These instructions guide stakeholders through a structured, efficient review of the harmonised Progress Report template and outline how to provide feedback using the accompanying survey.
1. Purpose of the Review
The aim of this review is to ensure the Progress Report template is:
· Fit‑for‑purpose for HREC, Researchers and Institutions in fulfilling their monitoring and reporting requirements.
· Clear and easy to complete.
· Functioning correctly with branching logic and attention indicators.

This stage of the review is focused on questions and the basic logic. 
Each jurisdiction implementing the form will assess how individual systems scope.
2. How to Review the Template
Work through the form section by section. For each section, consider clarity, relevance, completeness, and usability.
Orange text in the template will likely not appear as orange text in the form. This is a visual indication of guidance information that will show when specific conditions are met.
Comments in the template indicate where help text and submission guidance will appear. Comments have been used to as a tool to keep the body of the document clear and easy. 
4. What to Look For
As you review, note:
· Unclear or ambiguous wording.
· Questions that feel unnecessary or overly complex.
· Missing information or instructions.
· Confusing warnings or attention indicators.
· Branching logic that does not behave as expected.

Provide examples wherever possible.
5. Time required for review
Review of Progress Report Template, allow 10-15min.
Provide feedback, allow 10 min. 



Human Research Ethics & Governance 
Progress Report Form
ACT/NSW/TAS/SA

	Introduction
	What is the Progress Report

	How to use this form
	Jurisdiction Specific


	Attention indicators

	· or red text indicates an action is required prior to submitting the progress report. 

or orange text indicates an action will need to take place before the progress report can be acknowledged by the reviewing body OR there are additional related steps that may be required.


	Additional guidance and support

	Jurisdiction Specific


	What happens once I submit this report?

	Jurisdiction Specific






	Human Research Ethics Progress Report Form
(Reporting Period)

	Project Details

	· Information provided in this section provides the major details of the project and assists the Research Office in identifying the best pathway for review.
· Where possible information will be prefilled. Incorrect pre-filled data in this section indicates a data quality issue and should be corrected prior to submitting. 

	Project Title
	

	Short Title or Acronym
	

	Project ID/Reference
	
	Previous ID if available:

	HREC Approval date
	

	HREC Expiry date	
	

	Reviewing Body
	

	Coordinating Principal Investigator 
	

	Project Type 
	Clinical Trial, Clinical Research, Health Research/Social Science, Clinical Quality Registry



	Conditional section: Clinical trials only 

	Decentralised Trial 
	Yes/No

	Project Sponsor
	

	Sponsor Type
	Commercial Sponsor, Collaborative Research Group, Investigator-Initiated, Contract Research Organisation (CRO)


	
	HREC Approved Sites

	· This section provides a complete list of all sites that have had an ethics review conduced by this reviewing body. Each site should be identified on the initial approval letter or on a subsequent amendment approval letter. 
· Where possible information will be prefilled. Incorrect pre-filled data in this section indicates a data quality issue and should be corrected prior to submitting. 
· While unlikely, it is possible that a project will not have “sites”. In this scenario this section should be left blank

	HREC Approved Sites

	Site Identifier
	Site Name
	Site Status
	Principal Investigator 
	Date Site Authorised
	Date Site Closed/Terminated/
Abandoned

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	




	Report Type

	· Selecting the type of report to be submitted will determine how the report appears in subsequent sections.

	What type of report are you submitting? 
	☐ Annual Report – Complete Annual Progress Summary
☐ Final Report – Complete Final Progress Summary
If Final Report and Clinical Trial - Warning: Do not submit the Final Report until the close out visit has been completed.	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 
Close out visits often identify items that require submission to the HREC and sites. 
This can not happen after a final report has been submitted. 



	Annual Report Summary

	· This section provides a high‑level summary of your project’s progress over the reporting period and confirms that the project documents currently in use remain appropriate and up to date.

	Select the status that best describes this project at the time of completing the report:

If Clinical trial: Clinical Trial: The project status reported to the ethics reviewing body may be different to the Recruitment Status (defined by ANZCTR) of the project. 	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message?

There is an opportunity to provide further details or context in this section of the form.

You can add the “recruitment status” here
	☐ Not Yet Commenced 
No project or site activities have started (including recruitment).
☐  In Progress/Active
Project activities have started.
☐ Data Collection Completed
All data needed for analysis has been collected. Follow‑up may still be occurring if applicable.
☐  Temporary Halt/Suspended
Project paused to protect safety or for other documented reasons.

	If Not Yet Commenced is selected:
Briefly explain why the project has not yet started.
	

	If In Progress/Active or Data Collection Completed is selected:
What is the expected completion date.
	Date field
Checkbox “Ongoing”.	Comment by Kylie Becker (eHealth NSW): Helptext: Ongoing should only be selected for londitudinal studies, registries or studies that have no determined endpoint.


	If Clinical Trial AND Data Collection Completed is selected:

	TGA Compliance: The Sponsor must notify the TGA of the completion of trials conducted under the CTN/CTA scheme after the trial has been completed at all sites. If the TGA Completion Advice has not yet been submitted it should be completed after submission of this report. Website: Therapeutic Goods Administration (TGA) 	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 
This guidance has been developed with the TGA to support understanding of where clinical trial reporting processes overlap. It is provided for education and awareness only and does not affect the submission of your report. 

	If Temporary Halt/Suspended is selected:
	When was this reported to the HREC? How long this is intended to continue? *

	If Clinical Trial AND Temporary Halt/Suspended is selected:
	TGA Compliance: The TGA should be notified when there has been a decision to withdraw/suspend ethics approval for a trial conducted under the CTN or CTA schemes. If this has not yet been submitted it should be completed after submission of this report.
Website: Therapeutic Goods Administration (TGA)<please follow this guidance> 	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 
This guidance has been developed with the TGA to support understanding of where clinical trial reporting processes overlap. It is provided for education and awareness only and does not affect the submission of your report. 


	Has the project experienced delays or fallen behind the anticipated timeline?
	☐ Yes 
☐ No

	If Yes is selected:
Briefly explain the delay and steps in place to address the issue.
	

	Please provide a summary of the progress of the study to date.
(High‑level information only. Detailed timelines are not required.)
	


	Protocol title and version currently in use.
	Comment by Kylie Becker (eHealth NSW): Why do I have to provide this information?
The reviewing body is looking to verify that the protocol currently in use is the version approved in their records.
	Protocol Title:
Protocol Version:
Protocol Date:

	Master Participant Information Sheet and Consent forms/s (PISCF) currently in use.
	Document Title:	Comment by Kylie Becker (eHealth NSW): Why do I have to provide this information?
The reviewing body is looking to verify that the PISCF/S currently in use is the version approved in their records.

Select N/A If the project does not use PISCF. E.g there is an approved waiver of consent.
Version:
Date:
OR
☐ N/A

	During this reporting period, have any new conflicts of interest arisen for team members at this site that have not yet been declared?	Comment by Kylie Becker (eHealth NSW): Why am I being asked this question?
 
National Statement 5.3.11 A researcher must disclose to the review body any interests that may constitute an actual or potential conflict of interest, including any financial or other interest or affiliation that bears on the research (see Chapter 5.6 and the Australian Code for the Responsible Conduct of Research and its supporting guides). Where applicable, this disclosure should specify any business, financial or other relevant association between a researcher and the developer, manufacturer or supplier of a drug, device or other product of potential commercial value to be used in the research. A researcher must disclose to the review body any restrictions on publication or dissemination of research findings. 
	☐ Yes 	Comment by Kylie Becker (eHealth NSW): Help text: 

The National Statement 5.6.6 states Researchers should disclose any interest that may constitute a conflict of interest that is related to their research proposal, including any: 
(a) financial or other interest or affiliation; or 
(b) involvement in competing research (see also 5.3.11 to 5.3.12). 
☐ No 

	If yes is selected:
Please provide further details including:	Comment by Kylie Becker (eHealth NSW): Help text:

The National Statement 5.6.7 states Ethics review bodies should adopt measures to identify and manage conflicts of interest involving researchers. These should be tailored to the individual circumstances.
· Full name
· Site they are attached 
· Their role in project
· The confirmed or suspected conflict
	

	If you would like to give further information or context to support the annual report this can be added here.
	




	Final Report Summary

	· This section summarises the final outcome of the research.
· Once a final report is submitted, the project is considered closed by reviewing body, no further amendments can be submitted after the final report has been lodged. 
· If additional study activities or analysis are still planned, please submit an annual report.

	Select the status that best describes this project at the time of completing the report.

If Clinical trial: Clinical Trial: The project status reported to the ethics reviewing body may be different to the Recruitment Status (defined by ANZCTR) of the project.	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message?

There is an opportunity to provide further details or context in this section of the form.

You can add the “recruitment status” here
	☐ Closed
Project finished all analysis is complete.
☐ Terminated Early
Stopped before completion for ethical, safety, feasibility or other reasons; will not resume.
☐ Abandoned
Ethics Approved/Site/s authorised but never started.

	If Clinical Trial AND Closed is selected:
Date trial completed at all Australian Sites under this HREC approval
	Date field

	If Clinical Trial AND Terminated Early OR Abandoned is selected:

Please select the reason the project was Terminated Early or Abandoned	Comment by Kylie Becker (eHealth NSW): The options provided in the final report align with the TGA and ANZCTR reporting requirements for clinical trials.

In the first instance should we just provide guidance to show/support knowledge building. “This is an intersecting touchpoint” 
	☐ Premature termination – safety 
☐ Premature termination – lack of funding/staff/facilities
☐  Premature termination – other (provide details)
☐ Insufficient recruits 
☐ Directed by TGA 
☐ Directed by HREC

	If Clinical Trial AND Terminated Early OR Abandoned is selected:
	TGA Compliance: The TGA should be notified when there has been a decision to withdraw/suspend ethics approval for a trial conducted under the CTN or CTA schemes. If this has not yet been submitted it should be completed after submission of this report.
Website: Therapeutic Goods Administration (TGA)	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 
This guidance has been developed with the TGA to support understanding of where clinical trial reporting processes overlap. It is provided for education and awareness only and does not affect the submission of your report. 

ANZCTR Compliance: The ANZCTR should be updated when there has been a decision for trial recruitment to be “Withdrawn” or “Stopped Early”	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message?

This question has been identified as data/process alignment opportunity  with ANZCTR. 

In the first instance should we just provide guidance to show/support knowledge building. “This is an intersecting touchpoint” 

	Please briefly summarise the outcomes of the project.
Include the key results or conclusions of the research. A high‑level summary is sufficient.
	


	If Terminated Early is selected:
Please describe how any data collected before the project was terminated will be managed, including storage, security, retention, or disposal.
	

	How is study data or findings being shared with participants?
	Summary reports, Newsletters, Direct communication, Project website, Data/finding are not being shared, Other (provide details)

	If Other (provide details) is selected:
Please describe any other ways study data and/or findings are being shared with participants.
	

	List all research outputs from this project, such as publications (published or submitted) and any presentations at conferences, seminars, or other forums.
	

	If you would like to give further information or context to support the final report this can be added here.

	



	Reporting and Monitoring 

	· This section collects information about safety reporting and monitoring for all projects. It helps confirm that safety obligations have been met and that appropriate monitoring is in place for the ongoing conduct of the trial.
· Additional questions will be asked if the study is a clinical trial. If your study is a clinical trial and you do not see the Clinical Trial section <do this>

	In the reporting period have there been any safety events or incidents that may have implications to the continuing or safety of this Project?	Comment by Kylie Becker (eHealth NSW): Help text:

Examples of Safety Events may include (but are not limited to):
Significant Safety Issues 
Serious Breaches of Good Clinical Practice (GDP) or the Protocol 
Complaints about the conduct of Research or potential breaches of the Australian Code 
Data breach, privacy consent or data security and or data management concerns

Guidance for the responsibilities of those to monitor and report adverse events and other safety issues is available on the NHMRC website. NHMRC: Safety and Adverse Event Reporting 
	☐ Yes – Submitted in accordance with the NHMRC guidelines
☐ Yes – Not all submitted
☐ No (there have been no reportable safety events or incidents in the last 12 months)

	If Yes – not all submitted is selected: 

Warning: All safety events or incidents with implications for participant safety or the conduct of the project must be submitted <via this process> before the progress report can be acknowledged.	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message?
Submission of outstanding safety reports will ensure the project is in compliance with the initial approval and NHMRC guidance.

	





	Have there been other safety events or issues not covered above that the HREC should be aware of?
	☐ Yes
☐ No

	If Yes is selected: 
Please provide a short description of the safety event.	Comment by Kylie Becker (eHealth NSW): Help text:

Submitting any details here is not submitting a safety event to the HREC for formal acknowledgement, it is providing information of an undetermined/not yet reported event. 
Following the HREC review of this information a formal report may be required. 
	

	Reporting and Monitoring - Clinical Trial (only required when project is a clinical trial)

	Has the project undergone any audits that have not already been reported to the relevant reviewing body?
	☐ Yes 
Please upload/provide a copy of the audit report or findings
☐ No


	If this clinical trial includes an implantable medical device, please confirm the existence of a system in place to allow for tracking the participant, with consent, for the lifetime of the device.	Comment by Kylie Becker (eHealth NSW): In NSW this is recorded by the site and will sit in SDPR via CTMS (emr is true source).

How is this managed in ACT and TAS?

This is a Sponsor responsibility - so is this only asked for Investigator Initiated Clinical Trials?

e.g. this data is specifically recorded from the HREA? If it exists or from another source?
	☐ Yes – a system is in place
☐ No – a system does not yet exist
☐ N/A


	If No is selected: 
Warning: An amendment to establish a tracking system must be submitted must be submitted <via this process> before the progress report can be acknowledged.	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 

The continuation of ethics approval of clinical trial with implantable medical devices, is on the confirmation of the existence of a system for enabling the tracking of the participant, with consent, for the lifetime of the device.  NS 5.4.11 

The mechanism to complete this is via an amendment. 
	☐ Yes – a system is in place
☐ No – a system does not yet exist

	Annual Safety Reporting	
What is an Annual Safety Report?	Comment by Kylie Becker (eHealth NSW): What is an Annual Safety Report?
An annual safety report provides a high‑level summary of new or emerging safety information for the trial over the reporting period, and how this information affects participant safety.
This report:
focuses on new and relevant safety findings
does not replace individual safety event reporting
supports review of the ongoing risk–benefit balance of the trial

	Will you be submitting the annual safety report with this progress report?	Comment by Kylie Becker (eHealth NSW): Help text: An executive summary from an existing annual safety report prepared for regulators (such as a DSUR) may be submitted to meet this requirement.
	☐ Yes – I will upload an existing annual safety report.
☐ Yes – I will complete manually in this form (this allows for free text and document upload.)
☐ No 

	If Yes – I will complete manually selected: 
Please provide a summary of the evolving safety profile of this trial.
What to include in the Annual Safety Report?	Comment by Kylie Becker (eHealth NSW): For studies involving an Investigational Medicinal Product (IMP)
Your annual safety report should include a brief summary of:
new or emerging safety findings identified during the reporting period
the overall safety profile of the IMP (particularly if it is not included on the Australian Register of Therapeutic Goods)
what the safety information means for participants and the trial’s risk–benefit balance
any actions taken, or planned, to reduce or manage identified risks
An executive summary from an international safety report (such as a Development Safety Update Report (DSUR)) may be used to meet this requirement.

For studies involving an Investigational Medical Device (IMD)
Your annual safety report should include a brief summary of:
new or emerging safety findings related to the device
what the safety information means for the trial’s risk–benefit balance
any actions taken, or planned, to minimise risks to participants
Using an existing safety report (including DSURs)
If you already prepare an annual safety report for international regulators (for example, a DSUR), the executive summary may be uploaded and used as your annual safety report for ethics review.
Please upload the document using the document type “Annual Safety Report”.

If your study involves combination therapies
Safety reporting for combination therapy trials can be more complex.
Where combination therapies are being investigated:
the annual safety report should reflect how safety information for each component is considered together
the approach used should be proportionate to the trial design and risks
Further guidance for these scenarios is described in ICH Guideline E2F (Development Safety Update Report).
	

	If No is selected:
Provide the date (month) that you/the Sponsor anticipate submitting the annual safety report to HREC?
	Date	Comment by Kylie Becker (eHealth NSW): In a manual form this would provide a guide to allow the Research Office to track when to expect the annual safety report.

In an electronic system a system could use calculations to ensure that the date is not in the past and not more than 12 months in the future.

In REGIS the system could create a “Milestone” with a due date to support compliance. 




	Compliance, Confidentiality and Storage

	· This section supports ongoing ethics monitoring of the project.
· Is required under the National Statement on Ethical Conduct in Human Research and helps ensure approved research continues to meet ethical and safety requirements.

	Has the Project been conducted in accordance with the National Statement, approved protocol, amendments and any conditions imposed by the HREC?
	☐ Yes
☐ No

	If No is selected:
Please briefly describe the non‑compliance and the actions taken to address or resolve it.	Comment by Kylie Becker (eHealth NSW): Help text

This may include departures from the approved protocol, conditions of approval, or ethical requirements. A brief, factual description and summary of corrective actions is sufficient.

Submitting details here does not substitute standard amendment/reporting requirements to the HREC for formal acknowledgement, it is providing information only.

Following the HREC review of this information a formal amendment/report may be required. 
	

	In the current reporting period has there been any changes to how the data is maintained, secured or accessed (per the data management plan/protocol) that has not been reported to the HREC?
	☐ Yes – all changes submitted
☐ Yes – Not yes submitted
☐ No

	If No is selected:
Warning: An amendment or XX must be submitted <via this process> before the progress report can be acknowledged.	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 
Submission of outstanding amendments will ensure the project is in compliance with the initial approval and NHMRC guidance.
	



	If Terminated Early was selected as a status:
How will the data that has already been collected be stored, archived, destroyed?
	



	Project Recruitment and/or Data Collection

	· This section asks about how participants or data are accessed for the project.
· Multiple branching opportunities are included in this section to support only relevant questions appearing.

	Select the method that describes how data is collected for this project. *

only select one – if you are unsure of which to select contact the reviewing HREC




	☐ Human beings (via active participation), including their associated biospecimens and/or data	Comment by Kylie Becker (eHealth NSW): Help text:

This refers to any research that involves the active participation of individual human beings. It includes project that are:
Investigational/clinical trial
Observational
Survey/interview/focus groups

Select this option if the project is also collecting biospecimens (for example blood samples or tissue biopsies) prospectively as a component of the project. 

Do not select this option if coronial material is the primary component of your project. See - Human biospecimens only

Do not select this option if the data is being collected through Patient Reported Measured (PREMs/PROMs) for registry. See - Data associated with human beings only. 
☐ Human biospecimens only	Comment by Kylie Becker (eHealth NSW): Help text:

This refers to any research that only involves the collection and/or use of specimens derived from individual human beings. 

These specimens may have been taken from human beings in another context (e.g. as part of the establishment of a biobank or other research project or concurrent with a clinical procedure).

Do not select this option if prospective collection of the biospecimens with consent or the use of biospecimens is only one component of a research project that also involves the active participation of individual human beings.

Select this option if coronial material is the primary component of your research.
☐ Data associated with human beings only (i.e. as the primary object of research)	Comment by Kylie Becker (eHealth NSW): Help text:

This refers to any research that only involves the collection and/or use of information associated with individual human beings. 

This information may be obtained from an existing dataset. This research may involve the use of information with or without personal identifiers and it may be obtained from or associated with individuals or gathered in aggregate form.

It includes project that access:
Existing local datasets, including medical records
State, Territory or National Datasets - with no linkage involved
Linked datasets - a method of bringing together information, from different sources, but relating to the same individual or event.  

Select this option if human beings are being studied via an artefact such as video or photographic representations or observations taken prior to the initiation of the research project.

Do not select this option if prospective collection of data or the use of data is only one component of a research project that also involves the active participation of individual human beings.

Linked Datasets 
Data linkage is managed by a Data Linkage Unit and the project has received Ethics approval through a specialist HREC.

Specialists HREC for Linked Datasets
Jurisdictional data linkage units
☐ Clinical Registries/Clinical Quality Registries incl. PREMS/PROMS	Comment by Kylie Becker (eHealth NSW): Help text:

Select this option when the project is a clinical registry or clinical quality registry regardless of the recruitment strategy or how the data and samples are collected.

A Clinical Quality Registry Is a specific type of clinical registry that systematically monitors the appropriateness and effectiveness of health care, within a specific clinical domain, to drive ongoing improvements in safety and quality in the Australian health system. The term ‘CQR’ is used to represent clinical quality registry throughout this document.

•  Patient Reported Measures – Where Patient Reported Measures (PREMs/PROMs) are included as part of a CQR to capture the participant’s and/or their carer’s perspective of their health outcomes and experiences.

	If Human Beings (via active participation) is selected

	Human Beings (via active participation)

	Please select the primary methodology being used for this project:
	☐ Interventional/Clinical Trial	Comment by Kylie Becker (eHealth NSW): Help text:

What do we put here?
☐ Observational	Comment by Kylie Becker (eHealth NSW): Help text:

What do we put here?
☐ Survey/Interview/Focus Group	Comment by Kylie Becker (eHealth NSW): Help text:

What do we put here?
☐ Linked Data


	If Interventional/Clinical Trial is selected

	Interventional/Clinical Trial

	Please select one of the options to describe the projects current recruitment.
	☐ No participants recruited
☐ Slower than expected 
☐ On track
☐ Faster than expected

	If No participants is selected:
Is 0 participants being recruited at this stage of the study likely to affect the project meeting its endpoint?
	☐ Yes – 0 participant recruitment is likely to affect the project meeting its endpoint.
☐ No

	If Slower than expected or Yes – no participant recruitment is selected:
What steps are being taken to address the participant recruitment issues identified?
	

	Is the project’s withdrawal rate and loss‑to‑follow‑up performance consistent with the planned expectations? 
	☐ Yes
☐ No

	If No is selected:
What steps are being taken to address the issues identified?
	

	If Observational or Survey/Interview/Focus Group or Human Biospecimens Only is selected

	Observational or Survey/Interview/Focus Group or Human Biospecimens Only

	Are the activities or methods being used to collect data/specimens/samples for this project on track to ensure the project can meet its endpoint(s)?
	☐ Yes
☐ No

	If No is selected:
Please describe why data collection is not on track and outline any actions taken or planned to address this.
	

	Data associated with human beings

	This section summarises the status of data collection, including any key developments or issues over the reporting period.

	Please select the method/s of data collection:

	☐ Existing Local Datasets including Medical Records	Comment by Kylie Becker (eHealth NSW): Help text:
What to put here
☐ State, Territory or National Datasets – no linkage involved	Comment by Kylie Becker (eHealth NSW): In NSW we have a list of these - do ACT/TAS/SA have these?
Do other jurisdictions have these?
☐ Linked Data	Comment by Kylie Becker (eHealth NSW): Linked Datasets 
Data linkage is managed by a Data Linkage Unit and the project has received Ethics approval through a specialist HREC.

Specialists HREC for Linked Datasets
Jurisdictional data linkage units

	If Existing Local Datasets including Medical Records is selected

	Existing Local Datasets incl Medical Records or Statewide/National Datasets (no linkage involved) 

	Are the activities or methods being used to collect data for this project on track to ensure the project can meet its endpoint(s)?	Comment by Kylie Becker (eHealth NSW): Help text: 
For Studies that requiring access to  State/Territory/National managed datasets.
Select No if data custodian approval remains outstanding.  
	☐ Yes
☐ No 

	If No is selected:
What steps are being taken to address the issues identified?
	

	If Linked Data  is selected

	Data Linkage Projects

	Please list each of the data linkage units and data sets that are being accessed for this study.

	Data Linkage Unit
	☐ Australian Institute of Health and Welfare 
☐ Centre for Health Record Linkage (CHeRL) 
☐ Centre for Victorian Data Linkage
☐ Data Linkage Queensland 
☐ Data Linkages Services Western Australia
☐ SA-NT DataLink 
☐ Tasmania Data Linkage Unit
☐ Other

	Most Recent Date Data Received
	Xx/xx/xx or  ☐ Data not received

	Approximate number of records
	



	If Data not received is selected:
Please indicate why the data has not yet been received. (select all that apply)
	☐ Custodian approval pending
☐ Extraction delays
☐ Governance processes
☐ Other (please specify)

	If Other (please specify) is selected:
Please describe the issues that have affected data receipt.
	

	During this reporting period have all changes to the project team and/or their roles been notified to the HREC (and DLU)?
e.g. employment status, new team members, members left the project.
	☐ Yes
☐ No
☐ No changes to project team

	If No is selected:
Warning: An amendment must be submitted <via this process> before the progress report can be acknowledged.	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 

Submission of outstanding amendments will ensure the project is in compliance with the initial approval and NHMRC guidance.
	



	During this reporting period have all variations/amendments to the data requested been reported to the HREC?
	☐ Yes 
☐ No
☐ No variations/amendments

	If No is selected:
Warning: An amendment must be submitted <via this process> before the progress report can be acknowledged.	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 

Submission of outstanding amendments will ensure the project is in compliance with the initial approval and NHMRC guidance.
	





	If Data collection for clinical quality registries/registries is selected

	Data collected for Clinical Quality Registries/Registries 

	Information provided in this section of the form allows the HREC to understand how the collection of data is progressing.

	During this reporting period, did all active hospitals or services listed in the HREC‑approved sites section contribute data to this project and were all expected data submissions, including Patient Reported Measures (where required) completed on time?
	☐ Yes 
☐ No


	If No is selected:
Please identify each of the sites that did not:
· contribute data or 
· submissions were not completed on time

Please outline any actions taken or planned to address this.
	

	During this reporting period, were there any changes in site participation or data flow that hasn’t already been reported to the HREC?
	☐ Yes
☐ No

	If Yes is selected:
Warning: An amendment must be submitted <via this process> before the progress report can be acknowledged.	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 

Submission of outstanding amendments will ensure the project is in compliance with the initial approval and NHMRC guidance.
	




	Please select how the information has been used to improve services or patient outcomes? e.g. publications, conference presentations?
	☐ Publications
☐ Conference Presentations
☐ N/A or Other (please specific)

	If N/A or Other is selected:
Please detail how information is being used to improve services or patient outcomes. 
Where there is no information to share simply reply – none this reporting period
	



	Is there anything else you would like to share with the HREC about the participant recruitment and/or data collection for this project that has not already been covered?

This field is for information only.
Any changes to the approved protocol, documents, or study procedures that require an amendment must be submitted separately using the appropriate amendment process and should not be included here.
	



	
Final Comments for HREC

	· This section provides the opportunity to add any information that has not been captured elsewhere but may be important.
· This field is for general information only. Changes to the protocol, documents, or study procedures that require an amendment will not be approved as part of this process.

	If there is anything else, you would like to share with the HREC about this project that has not already been covered please include here.
	



	Document Upload

	· Only documents directly related to this report should be uploaded e.g. annual safety report, audit documents.
· Documents that require reviewing under an amendment, significant safety issue or local safety event will not be accepted with this report.

	Document Type
	Document Title/Description

	
	

	
	



	Declaration & Submission

	· The Coordinating Principal Investigator holds overall responsibility for the information provided in this report form regardless of who submits the form.

	(Progress Report) By submitting this report, I confirm the following:
· I am the Coordinating Principal Investigator of this Project (or have delegated authority to submit on their behalf) 
· This Project is being/has been conducted as originally approved by the relevant ethics committee (and subject to any changes subsequently approved as amendments)
· This Project continues to be conducted in compliance with the NHMRC national Statement on Ethical Conduct in Human Research
· All amendments have been submitted for HREC and/or RGO review prior to implementation
· All relevant safety reports have been submitted for HREC and/or RGO review
· All serious breaches of good clinical practice or protocol have been reported to the HREC and/or RGO review.
· This report accurately reflects the progress of the Project.

	(Final report) By submitting this report, I confirm the following:
· I am the Coordinating Principal Investigator of this Project (or have delegated authority to submit on their behalf) 
· This Project was conducted as originally approved by the relevant ethics committee (and subject to any changes subsequently approved as amendments)
· There is no further ongoing Project activity occurring and any future requests will be via a new application.

	Name of Person Submitting
	

	Role of Person Submitting the form
	

	Date
	





End Ethics Report
The Ethics Report can be used as a stand-alone form or as part of the Ethics/Governance progress report suite.

Where one or more Site-Specific Report is also submitted the HREC is not required to review any of the Site-Specific details.




Start Site‑Specific Report
The Site-Specific Report is designed to be used with the Ethics Report. 
Where the project is a single site – some governance questions may have been responded to in the Ethics form.
The researcher is encouraged to submit at a minimum any site-specific progress reports that are managed by the same research office as the ethics. 
An individual copy of report for each site.



	Site Specific Progress Report (Annual/Final) Form
(Reporting Period – per ethics reporting period)	Comment by Kylie Becker (eHealth NSW): Where the project is a single site we are proposing that the ethics for and site form could be completed and submitted at the same time.

	Site Specific Project Details.

	· Information in this section is pre-filled by data that exists in the system. Any errors here will need to be corrected before submitting the form. <follow this process tbd>

	Site Name
	

	Site authorisation date
	

	Project Funding at site
	Commercial Funding, Donations/Bequests, Grants, Internal Department Funds, Non-Commercial Sponsored, Other external funding, No funding allocated to this site

	Site Principal Investigator 
	

	Site Lead	Comment by Kylie Becker (eHealth NSW): A Site Lead should be included when the Principal Investigator is not completing any of the onsite research activities. 
Examples include:
Associate Investigator of a Satellite Site, 
A person helping with accessing data for a registry.     
	Visible when project is DCT and is satellite site or when a project has a PI not located on site and has a local person who is leading.



	Site Investigators

	· The institution needs to know who is conducting research activity on their site to ensure the appropriate insurances and HR requirements are in place.
· All responses in this section relate only to this site.

	During this reporting period have all changes to the site research team been reported to site RGO?
This could include:
· Changes to current researcher employment arrangements.
· Research team members no longer involved in research activity.
· Researchers being added to the Project and conducting research activity at the site.
	☐ Yes 
☐ No 
☐ No changes to the site research team

	If No is selected:
Warning: An amendment must be submitted <via this process> before the progress report can be acknowledged.	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 

Submission of outstanding amendments will ensure the project is in compliance with the initial approval/authorisation and NHMRC guidance.
	





	
Site Reporting and Monitoring	Comment by Kylie Becker (eHealth NSW): Single Site: Section not required, details included in ethics/overall section.

	· All responses in this section relate only to this site.

	In the reporting period have there been any safety events or incidents at this site that may have implications to the continuing of this Project? 	Comment by Kylie Becker (eHealth NSW): Examples of Safety Events may include (but are not limited to):
Significant Safety Issues 
Serious Breaches of Good Clinical Practice (GDP) or the Protocol 
Complaints about the conduct of Research or potential breaches of the Australian Code 
Data breach, privacy consent or data management concerns

Guidance for the responsibilities of those to monitor and report adverse events and other safety issues is available on the NHMRC website. NHMRC: Safety and Adverse Event Reporting 
	☐ Yes – all reported
☐ Yes – not yet reported
☐ No (there have been no reportable events in the last 12 months at this site)

	If Yes – Not yet submitted is selected:
Warning: All safety events or incidents with implications for participant safety or the conduct of the project must be submitted for review before this progress report can be acknowledged.	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 

Submission of outstanding safety reports will ensure the project is in compliance with the initial approval/authorisation and NHMRC guidance.
	☐ Yes 
☐ No

	Haver there been other safety events or issues not covered above that the site should be aware of?
	☐ Yes
☐ No

	If Yes is selected: 
Please provide a short description of the safety event	Comment by Kylie Becker (eHealth NSW): Submitting any details here is not submitting a safety event to the HREC or RGO for formal acknowledgement, it is providing information of an undetermined/not yet reported event. 
Following the review of this information a formal report may be required. 
	




	Site Compliance, Confidentiality and Storage	Comment by Kylie Becker (eHealth NSW): Single Site: Section not required, details included in ethics/overall section.

	· This section supports ongoing institutional monitoring of the project.
· All responses in this section relate only to this site.

	During the reporting period was there any changes in how the security of the data and/or samples was managed at this site? 
	☐ Yes – all changes submitted
☐ Yes – changes are yet to be submitted
☐ No 

	If No is selected:
	Warning: An amendment must be submitted <via this process> before the progress report can be acknowledged.	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 
Submission of outstanding amendments will ensure the project is in compliance with the initial approval/authorisation and NHMRC guidance.



	
Site Recruitment and/or Data Collection

	· This section asks about how participants or data are accessed for the project.
· Questions here reflect selections made in above sections to support only relevant questions appearing.
· Single Site: Where the project is happening at a single site. Only complete the relevant questions that are not marked with a purple backgroune.

	If Human Beings (via active participation) is selected

	Human Beings (via active participation)	Comment by Kylie Becker (eHealth NSW): Single Site: Section not required, details included in ethics/overall section.

Exception: First Pt at site.
Exception: DCT

	If Interventional/Clinical Trial is selected

	Interventional/Clinical Trial

	Data Collection requirement – site
What is the date the first participant was recruited at this site?
	

	Please select one of the options to describe the current recruitment progress at this site.
	☐ No participants recruited
☐ Slower than expected 
☐ On track
☐ Faster than expected

	If No participants is selected:
Is 0 participants being recruited at this site likely to affect the project meeting its endpoint?
	☐ Yes – 0 participant recruitment is likely to affect the project meeting its endpoint.
☐ No

	If Slower than expected or Yes – no participant recruitment is selected:
What steps are being taken to address the participant recruitment issues identified?
	

	Is the withdrawal rate, loss to follow up performance consistent with planned expectations?
	☐ Yes 
☐ No

	If No is selected:
What steps have been taken to address the issues?
	

	If Interventional/Clinical Trial is selected AND is DCT Primary or Satellite Site

	Decentralised Clinical Trial

	In this reporting period, have there been any changes to the management plan? 
	☐ Yes - all changes have been submitted
☐ Yes - changes have not yet been submitted
☐ No

	If Yes – changes have not yet been submitted is selected:
	Warning: An amendment must be submitted <via this process> before the progress report can be acknowledged	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 
Submission of outstanding amendments will ensure the project is in compliance with the initial approval/authorisation and NHMRC guidance.


	If Observational or Survey/Interview/Focus Group is selected OR If Human biospecimens only OR Data associated with human beings only

	Observational Survey/Interview/Focus Group

	Human Biospecimens Only or Data Associated with Human Beings Only 	Comment by Kylie Becker (eHealth NSW): Single Site: Section not required, details included in ethics/overall section.

	Are the activities or methods being used to collect specimens/data at this site on track to ensure the project can meet its endpoint(s)?
	☐ Yes
☐ No

	If No is selected:
Please describe why data collection is not on track at this site and outline any actions taken or planned to address this.
	

	If Clinical Registries/Clinical Quality Registries is selected 

	Data collected for Clinical Registries/ Clinical Quality Registries 	Comment by Kylie Becker (eHealth NSW): New questions may be required for studies that include consent and tissue sample?

	Please provide the number of records contributed to the registry from this site during this reporting period. 
	Free text number

☐ No data provided this reporting period

	If No data provided:
Briefly describe why data was not provided and if it is anticipated that data will be provided in the future.
	



	Site Budget and Financial Management

	· This section asks about the financial management of the Project. 
· All responses in this section relate only to this site.

	During the reporting period have there been any changes to the Project that have a financial impact at this site? 
	☐ Yes 
☐ No


	If Yes is selected:





	Warning: Financial changes to the Project may require updates to the protocol, contracts, or other Project documents. If you are unsure whether an amendment is needed, please contact your Research Governance Officer (RGO).	Comment by Kylie Becker (eHealth NSW): Why am I seeing this message? 
This guidance has been provided to support researchers in understanding when changes to a project need to be reported to the RGO and when they need to be discussed with other approving parties. 

It is provided for education and awareness only and does not affect the submission of your report.  

	If Study Type is Clinical Trial AND funding is being received:

	Is invoicing and payments up to date?
	☐ Yes 
☐ No

	If no is selected:
Please describe what measures are in place to bring this up to date.
	



	Final Site Comments

	· This is the final question in the form. 
· It gives researchers the opportunity to add any information that has not been captured elsewhere but may be important.
· Single Site: Section not required, details included in ethics/overall section.

	Are there any additional comments that you would like to make regarding this Project at this site?
	



	Site Document Upload

	· Only documents directly related to this site should be uploaded.
· Documents that require reviewing under an amendment, significant safety issue or local safety event will not be accepted with this report.
· Single Site: Section not required, details included in ethics/overall section.

	Document Type
	Document Title/Description

	
	

	
	



	Declaration & Submission

	· The Principal Investigator holds overall responsibility for the information provided in this site report form regardless of who submits the form.
· Single Site: Section not required, details included in ethics/overall section.

	Name of Person Submitting
	

	Role of Person Submitting the form
	

	Date
	






	Defined Terms

	Term
	Definition (NOSS Glossary)
	Source

	Coordinating Principal Investigator
	For multi-site clinical trials, the CPI is the lead investigator who takes overall responsibility for the ethical and scientific conduct of the entire study across all participating sites. Often the primary contact for the lead HREC and responsible for the initial human research ethics application (e.g., HREA).
	NHMRC,
National Statement (current),
Australian Clinical Trial Governance Framework

	Clinical Trial/ Interventional
	Any research study that prospectively assigns human participants or groups of humans to one or more health related interventions to evaluate the effect on outcomes. Interventions include, but are not restricted to, drugs, cells and other biological products, surgical procedures, radiologic procedures, devices, behavioural approaches, process-of-care changes, preventive care, diagnostic procedures.
	World Health Organisation

ANZCTR

	Observational:
	A study in which no experimental intervention or treatment is applied. The investigator observes the effect of a risk factor, diagnostic test, or treatment on a particular outcome, e.g. the relationship between smoking and heart attacks. It involves observing without altering or influencing that which is being observed. For example, in an observational study the researchers examine and report on what is happening, without controlling the course of events. Certain outcomes are measured but no attempt ANZCTR Data field definitions V28 (May 2024) Page 3 of 25 is made to affect the outcome (i.e. no treatment or experimental intervention is given).
	ANZCTR

	Decentralised Clinical Trial
	Clinical trials where some or all trial‑related activities occur at locations other than traditional clinical trial sites, often using digital health technologies and remote monitoring.

AKA: Hybrid Trials; Virtual Trials; Tele Trials
	ICH-GCP

	Health Research/Social Science
	
	

	Clinical Registry/ Clinical Quality Registry 
	Clinical registries are databases that operate within an overall governance and management structure to systematically collect health-related information on individuals. 
Clinical registries are observational in nature and observe practice in the real world without dictating the care to be given.
A Clinical Quality Registry is a specific type of clinical registry that systematically monitors and provides feedback on the appropriateness and effectiveness of health care, within specific clinical domains, for the purpose of driving ongoing improvements in safety and quality in the Australian health system.
	

	Sponsor
	The company, Institution or organisation, body or individual that takes overall responsibility for the conduct of the trial and usually initiates, organises, and supports the clinical trial.

sponsor in relation to therapeutic goods: as defined in Section 3 of the Therapeutic Goods Act 1989
 
Sponsor in relation to clinical trials: as defined in the Guideline for Good Clinical Practice for medicines or biologicals or in ISO 14155 for medical devices
The trial sponsor is responsible for the initiation, management and financing (or arranging the financing) of the trial and carries the medico-legal responsibility associated with its conduct. The Australian trial sponsor is also the entity that is responsible for submitting a CTN or CTA to us.

	NSW Health Policy
PD2023_017

TGA











	Ethics Review Body
	A Human Research Ethics Committee (HREC) or any other institutional review body authorised to review human research in accordance with the National Statement. It assesses whether a project is ethically acceptable, proportionate to risk, and compliant with national ethical standards before the research may commence.

Other Australian examples include:
· Low Risk Review Committee
· HREC Executive Committee  

International examples include:
· Institutional Review Board - the legally defined term under U.S. federal regulations (45 CFR 46)
· Independent Ethics Committee - used in FDA‑regulated clinical trials.
· Research Ethics Committee - used across the NHS and universities.
· Ethics Committee or Independent Ethics Committee - terminology used in EU clinical trials regulation.
	

	Commercial Sponsor
	Australian corporate entity who is responsible for the initiation, management, and financing of the Study.
	

	Contract Research Organisation (CRO)
	A company contracted by an international sponsor without a presence in Australia to act as the local sponsor for the trial in Australia.
	NSW Health Policy
PD2023_017

	Collaborative Research Group
	An academic and/or not-for-profit legal entity responsible for sponsoring, initiating, managing, developing, and coordinating a non-commercial trial.
	NSW Health Policy
PD2023_017

	Investigator Initiated (inc. Institution Sponsored)
	Research where the investigator or institution who employs the researcher designs the study, holds primary responsibility, and acts as the sponsor.
	

	Principal Investigator
	The qualified person responsible for the conduct of the clinical trial at a specific trial site. Responsible for ensuring the trial is conducted according to the protocol, ICH GCP, and all applicable regulatory requirements.
Supervises all other members of the site
research team.
	ICH-GCP

	Progress Report
	A Progress Report is a periodic update provided by researchers to their institution and/or HREC to demonstrate that an approved project is continuing to be conducted ethically, safely, and in accordance with the approved protocol. 

It is the major mechanism used by Institutions to enable ongoing monitoring, ensure emerging risks are identified, and confirms that the project still meets the values of respect, beneficence, justice, and research integrity.

The progress report is submitted as either an Annual Report or a Final Report.
	
National Statement Chapter 5.4 Monitoring 


	Recruitment Status
	The recruitment status is different to the project status for this report.
It is a set of status defined by ANZCTR and can be mapped to one of the Project status.
	

	Recruitment Status
Not yet recruiting:
	Participants are not yet being recruited.

Map to Project Status: Not Yet Commenced
	ANZCTR

	Recruitment Status
Recruiting:
	Open for recruitment and the first participant has been enrolled.

Map to Project Status: In Progress 
	ANZCTR

	Recruitment Status
Active, not recruiting:
	Closed to recruitment and participants are being treated or examined the study has concluded normally; participants are no longer being treated or examined (i.e. follow-up and data collection are complete)

Map to Project Status: In Progress
	ANZCTR

	Recruitment Status
Withdrawn:
	Study halted prematurely, prior to enrolment of first participant.

Map to Project Status: Abandoned
	ANZCTR

	Recruitment Status
Suspended:
	There is a temporary halt in recruitment and enrolment but potentially will resume.

Map to Project Status: Temporary Halt/Suspended
	ANZCTR

	Recruitment Status
Stopped early:
	Recruiting or enrolling participants has halted prematurely and will not resume.

Map to Project Status: Terminated Early
	ANZCTR

	Annual Report
	An Annual Report is a mandatory yearly Progress Report submitted for any ongoing approved human research project. 

It provides a structured, once‑per‑year account of study status, participant welfare, risk management, amendments, compliance, and any issues requiring review. It is a key mechanism for institutions and HRECs to meet their monitoring obligations.
	

	Final Report
	A Final Report is the closing report submitted when a research project has ended at all sites or at a specific site. 
It confirms that all research activities have ceased, summarises outcomes, documents any ethical or safety issues encountered, and ensures that data storage, dissemination, and closure obligations have been met.
	National Statement Chapter 5.4 Monitoring 


	Not Yet Commenced
	No project or site activities have started (including recruitment).
	

	In Progress/Active
	Project activities have started
	

	Data Collection Completed
	All data needed for analysis has been collected. Follow‑up may still be occurring if applicable.
	

	Temporary Halt/Suspended
	Temporary Halt: A temporary stop to the conduct of a clinical trial, where recruitment and treatment of participants are paused.
	

	Site Status
	A status to indicate the current progress of an individual site. 
This may be different to the overall project status.
	

	Closed
	Project finished all analysis is complete.
	

	Terminated Early
	Stopped before completion for ethical, safety, feasibility or other reasons; will not resume.
	

	Abandoned
	Approved/authorised but never started.
	

	Protocol
	The approved study plan describing objectives, design, methodology, statistical considerations, and organization of a clinical trial.
	

	Participant Information Sheet
	A document explaining all the relevant information to assist an individual… in understanding the expectations and risks in making a decision about a procedure.
	

	Safety events or incidents
	Any untoward medical occurrence in a patient or clinical investigation subject administered a therapeutic good… which does not necessarily have a causal relationship with this treatment.
	

	Significant Safety Issues
	A safety issue that could adversely affect the safety of participants or materially impact on the continued ethical acceptability or conduct of the trial.
	

	Serious Breaches of Good Clinical Practice (GCP) or the Protocol
	A breach of Good Clinical Practice or the protocol that is likely to affect to a significant degree:
 a) The safety or rights of a trial participant, or 
b) The reliability and robustness of the data generated in the clinical trial. 
Note: this guidance's definition of serious breach differs from the definition in the Australian Code for the Responsible Conduct of Research and is about deviations from the requirements of Good Clinical Practice or the clinical trials protocol
	Reporting of Serious Breaches of Good Clinical Practice (GCP) or the Protocol for Trials Involving Therapeutic Goods

	Suspected Breach of Good Clinical Practice (GCP) or the Protocol
	A report that is judged by the reporter as a possible serious breach but has yet to be formally confirmed as a serious breach by the sponsor.
	Reporting of Serious Breaches of Good Clinical Practice (GCP) or the Protocol for Trials Involving Therapeutic Goods

	Breach of the Australian Code.

Complaints about the conduct of Research or potential breaches of the Australian Code
	A breach is defined as a failure to meet the principles and responsibilities of the Code and may refer to a single breach or multiple breaches.
A complaint about a potential breach of the Code occurs when a concern is raised or identified that one or more researchers have conducted research that is not in accordance with the principles and responsibilities of the Code.
	Guide to Managing and Investigating Potential Breaches of the Australian Code for the Responsible Conduct of Research

	Data breach, privacy consent or data management concerns
	Breaches of the Code that are related to management of data and information in research (see also Section 2.1 of the Investigation Guide) include, but are not limited to: 
• falsification of research data or primary materials 
• fabrication of research data or primary materials 
• failure to notify the institution and relevant authorities in a timely manner of a data breach or instance of inappropriate access to data held by the researcher 
• failure to retain clear, accurate, secure and complete records of all research including research data and primary materials 
• failure to adhere to the conditions of any institutional policy or project-specific approvals that relate to the retention, sharing or destruction of research data or primary materials
	Management of Data and Information in Research: A guide supporting the Australian Code for the Responsible Conduct of Research

	Data management plan
	Processes for the collection, handling, storage, and protection of data to ensure accuracy, completeness, reliability, and integrity. 
Often included in the Protocol.
	

	Annual safety report
	A report that provides a yearly update on the safety profile of an investigational product.
	

	NHMRC National Statement on Ethical Conduct in Human Research (current)
	The National Statement on Ethical Conduct in Human Research is Australia’s primary national guideline that sets out the ethical standards, principles, and responsibilities governing the design, review, and conduct of all human research. It establishes the values, review requirements, governance expectations, and monitoring obligations that institutions, researchers, and Human Research Ethics Committees (HRECs) must follow to ensure research is ethically acceptable and that participants are respected and protected.
	

	Human beings (via active participation)
	This refers to any research that involves the active participation of individual human beings. It includes physical and psychological investigations, face-to-face communication, being photographed, completing a questionnaire and other means that require the participation of the human mind or body.

• Select this option if you plan to collect biospecimens (for example blood samples or tissue biopsies) prospectively as only one component of a research project that involves the active participation of human beings.

• Do not select this option if coronial material is the primary component of your research.

	

	Human biospecimens only
	• This refers to any research that only involves the collection and/or use of specimens derived from individual human beings. These specimens may have been taken from human beings in another context (e.g. as part of the establishment of a biobank or other research project or concurrent with a clinical procedure).

• Do not select this option if prospective collection of the biospecimens with consent or the use of biospecimens is only one component of a research project that also involves the active participation of individual human beings.

• Select this option if coronial material is the primary component of your research.

	

	Data associated with human beings only
	• This refers to any research that only involves the collection and/or use of information associated with individual human beings. This information may be obtained from an existing dataset or the research may involve the establishment of a databank or registry to collect the data. This research may involve the use of information with or without personal identifiers and it may be obtained from or associated with individuals or gathered in aggregate form.

• Select this option if human beings are being studied via an artefact such as video or photographic representations or observations taken prior to the initiation of the research project.

• Do not select this option if prospective collection of data or the use of data is only one component of a research project that also involves the active participation of individual human beings.

	

	Clinical Registries/Clinical Quality Registries
	• Is a specific type of clinical registry that systematically monitors the appropriateness and effectiveness of health care, within a specific clinical domain, to drive ongoing improvements in safety and quality in the Australian health system. The term ‘CQR’ is used to represent clinical quality registry throughout this document.

• Patient Reported Measures – Where Patient Reported Measures (PREMs/PROMs) are included as part of a CQR to capture the participant’s and/or their carer’s perspective of their health outcomes and experiences.

	

	Statewide/National Datasets
(PHRN)
	Datasets that are held by a State or Territory rather than owned by an individual hospital or clinical department. 
NSW & ACT
TAS
	

	Data Linkage
	• Data linkage is a method of bringing together information, from different sources, but relating to the same individual or event. 

• Data linkage is managed by a Data Linkage Unit and the project has received Ethics approval through a specialist HREC.
Specialists HREC for Linked Datasets
Jurisdictional data linkage units
	

	Reporting period
	The timepoint for which the progress report is detailing. 
Reporting periods are generally outlined in the Ethics approval letter as a condition of approval.

Two main reporting periods are on the anniversary of the ethics approval or a 
	

	Person Submitting
	This could be the Coordinating Principal Investigator/Principal Investigator as the person who holds overall responsibility Or could be a person who has been delegated authority to submit on behalf of the CPI/PI
	

	Site Principal Investigator
	Any individual member of the clinical trial team, designated and supervised by the Principal Investigator at a trial site (PI referenced)
	

	Site Lead
	A Site Lead is when a person separate to the HREC and Governance approved Site PI is the person on site responsible for the research activity.

This may be a Satellite Site Associate Investigator,  a Local Registry Contact or XX

	

	Role of Person Submitting
	The role of the person, in relation to the approved research, that is submitting the progress report.
	

	Data Management Plan
	The data management plan addresses intentions related to generation, collection, access, use, analysis, disclosure, storage, retention, disposal, sharing and re-use of data and information. N.S 3.1.44
	National Statement
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