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The National One Stop Shop - OHMR Statement 

Audience: Research Office/Researcher 

A big thank you to those that were able to meet with OHMR last week. Below is a summary of the 
discussion points. Please pass it on to colleagues in your network who need to be across this.  

The Australian Commission on Safety and Quality in Health Care (the Commission) have been engaged 

by the Australian Government Department of Health to conduct national consultations and draft 

recommendations for a national health and medical research approvals platform, ‘The National One 

Stop Shop’. At the recent ARCS conference the Commission provided an update on the recent 
consultation process and planned next steps. 

During the conference update there was some communication about an imminent timeframe for the 

program, and that decisions had seemingly been made about what will be included in an end product. 

OHMR has had discussions with the consultation leads and can confirm that the National One Stop Shop 

is still under consultation and will require further review prior to approval. The exact scope of the 

software solution has not yet been determined and will be informed by further rounds of consultation. 

It is likely that once a scope is finalised a request for funding will be submitted by the Commission to the 

Commonwealth to custom build a software solution via formal tendering process. If custom built, then 
this solution will take a significant period to be developed, tested, and then implemented.  

At one stage of the ARCS update, there was mention that the One Stop Shop will contain Clinical Trial 

Management System (CTMS) functionality. As a result, OHMR has fielded queries from stakeholders 

about whether this would impact on NSW’s implementation of the Statewide CTMS. Further discussions 

with the consultation leads have confirmed that there are no plans for this to be included in the solution, 

as a CTMS is a workflow management tool rather than reporting software.  

https://www.safetyandquality.gov.au/our-work/health-and-human-research/national-one-stop-shop-national-platform-health-related-human-research#key-elements-proposed-for-a-single-national-one-stop-shop
https://www.safetyandquality.gov.au/our-work/health-and-human-research/national-one-stop-shop-national-platform-health-related-human-research#key-elements-proposed-for-a-single-national-one-stop-shop
https://safetyandquality.cmail20.com/t/j-l-vlddddk-djjhjuldtd-y/
https://www.medicalresearch.nsw.gov.au/clinical-trial-management-system/


We encourage your involvement in the consultation process, and would be happy to discuss further as 
needed.  

Here is the link to register for the consultation events being held on 17th, 24th and 29th June 2022: 

https://events.humanitix.com/tours/national-one-stop-shop-consultations 

NSW Health Statewide CTMS 

NSW Health has secured a clinical trial management system (CTMS) licence for all NSW public hospitals 
and health services conducting clinical trials. 

A CTMS is a software system which supports administrative workflows which relate to clinical trials. The 

system maintains and manages planning, performing, and reporting functions, along with participant 

contact information, and tracks deadlines and milestones. The electronic infrastructure of the CTMS is 

designed to assist the state’s clinical trials sector through reduced administrative burden, increased 

visibility of clinical trial activity, and improved financial management.  

A project unit has been established within the Office for Health and Medical Research to coordinate 
implementation with change managers recruited to deliver local training and provide support at districts.  

Pilot LHDs Northern Sydney LHD and Illawarra Shoalhaven LHD are planned to commence training from 

July 2022. Training at other districts will follow in a phased approach throughout the year, with a 

training calendar detailing the different offerings released soon.  

For more information please visit www.medicalresearch.nsw.gov.au/clinical-trial-management-system/ 
or contact MOH-StatewideCTMS@health.nsw.gov.au if you have any questions 

Collecting Proposed Updates to the Medicines Australia (MA) Clinical 

Trials Research Agreement (CTRA) Templates 

Audience: Research Office/Researcher/Local Sponsor of Clinical Trials 

Research Governance Office (RGO), site start-up officers, contract specialists and managers: 

We are seeking your suggestions/feedback to update the Clinical Trials Research Agreement (CTRA) 

templates. 

The current version of the suite of Clinical Trials Research Agreement (CTRA) templates was finalised in 
2017. 

The SEBS panel resolved to update the suite of CTRA consulting with the clinical trials community in May 
2022.  

https://events.humanitix.com/tours/national-one-stop-shop-consultations
http://www.medicalresearch.nsw.gov.au/clinical-trial-management-system/
mailto:MOH-StatewideCTMS@health.nsw.gov.au
https://www.medicinesaustralia.com.au/policy/clinical-trials/clinical-trial-research-agreements/


 

If you see repeated amendments to the terms of CTRA accepted by the contracting parties that may: 

• further clarify the current wording,  

• bring the terms more aligned with the current regulatory framework, or  

• better reflect the current industry standards.  

Please email your suggested wording with justification to MOH-SEBS@health.nsw.gov.au. The SEBS 
Application Form can be used as sample format to organise your suggestions and justifications.  

The SEBS panel will be collecting your suggestions/feedback, with the hope to start the negotiation of 

contract templates from the end of 2022 or beginning of 2023.  

We appreciate your valuable insight.  

Research Office Contribution 

Illawarra Shoal Haven Local Health District  - IMJ Paper 

Congratulations to Marianna Milosavljevic, Lyndel Hewitt, Janaye Fish, Jose Cuenca and Bruce Ashford 

on the published paper "Ethics in Medicine - How to streamline the low and negligible research ethics 

and governance review process from 80 to 10 days: submission to decision" 

mailto:MOH-SEBS@health.nsw.gov.au
https://www.medicinesaustralia.com.au/wp-content/uploads/sites/65/2021/12/SEBS-Application-Form-for-Contract-Amendment_V3_Dec21.docx
https://www.medicinesaustralia.com.au/wp-content/uploads/sites/65/2021/12/SEBS-Application-Form-for-Contract-Amendment_V3_Dec21.docx


 

"Ethics in Medicine  - How to streamline the low and negligible research ethics and governance review 

process from 80 to 10 days: submission to decision" 

Who's next? 
How is your office reaching out to your local research community? Are you holding online or face to face 

sessions? Do you have a newsletter? Have you created any support resources?  

Share these things with your colleagues, I can guarantee there are other research offices that would love 
to know what others are doing.   

If your office is doing anything that you would like to share, please send it through to 
regis@health.nsw.gov.au.  

Upcoming events and dates 

Audience: Research Office/Researcher 

mailto:regis@health.nsw.gov.au


 

6 July  - MRFF - Clinical Trials Activity Grant Opportunity  

6 July  - REGIS Research Office Training: Registrations open for 6 July and 28 September Research Office 
training cycles. Click here for training schedule. 

12 September - REGIS Research Training: Registrations open  12 September and 10 October Researcher 
training cycles 

ARCS Training Schedule 

PRAXIS training opportunities 

Previous Versions of REGU/REGIS Newsletter 

Audience: Research Office/Researcher 

All previous version of the fortnightly email are available from the REGIS 
website: https://regis.health.nsw.gov.au/news-and-events/regis-office-webinars/   

https://www.grants.gov.au/Go/Show?GoUuid=a16dfdcc-a19e-4be1-bf07-e6e6b9ffaead
https://redcap.ohmr.health.nsw.gov.au/surveys/?s=WP8PPXXJPALN74HW
https://sway.office.com/UgtoL1hXgnEIscxg?ref=Link
https://redcap.ohmr.health.nsw.gov.au/surveys/?s=WJWK8N8DERAMMW9X
https://www.arcs.com.au/events/events-calendar/
https://praxisaustralia.com.au/
https://regis.health.nsw.gov.au/news-and-events/regis-office-webinars/

