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Submit what and where?



Please save questions for the end, 
as your question may be answered in 

this presentation 



Terms in REGIS

Application = Pre approval 

Project = Post approval

Project Reference # = 2019/PIDXXXXX

Ethics Reference # = 2019/ETHXXXXX

Site Specific Reference # = 2019/STEXXXXX

Submit Project Registration to get access to Ethics and SSA.



REGIS Account

 To be an editor for an application, or to be listed as a 
Coordinating Principal Investigator or a Principal 
Investigator, you must have a REGIS Account.

 Your REGIS Account will link to your email address and 
any correspondence sent through REGIS will go to your 
nominated email address.

 Any data you put in your profile on REGIS will be pulled 
into applications you are involved in.

 REGIS can be linked to your ORCiD account.



 You can register an account from the Home Page of 
REGIS.

 If you believe that you have multiple accounts, you can 
merge them by contacting the help desk on 1300 073 447.

 After creating an account for the first time, click on the 
Profile button to customize your details. This will also allow 
you to check that you want Email Notifications.



3 Application Types

 There are three application types in REGIS that must be 
submitted for any project.

 Project Registration

 Ethics Application

 Governance Application (Site Specific Application)



Creating a Project in REGIS









Project Registration Important Notes

The Project Registration cannot be edited after it has been
completed. 

All Public Health Sites within NSW need to be listed in
the Project Registration to generate an SSA within REGIS

If you have forgotten to add a site, and the Ethics application
has not been approved, you can add new sites through the
New Site option.



Submitting an Ethics Application

After submitting your Project Registration, ad Ethics Application
will appear in REGIS, as well as any Site Specific Applications
based on the sites listed in the Project Registration.



Only the CPI can have the answer ‘Yes’ for question 1.9.11
All other investigators must have the answer ‘No’’



Adding Documents

Use the + and – buttons in the gold bar to add or remove 
documents from the submission.

Please ensure that all documents have a footer containing
the document version number and date.



Only the CPI can click Certify and then Generate the HREA



ETHICS – Status Flowchart
1. Submitted when you submit the HREA.

2. Eligible / Ineligible after administration checks are done.

3. If ineligible, follow QRG – Ineligible Notification – Resubmitting Application. The 
HREA will then go back to submitted.

4. Under Review/Assigned to meeting when the HREA is with the Ethics 
Committee for review.

5. If further clarification is needed, HREA will be Information Requested . Please 
note that we require a response cover letter and updated documents in tracked 
and clean. The response cover letter can be found on our website:

6. To submit further information, follow QRG: Responding to a Request for 
Information – Initial Application. Status will become Information Provided. This 
means it is with our office.

7. If the application is ready for approval as deemed by the Ethics Committee, the 
HREA will be Approved. You will receive an approval email via REGIS. 



What you need to submit with SSAs
 Ensure Master Documents are visible if HREC is not SWSLHD.

 If not SWSLHD HREC, provide all ethics approval letters.

 If Ethics is approved, submit your Site Specific Documents 

 Only submit the latest version of each document – do not keep earlier versions that are 
now outdated in REGIS.

 Confidentiality Agreement for investigators not employed by NSW Health. Criminal 
Record check if they are also coming on-site, contacting participants or viewing 
identifiable information. 

 If you have not filled in your REGIS Profile sufficiently, we will ask for a CV.

 For clinical trials: GCP training for all investigators current within last 3 years, CTRA, 
Indemnity (if applicable), insurance documents, SEBS approval letter for any changes to 
Schedule 7 of the CTRA, NSW Pathology quote (if applicable), Radiation Letter as 
submitted to HREC and the local SWSLHD Radiation Letter (if applicable).



Submitting an SSA Application

All NSW Public Health Sites listed in the Registration or added
as an Addition of Site Amendment will be listed here



Adding Head of Department



You cannot select a Head of Department who is also listed an 
investigator in the study. If this occurs and you cannot 
manually change the Head of Department in REGIS, please 
contact our office.

If the correct Head of Department is not showing in REGIS 
and you cannot change this, please contact our office.

Only the PI can submit the SSA to the Research Office for 
review.



SSA – Status Flowchart
1. Submitted when you submit the SSA.

2. Eligible /Ineligible after administration checks are done.

3. If ineligible, follow QRG – Resubmit a new version of the application after an 
ineligible notification. The SSA will then go back to submitted.

4. If further clarification is needed, SSA will either be Information Requested. 
Please note that we require a response cover letter and updated documents in 
tracked and clean.

5. To submit further information, follow QRG: Responding to a Request for 
Information – Initial Application. Status will become Information Provided. This 
means it is with our office.

6. If the application is ready for approval as deemed by the Research Ethics Office, 
the SSA will be Authorised. You will receive an authorisation email via REGIS. 



REGIS Tips!

 Please read the Quick Reference Guide if you are not 
familiar with using REGIS

 Please do not copy the application! Only create a New 
Version for replying to further information requests for both 
Ethics and SSA.

 Please do not forget your Cover Letter when reply to 
further information requests for both Ethics and SSA.



Ethics Amendment Types in REGIS

Different forms for different purposes 
and/or requiring change in system.

Select the approval type:

 Amend Form (General Amend)
 Amend Form change PI/CPI
 Amend Form extension ethics
 Amend Form new site



Notification of Amendment

Ethics application no.



Amendment – Change PI/CPI

 Self-explanatory – use only for 
changing PI/CPI of a study.

 NOTE: Only the existing PI/CPI can 
submit this form (to provide 
authority for the change of 
responsibility in absence of 
signatures on REGIS).

 If there are issues with contacting 
the PI/CPI to conduct this change 
in extenuating circumstances (i.e. 
unexpected leave, illness, etc.), 
please contact the Research Office 
so that we can assist.



General Amendment:
Addition of Investigators for ETHICS

Documentation required:

All clinical trials – GCP certification
(valid for 3 years)

Make sure REGIS Profile is completed!

Non-NSW health employees:

 Criminal Record Check – if working on site (valid for 12 
months)

 Confidentiality Statement



Addition of Investigators for SSA where we 
are NOT LEAD HREC

 REGIS does not have functionality at this time for SSA 
Amendments. 

 This means if SWSLHD is not lead HREC for your project, 
you are unable to submit an amendment to add an 
investigator to a SWSLHD site in REGIS.

 Please submit Addition of Investigator using the old method 
(i.e. Addition of Investigator form from SWSLHD Research 
website and submit via email to SWSLHD-
Ethics@health.nsw.gov.au )

 If you are unsure, contact us 

mailto:SWSLHD-Ethics@health.nsw.gov.au


General Amendment Information

 When submitting documents for a general amendment, 
please provide all updated documents in both Tracked and 
Clean versions.

 If the amendment requires further information, ensure that 
the SWSLHD Response Cover Letter has been completed, 
which can be found on our website.



Who do I contact? 
Research Directorate
For: for assistance with registration, applications, and  post-
approval/authorisation matters such as: information/documents you need to 
include, missing or incorrect dep’t information (site-governance applications), 
and how to use REGIS (non-technical).
Location – Level 2 UNSW clinical School – Liverpool Hospital 
E-mail: SWSLHD-Ethics@health.nsw.gov.au
Website: http://www.swslhd.nsw.gov.au/ethics/
Phone: 02 8738 8304

REGIS
For: technical queries such as system issues or faults, and account access 
issues. The Help desk is available 7am-7pm Monday-Friday, excluding ACT 
Public Holidays.
Email: support@f1solutions.com.au
Website: https://regis.health.nsw.gov.au/
Phone: 1300 073 447 

mailto:SWSLHD-Ethics@health.nsw.gov.au
http://www.swslhd.nsw.gov.au/ethics/
mailto:support@f1solutions.com.au
https://regis.health.nsw.gov.au/


Questions
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