting documents uploaded, select the Submit tile in the Actions pane.

10.2 
Create an SSA application from the MDF

· Under ERM Applications, select the relevant MDF

· Select the tile Create Subform from the list of Actions on the left-hand side

· On the Create Subform page, select QLD Health as jurisdiction and SSA Form QLD as the subform, then select Create.

· Complete the SSA by following the prompts and attach relevant supporting documents
· At Q1.1 select ‘Forensic and Scientific Services / Pathology Queensland RGO’

· At Q1.2 select ‘Pathology Queensland’

· Once you have completed the SSA and with all supporting documents uploaded the site principal investigator should complete the Signatures and Declarations page and sign the form electronically (recommended) or as ‘wet-ink’ and upload the page to the form.

· Select the Submit tile from the Actions pane and follow the prompts. This will submit the SSA application to the ‘Forensic and Scientific Services / Pathology Queensland RGO’ for processing.

[image: image2.jpg]Queensland Health

pathology

queensland

Queensland
Government




The SSA application and documents will be reviewed by the Pathology Queensland Research Office. If approved, the Research Office will provide site authorisation and research can begin.
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