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Figure 1 Pre-submission Map 
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Purpose and scope: A guide to help researchers plan 
their studies in advance by providing a general overview 
of key elements that are essential in preparation before 
submission to REGIS.   

*Please note that this guide will be regularly updated - check for the latest version on the SESLHD Research 

Website.  

What should I be pre-planning before submission? 

Once you have established your research question, aims and objectives.  
What impact do you expect to achieve from this study?  

This will be a pivotal point when engaging with heads of departments whom you are 
requesting resources from and assessment of the return for investment whether 
financial or in-kind costs. According to the Australian Research Council (ARC), the 
definition of research impact is “the contribution that research makes to the economy, 
society, environment or culture, beyond the contribution to academic research”, 
(https://www.arc.gov.au/about-arc/strategies/research-impact-principles-and-
framework).  

Please ensure that you demonstrate the preparation and integration of research 
impact and implementation within your submission to leverage resources against the 
contribution/beneficence to the local health district and/or hospital site hosting your 
study.   

Simultaneous requests within the timeline to save time.  

Mapping what is required for your study - considering the time and avenues required 
for each element so they are aligned and if possible simultaneous, can allow the most 
efficient timeline. If you invest in robust consultation and pre-submission planning, it 
may save you a considerable amount of time. Some aspects such as governance 
cannot be authorised until the ethics has been approved BUT there are things you can 
prepare in advance whilst your ethics is under review, such as seeking contingency 
worker status for non SESLHD staff coming on site.  

Calculating Meeting dates and submission cut offs 

If you seek information on the SESLHD research website within the early planning 
phase of your project BEFORE submitting into REGIS, you can find pivotal information 
towards preparing your expected timelines and documentation such as the meeting 
dates and submission cut off dates. Please submit your application BEFORE the 
submission cut-off date with sufficient time for “eligibility” review. If there is insufficient 
time for modifications before the meeting cut off = the application will not be eligible 
for review at the next meeting.  
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Your study sites:  

Plan carefully your sites and engage with principal investigators (PIs) within those sites 
in advance. Ensure they understand the responsibility the PI role holds? The PI must 
be a SESLHD staff member.  

Please see more on governance review of site-specific applications on page 12 or 
https://www.medicalresearch.nsw.gov.au/app/uploads/2018/04/ACTJWG-resp-
investigator.pdf 

Please ensure that the study’s activity will be on a SESLHD site and not an external 
entity’s site that is geographically within a SESLHD hospital or campus. For example: 
a study conducted within a laboratory managed by an external entity with external staff 
members, but the lab is within a SESLHD hospital = not a SESLHD site and requires 
governance authorisation from the appropriate entity and not SESLHD.  Sites within 
the SESLHD jurisdiction can be found on this website: 
https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-
home/governance 

Study team roles and responsibilities  

Components to consider in the following paragraphs are;  

-Will members of your study team require contingency worker status? Are the non 
SESLHD staff members coming on site or accessing our data remotely? If necessary, 
contact SESLHD People and Culture – position maintenance: (seslhd-
positionmaintenance@health.nsw.gov.au) to ascertain timeframes for applying for 
contingency worker status.  

-Have you ensured the Principal Investigator is a permanent SESLHD Staff member 
or visiting medical officer?  

-Have the CPI/PI completed GCP training?  

-Are team members sufficiently trained/qualified for their roles within the study?  

What is the difference between a Coordinating principal investigator 
(CPI) and principal investigator (PI)? 

COORDINATING PRINCIPAL INVESTIGATOR (CPI) - is the individual who takes 
overall responsibility for the research project and submits the project for ethical and 
scientific review. They are responsible for ongoing communication with the HREC 
and passing on any outcomes from this to the Principal Investigators (PI’s). For 
single site studies, the CPI and PI have the option to be the same person though 
must be a SESLHD staff member.  
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Please note: The PI must be a SESLHD staff member and/or delegate staff must be 
qualified to perform their role including ICH-GCP training and REGIS competency to 
manage the project through the NSW Health state-wide platform REGIS. It is essential 
to have contact details (mobile phone) to the PI or delegate.  

Definitions of roles and responsibilities concerning Coordinating principal investigator 
and Principal investigator for non-clinical trial studies can be found at:  
https://www.medicalresearch.nsw.gov.au/app/uploads/2018/04/ACTJWG-resp-
investigator.pdf 

IMPORTANT: It is the responsibility of the CPI/PI to ensure access rights have 
been given in REGIS (editing, contact person etc) to relevant team members. 
Please ensure this is done before submitting your application.  

Please see resources available from the REGIS website: 
https://regis.health.nsw.gov.au/how-to 

CPI/delegation functionality walkthrough video: 

https://youtu.be/9yGH0UctRwc 

Sharing access to an application or project – instructional video: 

https://youtu.be/9yGH0UctRwc 

Please Note:  Ensure that there is an institutional email address provided within your 
REGIS account and studies created within REGIS. This will be reviewed at both 
eligibility to meeting as well as within committee review.  
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What if a study member is not a SESLHD staff member?  

A non-SESLHD staff member on the study team may require Contingency Worker 
Status. Please see the diagram below:  

 

Figure 2-  Contingency Worker Status Map 

IMPORTANT: for non SESLHD staff members to access SESLHD data – the PI 
must submit a cover letter to the HREC Chair (within their ethics application) stating 
the details of how the data will be de-identified before access is granted to the 
SESLHD non staff member. For Site Specific Applications where the lead HREC is 
external to SESLHD, please submit a cover letter with the same detail within your 
Site-Specific application. Please see p.20 within this guide on data custodian 
requests for exporting data from SESLHD.  

If the non SESLHD study team member will require Contingency Worker Status – 
please contact SESLHD People and Culture: 

 SESLHD-PeopleandCultureEnquiries@health.nsw.gov.au or SESLHD-
PositionMaintenance@health.nsw.gov.au   

What is Contingency worker status? How do I apply? 

A Contingent Worker is an employee of NSW Health who is not paid through the 
NSW Health payroll and will be maintained in StaffLink.  
 
Contingent Workers may include:   

 Students, Volunteers, Contractors, Chaplains 
 Health Executive Service (HES) 
 Honorary Medical Officers (HMOs), Clinical Observers 
 Visiting Medical Officers (VMOs), Visiting Dental Officers (VDOs) 
 Agency Staff 
 Defence Employees 

 

Maintaining Contingent Worker information in StaffLink will accommodate global 
reporting; provide access to Manager Self Service (MSS) and/or Employee Self 
Service (ESS) or access to NSW Health systems (SWIS) where required; and record 

Contingency 
worker 
status 

required

physically 
visting or 

working on a 
SESLHD site

*accessing 
identifiable 

data 

direct access 
to SESLHD 
patients
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appropriate service and work-related employment screening checks which can be 
qualified against the position requirement and person record. 

Contingent Workers (CW) should be assigned to specific positions that reflect the 
real organisation (cost centre) and the Manager that the position reports to (Parent 
Position). 

For information on how to apply, the Principal Investigator will need to go on to the 
intranet:  
seslhdweb.seslhd.health.nsw.gov.au/People_and_Culture/Contingent_Workers_Portal 

If you are submitting a study as a student 

The Protocol and Participant Information Sheet should clearly state the student 
name/s, their supervisor/s and the degree being undertaken, e.g., ‘<NAME> is 
conducting the study as part of the requirements for <NAME OF DEGREE>, under the 
supervision of <NAME(s)>.’ 
The Protocol should also specify the aspects of the research that the students will 
conduct for a degree. A publication/dissemination plan should also be provided in the 
Protocol. 
 
Please note: it is strongly recommended that: 1) you nominate yourself as the 
Coordinating Principal Investigator (CPI) of the overall study and the supervisor as the 
Principal Investigator (PI) for the SESLHD site. As the PI needs to be a SESLHD staff 
member. 2) your submission is pre-reviewed by your supervisor or another third party 
BEFORE submitting your application within REGIS.  
 

Will you need data custodian approval?  

Are you exporting data (unidentifiable or identifiable) from SESLHD to an external 
entity? Please see the section on data within this guide p.23 and on the SESLHD 
Research website under the tab “data” and template and guide can be found under: 
“forms and templates”.  

Nominating your heads of department 

Engage with your key stakeholders individually and personally in the initial stages of 
your planning phase, namely your head of departments for resource requests. If you 
do not have approval for a resource request- this will evidently jeopardise the future, 
feasibility or detrimentally delay the project. The application will not be reviewed within 
the research office without all relevant HoD/s approvals. 

Head of Dept. (HoD) approval  

Please note: If the head of a department is a study team member, then that person 
cannot sign the head of department approval (essentially the resource request) for 
their own study, this would be considered a conflict of interest. Their next line 
manager’s approval will need to be sought for head of department sign off.  
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Your application will not progress to the Research Office for review until all HoDs have 
approved your request through REGIS.  

Also, all Principal Investigators will require their next line manager to be included in 
the list of HoDs to approve their study.  

Within the application process, the research office will not see or receive your 
application (it will not appear on our screens to be processed and cannot be 
processed) until the head of department/s have approved your request through 
REGIS.  

It is strongly recommended that you personally approach the head of dept/s to: 

- Avoid delays to your project timeline for your approval through REGIS. 
- Provide a cover letter stating the resource request from that particular head of 

department (including financial and/or non- financial costs). For example; 
to the line manager of the PI for the number of hours in kind.   

- Inform the HoD that they will receive an email generated through REGIS 
requesting approval for your project’s resource requirements. If they do not 
have a REGIS account, please see: https://regis.health.nsw.gov.au/Register 

- Provide the opportunity for the Head of Department to pose questions to the PI 
or delegate. 

- Ensure that you have the correct Head of Dept. If the HoD within REGIS is 
incorrect or missing. Please provide the following details:  
the Regis reference No. year/STEXXXXX,  
the name of the HoD to be removed from REGIS with their exact role title  
the name of the HoD to be added and their exact role title  
within an email to SESLHD-RSO@health.nsw.gov.au  

If you are adding a Head of Dept that does not exist in REGIS, they will need to 
create a REGIS account. Please refer to the REGIS website:  
https://regis.health.nsw.gov.au/Register 

Pre-review  

It is strongly recommended to seek peer review or project appraisal from someone 
within the relevant field/expertise or discipline BEFORE submitting into REGIS for 
ethics review. Submissions that have not been pre-reviewed could risk delays due to 
necessary or major modifications found during committee review requiring return to 
the next meeting. The research office cannot advise on aspects such as study design.  

Mandatory templates to be pre-filled in preparation for submission 

Templates and checklists for payments, ethics and governance submissions are 
available on the research website which are mandatory as they will facilitate your 
review and facilitate eligibility requirements.  

 

 



 

11 | SESLHD Ethics and Governance Pre- Submission Guide 19072023MLB 
 

 

Where can I find fundamental information regarding my ethics and 
governance applications? 

Websites: 

SESLHD Research:  

https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-home 

NHMRC- National Statement:  

https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-
human-research-2023 

The NSW Office of Medical Health and Research 

https://www.medicalresearch.nsw.gov.au/ethics-governance-draft/ 

The difference between ethics and governance? 

 

Figure 3 - Ethics & Governance Map 

Ethics applications 

Ethics applications are submitted and reviewed separately to governance applications. 
Please note: An ethics approval must be obtained before a governance authorisation 
can be granted.   

Ethics review pertains to all research involving humans conducted within the NSW 
public health system which must be ethically and scientifically reviewed and approved 
by a Human Research Ethics Committee (HREC) in accordance with the National 
Health and Medical Research Council National Statement on Ethical Conduct in 
Human Research (2007). 

Please note: Ethics applications are approved and SSA applications are authorised.  

Governance applications 

Please note: Studies cannot commence within SESLHD without SSA authorisation. If 
your SSA has been granted authorisation with condition – the condition must be 
fulfilled (an amendment submitted) before full authorisation can be granted and the 
study commence at that site.  
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For further information on site authorisation please visit: 
https://www.medicalresearch.nsw.gov.au/site-authorisation 

 

Figure 4 - HREC approval to sites 
In addition to ethical and scientific review, all human research that takes place in NSW 
public health organisations, or that requires support from a NSW public health 
organisation in the form of access to participants, tissue or data, must be reviewed 
and authorised by the organisation’s Chief Executive, or their delegate before 
commencement. Projects must not commence until the applicant has received 
governance authorisation. 

An Authorisation with condition will require submission of an amendment with the 
conditional document in order to gain full authorisation and commence the study.  

What differentiates a site access and Site-Specific Application (SSA)?  

Research projects that require access to SESLHD staff but do not involve the physical 
conduct of research at SESLHD sites, can apply for authorisation of a site access as 
opposed to Site Specific Authorisation (SSA). 

Site access 

Requests for access request review should be made by the Coordinating Principal 
Investigator to the Research Governance Officer via email (SESLHD-
RSO@health.nsw.gov.au). The Coordinating Principal Investigator is also responsible 
for obtaining written agreement from relevant heads of the facilities, locations and 
services that will provide the access required. Site access requests for access to data, 
physical visits to sites, direct contact with patients and staff will generally be advised 
to submit a site-specific application and nominate a SESLHD staff member as the 
principal investigator (PI).   
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 To submit a site access for SESLHD please submit to the research office via an email 
to SESLHD-RSO@health.nsw.gov.au: 

1. A completed site access form (from: 
https://www.medicalresearch.nsw.gov.au/site-authorisation/) 

2. Written support from the relevant head/s of department/s (email accepted),  
3. A cover letter. within the request, the applicant should provide the following 

information, at a minimum: 

 Project title and short title 

 Relevant project identifiers 

 Coordinating Principal Investigator name and contact information 

 Name of study sponsor, if applicable 

 Name of Human Research Ethics Committee who has reviewed the 
research project 

 The resources/services being requested 

 The proposed process for accessing those resources/services 

 Attached letters or emails confirming the support of each facility head of 
department, location or service (written evidence of support- emails 
accepted if all listed elements above mentioned are addressed). 

 If appropriate the Data dictionary or data collection sheet precisely 
demonstrating the survey or questionnaire content.  

Site Specific Applications (SSA)/Governance must be submitted and processed 
through REGIS.  

What is REGIS?  

REGIS is the Ministry of Health led state-wide platform in which all ethics and 
governance applications are submitted, reviewed and approved through. All post 
approval reviews and processing within SESLHD are conducted through the REGIS 
platform.  

Please note: Researchers are strongly advised to gain competency with REGIS to not 
only submit their applications but for the overall management of their studies 
throughout the duration of their HREC approval. This will facilitate CPI/PI ongoing 
responsibilities such as submitting mandatory annual reports, amendments, document 
management and archiving. Training is recommended. 

The REGIS team at the NSW Office of Health and Medical Research offer: 

- How to guides 
- Training videos  
- Online Training sessions facilitated by subject matter experts 
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Please visit the website for more details:  https://regis.health.nsw.gov.au/ 

For IT technical and access issues please contact: 

 

If you would like to provide feedback on the REGIS platform, please visit: 
https://regis.health.nsw.gov.au/your-feedback/your-feedback/ 

Please ensure you have read the initial paragraph within this guide on what to do 
BEFORE submitting your application so that you have all the necessary 
documentation and resources before submitting into REGIS. This will streamline the 
process and avoid unnecessary delays within your timeline.   

Please see below the reference to the codes that will relate to each study. The PID 
number will be generated once you register your project. The ETH will represent your 
ethics application. There will only be one ethics application regardless of how many 
sites the study will be conducted on. However, each STE number will represent an 
individual site, hence you may have multiple sites and multiple different STE numbers. 
However, those STE numbers will relate back to a “parent” registration (PID number) 
or “parent” ethics application (ETH number). Please see diagram below: 

 

Figure 5 - REGIS application map 

Yo
ur

 st
ud

y year/PIDXXXXX - study 
registration 

year/ETH XXXXX- ethics 
application 

year/SSAXXXXX-
Governance or SSA 

application/s
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What is NMA?  

National Mutual Acceptance (NMA) is a national system for mutual acceptance of 
scientific and ethical review of multi-centre human research projects conducted in 
publicly funded health services across jurisdictions. The Australian Capital Territory, 
New South Wales, Northern Territory, Queensland, South Australia, Tasmania, 
Victoria and Western Australia participate in NMA. Single ethical and scientific review 
for a multi-centre human research project can be provided across seven of the 
participating states/territories.  

Please note: not all HRECs are NMA certified. Please see website for more details 
for NMA listed HREC Committees that you can apply to: 
https://www.clinicaltrialsandresearch.vic.gov.au/national-mutual-acceptance 

UNSW HREC ethics approvals will not be accepted for SESLHD governance 
applications. 

How long does ethics and governance applications take to process?  

Please note: To ensure eligibility to the nearest meeting, it is recommended to submit 
your application with sufficient time for the research officer to screen and request 
more information before the submission cut-off date. If your application is 
submitted before cut-off but with insufficient time for pre-screening review for meeting 
eligibility– it may risk being “ineligible” for review at meeting. It is important to ensure 
that the applications are of a standard that will facilitate review. If you submit with 
sufficient time for screening and modifications – the application will be of better 
standing for approval at the meeting. Hence, less likely to affect your timeline. In 
accordance with the National Statement: 

 

The ethics meeting minutes are drafted by the research officers and finalised by the 
Committee Chair approximately within 6 working days in total, subsequent to the 
meeting. 

The following documents are mandatory, to be submitted within your application, 
completed and concise: 

- Researcher checklists for both ethics and SSA (each submission) 
- Method of payment form (MoP) 
- Data Custodian request template (for any data leaving SESLHD) 

The Chief Executive of SESLHD has signed an agreement with the NSW Office of 
Health and Medical Research to ensure that applications are processed within given 
metric timelines which include weekends and public holidays:  
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Governance 60 calendar days from submission to authorisation and Ethics 90 
calendar days.   

Hence, any submissions that require more information or 
modifications that do not resubmit within 30 calendar days = the 
study will be withdrawn, and a new application will be required.  

If you are planning leave or an absence during the period of the ethics and governance 
submission – it is the researcher’s responsibility to ensure they have appointed a 
delegate with appropriate access to the necessary REGIS account and documentation 
for the process to continue during your absence and to avoid application withdrawal 
or delay.   

Please note: If these documents are absent, incorrect or incomplete, your submission 
will be returned unreviewed prolonging the timeline to the following meeting. Please 
plan for a realistic timeframe that allows for sufficient planning and preparation to avoid 
a submission that is ineligible and requires modifications before the submission cut-
off date.   

For MoP and checklist templates please visit: 

https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-home 

Ethics:  

https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-
home/ethics 

Governance: 

https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-
home/governance 

Data custodian requests:  

Information:  

https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-home/data 

Template:  

https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-
home/research-forms-templates-guidelines 

Ethics review 

SESLHD Human Research Ethics Committee (HREC) Meetings are held monthly. 
Low Negligible Risk Committee Meetings are held fortnightly.  

For Ethics process timeline – please refer to the SESLHD Research website: 
https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-
home/ethics/ethics-application-process 

For Ethics meeting submission cut off dates:  
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https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-
home/ethics/committee-details-meeting-dates 

However, your study may require additional or specific HREC approval: 

Research involving: 

- Persons in custody in NSW or staff of NSW Justice Health & Forensic Mental 
Health Network must be reviewed by the NSW Justice HREC. For more 
information: https://www.justicehealth.nsw.gov.au/research/jh-fmhn-human-
research-ethics-committee 
 

- Specifically, the health and wellbeing of Aboriginal people and communities, 
this must be approved by the Aboriginal Health & Medical Research Council 
Ethics Committee. Please note that this will require additional review from a 
NMA certified HREC to obtain SSA authorisation to conduct a study within 
SESLHD. For more information:  https://www.ahmrc.org.au/resource/ethics-
application-support-letter-form 
 

- Clinical trials requiring access (including linkage) to state-wide data collections 
owned or managed by NSW Health or Cancer Institute NSW must be reviewed 
by the NSW Population & Health Services Research Ethics Committee. For 
more information: https://www.cancer.nsw.gov.au/research-and-data/nsw-
population-health-services-research-ethics-com 
 

- Under Part 5 of the Guardianship Act 1987 (NSW), clinical trials which seek to 
involve a person aged 16 years or older with decision making disability must be 
approved by the Guardianship Division of the NSW Civil and Administrative 
Tribunal (NCAT). Further information: https://ncat.nsw.gov.au/ For more 
information on ethical considerations specific to participants: Section 4 of the 
National Statement:  https://www.nhmrc.gov.au/about-us/publications/national-
statement-ethical-conduct-human-research-2023 
 

Research risk pathways (ethics) 

Quality Assurance /Quality Improvement activity does not receive HREC or sub-
committee approval as it is not research. However, you may require HREC or 
subcommittee review in order to publish. Please check with the journal you wish to 
publish with.  Please see the website for the QA form, 
(https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-
home/ethics/ethics-application-process), and case report forms.  

Research applications through SESLHD will be decided on the following two risk 
pathways that will determine what meeting it will be reviewed at: 

Low/negligible risk = (LNR) HREC sub-committee Meeting) 

Greater than low risk = (GTLR) HREC Meeting 
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For further guidance on what your study’s risk category may be: 

OHMR Policies and Guidelines:  https://www.medicalresearch.nsw.gov.au/policies-
guidelines/  

NHMRC national statement:  

https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-
human-research-2023 

NMA list of HRECs (please note: UNSW cannot approve for studies to be conducted 
within SESLHD) https://www.nhmrc.gov.au/research-policy/ethics/national-
certification-scheme-ethics-review-multi-centre-research#download 

Governance review 

Governance review is conducted within the LHD’s research office by research officers 
and does not require a committee meeting. Timelines and other important information 
can be found on the Research website: 
https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-
home/governance/site-specific-authorisation 

Please note: 1) A Principal Investigator must be a SESLHD staff member and must 
be nominated for each SESLHD site. 2) There are a few services that are physically 
within the SESLHD hospital or campus but not necessarily a SESLHD site. Please 
verify that the study’s activity will be conducted within a SESLHD site and require a 
governance application to the SESLHD research office.  

Governance for Multi-district projects 

Multi-site projects that will pertain patient facing documents such as patient information 
and consent forms (PISCFs), a master document should be submitted to the lead 
HREC for approval within your application with designated blank spaces for the logos 
and other site-specific details for your site-specific versions to be submitted within the 
SSA.  Please see the example below where the letterhead has a designated space 
within the master copy that will be submitted to the HREC committee for approval so 
that from the master PISC = site specific versions can be created inserting logos etc:  

 

Figure 6 - Master document letterhead 
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Figure 7 - Master copy to SESLHD sites 

Please note that the SESLHD Research Directorate can only review and authorise 
Site Specific Applications (SSAs) for sites within its district. If your study is conducted 
over multiple districts, each Local Health District’s research office will need to be 
approached for SSAs within their remit.  

Please see the fictionalised diagram below to demonstrate an example: 

-Dr Grey is the study’s Coordinating Principal Investigator (CPI) and is also the 
Principal Investigator (PI) at POW where he works.  

- Dr Grey is also conducting his study at St Vincent’s hospital. He has obtained ethics 
approval for all sites (and all sites are cited on the HREC approval correspondence).   

-A PI has been engaged from St Vincent’s hospital and Dr Grey has sought SSA 
application and authorisation from St Vincent’s hospital research office.  

 

Figure 8 - Multi-district SSA map 
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External partners or sponsors? 

Within your planning phase, the required agreements when conducting a study with 
external partners should be considered early in your project timeline but submitted 
within the SSA through REGIS. All signatures should be collected before submission 
and the Director of Research will be the last to sign the contract.  

What contract do I need?  

CONTRACT  DETAIL  Commercial 
funding 

Non- 
Commercial 

funding 
CTRA standard CTRAs are for commercially sponsored studies. As per 

PD2010_056 all clinical trials with an external sponsor 
must have a written agreement in place.  

YES NO 

CTRA CRO  For a collaborative research study with an organisation 
acting as a local sponsor (i.e., for an overseas sponsor).  

YES YES 

CTRA CRG Clinical trials that are with Collaborative or Co-operative 
research group  

NO YES 

Non-Clinical trial – 
collaborative 
agreement 

For non-clinical trial studies that have collaborative parties NO YES 

Form of Indemnity For commercially sponsored clinical trials, the sponsor 
must provide an executed Medicines Australia Form of 
Indemnity.  

YES NO 

Certificate of Currency 
of Insurance (with 
commercial funding)  
 

For all commercially sponsored clinical trials, an Insurance 
Certificate must be submitted with the governance 
application. The insurance certificate should have: Cover a 
minimum of $20 million (AUS); have an Australian-named 
sponsor; and an excess/deductible or self-insured 
retention amount not greater than $25,000 for each and 
every claim. For more information, see NSW MoH Policy 
Clinical Trials – Insurance and Indemnity PD2011_006, 
section 2.2.(e) 

YES YES 

Material Transfer 
Agreement (MTA) 

If your research involves a transfer of data, materials or 
samples (such as cell lines, blood, tissue, CT and MRI scans 
and other clinical data) to an external site and does not 
require a CTRA or other collaboration agreement an MTA 
may be required. Templates are available on request to 
the research office.  
Please note: you may require data custodian approval if 
the data is identifiable.  

YES YES 

Certificate of Currency 
of Insurance (non-
commercial) 

For non-commercial sponsors, please see the 
requirements here: PD2011_006 Clinical Trials: Insurance 
and Indemnity. For non-commercially sponsored research, 
PHOs must ensure sponsors have indemnity or insurance 
arrangements that are sufficient to cover their sponsor 
related liabilities. This insurance should cover a minimum 
amount of $10 million (AUD).  

NO YES 

*definition of a commercially sponsored trial in accordance to PD2011_006 -is a clinical trial where a 
commercial entity that is a pharmaceutical or device company:  Initiates the trial and makes an 
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application to conduct the trial under the Clinical Trial Notification (CTN) or Clinical Trial Exemption 
(CTX) Scheme administered by the Therapeutic Goods Administration; b) is directly funding the 
conduct of the trial, that is, making payments to the relevant hospital or investigator. This does not 
include trials where a commercial entity is providing in-kind support (e.g., provision of investigational 
product or funds) but has no other involvement in the conduct of the trial; and c) is the primary author 
or custodian of the clinical trial protocol. 

Where can I access an agreement template?  

SESLHD templates can be requested via the SESLHD-RSO@health.nsw.gov.au. 
Medicines Australia templates can be found on the SESLHD Research Website: 
https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-
home/research-forms-templates-guidelines   or 
https://www.medicinesaustralia.com.au/policy/clinical-trials/clinical-trial-research-
agreements/ 

Please see below the types of agreements that are processed within SESLHD 
Research Office within governance and signed by the Research Director on behalf of 
the health district are:  

- Material Transfer Agreements (SESLHD MTA template- request via email)  
- Standard forms of Indemnity (Medicines Australia Templates only) 
- Form of Indemnity – HREC only (Medicines Australia)  
- Service Level Agreements (SESLHD template – request via email)  
- Multi-institutional Agreements (MIAs) and collaborative agreements  
- Clinical Trial Research Agreements (Medicines Australia Templates only): 

CTRA standard 
CTRA CRO- collaborative research organisation acting as the local sponsor 
CTRA CRG - Collaborative or Co-operative Research Group (CRG) studies 
CTRA Phase 4 clinical trial (Medicines)  
CTRA Phase 4 clinical trial CRO (Medicines) contract research organisation 
acting as the Local Sponsor      

- Non-Clinical Trial Collaborative Research Agreements 
(australianclinicaltrials.gov.au) 

- Confidentiality agreements (CDAs, DOIs or NDAs)  

Please note: Please ensure that contracts are planned early within your project phase 
and necessary signatures and organisational details are included ready in advance 
for submission within your SSA application. This will streamline the process and 
the SESLHD Research director should be the last remaining signature required to fully 
execute the contract.  

What is SEBS? 

At regular intervals, NSW Health, together with Queensland Health, South Australia 
Health and the Victorian Department of Health, conducts a joint review of sponsor 
specific clauses for inclusion in the nominated Schedule of Clinical Trial Research 
Agreements (CTRAs). The panel is known as the Southern and Eastern Border States 
Review Panel (SEBS). The purpose of the joint review is to standardise, streamline 
and circumvent unnecessary duplication in the review of sponsor specific clauses for 
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use in Clinical Trial Research Agreements approved by the New South Wales, 
Queensland, South Australian and Victorian government health agencies. 

Please see the following website for more information: 
https://www.medicinesaustralia.com.au/policy/clinical-trials/clinical-trial-research-
agreements/ 

Will I need SEBS approval?  

There is no fee required for the SEBS submission. SEBS will generally be required for 
amendments to schedule 4 and 7. However, there are circumstances where SEBS is 
not required: 

- If the CTRA template does not require any amendments 
- Where parties need to fill in study specific information to complete the details 

of the agreement for their study without changes to the existing text, i.e.: front 
page/schedule, 1- key information/schedule, 2 – payments/schedule, 6 – study 
protocol information.  

Things to consider when filling the template: 

(i) Third party payer: In accordance with clause 6.1, parties should use 
Schedule 2 to describe “the manner” in which the Sponsor will pay the 
Institution (i.e.: through a third-party payor). Institutions should ensure that 
invoices are made out to the Sponsor (with whom they have a contract) and 
sent “care of” the payor (who will pay the invoice). 

(ii) Studies in which there is no product: In Schedule 1, parties should write in 
the ‘Investigational Product’ field: “There is no Investigational Product being 
used in this Study”. Because the definition of Investigational Product (in 
Clause 1 ‘Interpretation’) refers directly to the description in Schedule 1, 
entering such a description renders all obligations relating to Investigational 
Product in the body of the CTRA to automatically fall silent. 

(iii) Collaborative Clinical trials supported by grant funding agreement: The 
Panel has worked with university partners to develop two variations of a set 
of clauses that can be used when a non-commercial sponsor receives grant 
funding for a trial through a Funding Agreement (from NHMRC, MRFF or 
Cancer Australia) and wishes to pass through some of those obligations 
onto the institution. The variations consist of clauses for each funder with 
the CRG CTRAs. The clauses are included in Schedule 4 in the usual 
way. Please see the clauses at: 
https://www.medicinesaustralia.com.au/policy/clinical-trials/clinical-trial-
research-agreements/ 

For SEBS templates, meeting dates and contact details: 

https://www.medicinesaustralia.com.au/policy/clinical-trials/clinical-trial-research-
agreements/ 
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What online platforms should I use for study interviews and meetings?  

Microsoft Teams and Pexip are the NSW Health-endorsed and supported platforms to 
conduct meetings and interviews with research participants. Telephone interview is 
also an option. 

What is considered human tissue? 

In accordance with The National statement on Ethical Conduct in Human Research - 
Section 3: Ethical considerations in the design, development, review and conduct of 
research Chapter 3.2 Human biospecimens in laboratory-based research: refers to 
any biological material obtained from a person including tissue, blood, urine and 
sputum; it also includes any derivative of these, such as cell lines. It does not include 
non-human biological material such as micro-organisms that live on or in a person. 
For more information on the NSW Tissue Act 1983:  please see NSW Health Guideline 
https://www1.health.nsw.gov.au/pds/Pages/doc.aspx?dn=GL2023_008 : or Human 
Tissue Act legislation https://legislation.nsw.gov.au/view/html/inforce/current/act-
1983-164#statusinformation and the national statement (Chapter 3.2): 
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-
human-research-2023 

What to do if you would like to retain human tissue for future use?  

Retaining the human tissue after the completion of the study will require explicit 
consent from the participants and approval from HREC. 
All future research activities beyond the project will require ethical approval before the 
samples can be used. 
Participants should be made aware of the plan and provided with an option (such as 
a YES/NO tick box on the Consent Form) to consent or decline the request of storage 
and future use of their sample beyond this project. 

 

Exporting any data from SESLHD? 

For any data to leave the district, the SESLHD Data custodian must provide approval 
in alignment to NSW policy Directive PD2018_001.  Please find the template (and 
guide) at: https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-
home/research-forms-templates-guidelines  

The template is a brief to be completed and signed by the Principal Investigator (the 
author) to the SESLHD Chief Executive (the SESLHD Data custodian). However, the 
template must first be pre-reviewed via the SESLHD Research Director. Please send 
completed brief templates to SESLHD-RSO@health.nsw.gov.au clearly stating within 
the title of the email that is a data custodian request. Please also include relevant 
documents to support your request with precise content details of the data being 
exported, such as the data dictionary, survey questions etc.  (See process chart below) 

Please note: it is strongly recommended that within your project planning or pre-
submission phase, you consider the design or methodology of your study to ascertain 
whether you are going to require identifiable, re-identifiable or unidentifiable data to 
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leave SESLHD. Please ensure that you state the appropriate definition within your 
request for the Research Director and data custodian to review. Please see below for 
examples. This request and approval process is conducted outside of REGIS, but you 
may be required to provide the approval within your ethics application and most 
definitely within your SSA/Governance application.  

Unidentifiable (individual identifiers have been permanently removed and by no 
means of which specific individual can be identified)  

Re-identifiable (All identifiers are removed from the dataset e.g., name, postcode, 
date of birth), replaced with a code, or are aggregated. Re-identification may be 
possible if a master copy of data that contains identifiers or master copy of study 
participants is kept. Please ensure you are clearly identifying who is going to access 
the master copy and what measures will be taken to ensure its secure storage.  

Identifiable The identity of an individual information, or other sensitive information, 
can be reasonably discerned. Please ensure that the risk and potential considerations 
such as sensitivity of the information is declared within the request.  

What should I store my research data on, online or hard drive?  

We recommend using NSW Health or Australian-based University hosted 
Teams/Sharepoint or OneDrive for data storage and collaboration. Multi-factor 
Authentication (MFA) should be enabled for highly sensitive data (e.g., identifiable or 
linkage data).  
Local hard drive, removable media (e.g., USB and CD), other online platforms are 
NOT recommended storage options as they are either easy to lose and not regularly 
backed-up or lacking multiple data protection controls. 
 

 

Figure 9 - Data custodian request process map 
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How long do I keep data for and how do I dispose of the records once that 
period has lapsed? 

Please refer to: State Records NSW General Disposal Authority GDA17_08.01.01 
Research Management - Data collection and consents - conduct of clinical research 
Records relating to the conduct of clinical research. This guideline includes records 
or documentation relating to the recruitment and consent of research participants, 
data/records/information access requests and approvals, the collection and analysis 
of data, preliminary findings, surveys, reporting and results: 
Retention is for a minimum of 15 years after date of publication or completion 
of the research or termination of the study, then destroy. 
 
A checklist and form need to be completed to document what records are authorised 
for destruction:  

https://www.seslhd.health.nsw.gov.au/sites/default/files/documents/SESLHDPR220_0.pdf 

Creating documents 

Please ensure that site relevant patient facing documents have been created from the 
HREC approved master copy with appropriate hospital logo added.  

All documents are to be titled with consistent information throughout documents i.e.: 
document saved filenames and titles to include versions and dates to match footers. 
To avoid issues with study titles being too long – use the formula example for all 
document titles and footers as well as REGIS file names. 

i.e.: [Regis reference] =Year/(PID/ETH/STE) XXXXX – document type – version – date 

Please note: Please carefully select your documents. Uploading unnecessary or 
irrelevant files (namely within a zip folder), will require more time to triage and review, 
incurring process delays.  

Document types  

Please utilise the templates on website: https://www.seslhd.health.nsw.gov.au/services-
clinics/directory/research-home/research-forms-templates-guidelines 

Please note: incomplete or incorrect documents will be returned for more information 
incurring delays to your timeline.  

Ethics checklist 

Governance checklist 

Method of payment form 

PISCF (if relevant) – with consent/revocation of consent 

Protocol (template is available on the SESLHD research Website). Please be sure to 
include: - 

- concise budget breakdowns for both financial and non-financial costs 
- clear aim/objective  
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- the expected translational research impact within SESLHD  
- Data collection sheet or data dictionary 
- Cover letter (for studies without financial costs – will require to include non-

financial or in-kind cost breakdowns). Failure to provide this – could cause 
delays in request for more information.  

Intellectual Property arising from Health Research 

All Intellectual Property created by an Employee in the course of their employment 
with the NSW Health Service is owned by the Public Health Organisation unless 
inequitable or pursuant to a contract. 

- We ask all research project to provide current and accurate notification in 
the SESLHD IP Notification Form to notify of any the creation, or anticipated 
imminent creation, of any work, product or process created in the course 
of their employment with SESLHD which may have, or which the PI 
believes may result in, the creation of Intellectual Property; at the time of 
submitting a Site-Specific (Governance) Application.  

- All notification must be marked "confidential"; and forwarded to the SESLHD IP 
Committee for examination and consideration.  

- After consideration of each notification, the Committee/ Central Support Service 
must make a recommendation to the Chief Executive of SESLHD for their 
approval as to whether any steps toward protection and/or Commercialisation 
of Intellectual Property notified to it is to be undertaken. 

- We ask all projects to read the NSW Health Policy Directives - Intellectual Property 
arising from Health Research and familiarise themselves with the content.  

Review of funding and costs 

Each research study type will differ in funding and costs requiring varied types of 
documents to demonstrate financial detail, i.e.: large spreadsheet vs a cover letter 
stating small non-financial costs in-kind.  However, please ensure that you have 
provided appropriate documentation of funding source, who will be managing the fund 
and a concise clear break down for both financial and non-financial (i.e.: in-kind) costs, 
in accordance with the National Statement: 

 

If there is insufficient detail, it will require a request for more information, causing 
delays in review and your timeline. If you require advice whilst planning your budget, 
please send an email to SESLHD-RSO@health.nsw.gov.au to the Research Business 
Manager.   
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For further information: 
Please see the SESLHD Research Website: 

https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-home 

To attend a drop-in session to speak directly with a research officer please scroll down 
on the website’s front page to find the link: 

 

 

 

 


