
Process flows in REGIS



Submission flows in REGIS

Initial submission to approval/authorisation
• Completing Project Registration
• Completing the HREA/ETH
• Completing the SSA/STE

Post approval Monitoring  

Completing a Notification of an amendment
 Change CPI, Change PI and Change Admin
 HREC Extension
 Add site
 General 

• Submit a Progress Report/Milestone to a NSW/ACT HREC and NSW/TAS RGO
• Submit a Safety Report to a NSW/ACT HREC and NSW RGO SSI

Post approval Monitoring Governance - Ethics in REGIS 

Submit a Site Amendment General after NSW/ACT Ethics approval 2
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START: 
Has this 

Study been 
registered 

No

Yes
Do not 

compete a PID

Create new project Submit PID Progress to ETH
Click for

ETH Flow

Project Registration 
(PID)

Ethics Application HREA 
(ETH)

Site Application 
(STE) Researcher

Key
Post Approval 

Monitoring

I don’t 
know?

1. Speak to the lead site and ask if this 
study has been registered in REGIS. No 
= progress, Yes = ask for them to 
create the STE or give you access.

2. Start a new Project Registration, enter 
the Ethics ID, if this ID has been 
entered before, a warning message 
will show up. Do not progress. Contact 
the lead site ask them to create STE or 
give access.

Confirmation 
of Registration

System 
generated 

email sent to 
CPI, Submitter 

& Admin 
confirm PID 

complete and 
ready for next 

step

System 
automation

Stop Point

Data Transfer
Information entered 

into the Project 
Registration is auto 

mapped to answers in 
HREA and or STE.

*reduces data entry 
across application, 

ensures free text fields 
entered into forms per 

NSW Health 
requirements  

Document 
Management

Protocol is mandatory 
to complete PR. 

All documents added 
at PR are mapped over 

to upload section of  
HREA.

Project Registration 
allows system to 
better manage 

document title fields. 



START: 
Complete 
HREA/ETH

Submit 
HREA/ETH

Yes

No

New Application 
version

Application Reviewed 
Pathway 1 Assigned to 

Meeting/Review 
Pathway 2 Processed in 

application

Is HREA 
eligible?

Notification 
of outcome

Ethics Approved
Status: Approved, 

Approved with 
Conditions or Not 

Approved

More 
Information 

Required

Submit 
response

Ineligible for 60 days or
Information request pending 180 days 

(system driven)

(New Application Required)

Update 
application

Researcher

Research 
Office

HREC Decision/
Communication

Application preparation
Application submitted 

to Research Office
Application review Application decision

Key

Site Applications 
Created

Data from PR and HREA 
mapped to SSAs.
Initial Documents 

submitted to HREC 
provided to support 

paradelle review

System 
automation

Project Registration 
(PID)

Ethics Application HREA 
(ETH)

Site Application 
(STE)

Post Approval 
Monitoring

Confirmation 
of Ethics app 

created
System 

generated 
email sent to 

CPI, Submitter 
& Admin (as 
entered into 
PR) confirm 

HREA ready to 
be completed.

Confirmation 
of HREC 
Decision

Approval email 
sent to CPI & 

Admin Contact.

Data Transfer
Information 

entered into the 
Project 

Registration and 
HREA is auto 

mapped to STE.

Approval and 
expiry date set. 

Milestones 
created.

Document 
Management

Approved documents 
are auto shared with 
all related sites/RGO 

in internal portal.

Approved document 
.zip in approval email 

(link valid for 14 
days)

Approved documents 
identified in system 

to allow post 
approval document 

management.

Confirmation of Site app 
created

System generated email sent 
to PI and Admin (as entered 

into PR) confirm STE ready to 
be completed.



START: 
Complete 

STE

Submit to 
Head of 

Dept
Yes

No
New 

Application 
version

Is STE 
eligible?

Decision 
Notification

Status: Authorised, 
Authorised with 

Conditions or Not 
Authorised

More Information 
Required

Submit 
response

Update STE and/or 
Documents 

(new application 
version)

Researcher

Research 
Office

RGO or  
CE/Delegate 

Decision/Com
munication

Head of 
Department or 

CE Support

HOD 
support?

Yes

No

Application 
Reviewed

RGO 
Recommend
ation to CE

CE/Delegate 
received 

notification 
from RGO

Application preparation
Application submitted 

to Research Office
Application review Application decision

Ineligible for 60 days or
Information request pending 

180 days (system driven)
(New Application Required)

Key
Project Registration 

(PID)
Ethics Application HREA 

(ETH)

Site Application 
(STE)

Post Approval 
Monitoring

Submit 
to RO

Review 
outcome

Researcher 
should discuss 

with HOD and RO 
for next steps 

Confirmation of 
Site app created

System 
generated email 

sent to PI & 
Admin (as 

entered into PR) 
confirm STE 
ready to be 
completed.

System 
Automation

Resubmit 
to RO

Confirmation of 
SSA Decision
Authorisation 

email sent to PI 
& Admin 
Contact.

Data Transfer
Auth and expiry 
(per HREC) date 

set. 
Milestones 

created 
(Cert of Currency 
on first site & 1st 

pt if CT).

Document 
Management

Approved 
document .zip in 
approval email 

(link valid for 14 
days)

Approved 
documents 

identified in system 
to allow post 

approval document 
management.
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Confirmation of HREC/EO Decision
Approval email sent to CPI, PIs and All 

Admin contacts via REGIS. 

11 Sep 2017 8

Submit an Amendment to a HREC and RGO
Form Name: Notification of an amendment to a research study

Yes

No

You cannot 
submit an 

amendment 
until the 
study is 

Approved

Create amendment

Amendment Type: 
General

Create amendment
Change CPI/PI/Admin

Create 
amendment

HREC Extension

Amendment Type:
Add site

START: 
Has Ethics 

been approved 
in the system?

Submit amendment

Amendment Reviewed
Pathway 1 Assigned to 

Meeting/Review 
Pathway 2 Processed in 

application

Notification of outcome

More 
Information 

Required

Amendment 
Approved

Confirmation of HREC/EO 
Decision

Approval email sent to CPI, PI and 
All Admin contacts via REGIS. 
REGIS auto shares the ethics 

approval with required site. No 
site form is required.

Ethics approval email sent to CPI 
and Admin contact via REGIS. 

Confirmation of HREC/EO Decision
Approval email sent to CPI, PI and All 

Admin contacts via REGIS. No site 
forms are required to be submitted

Confirmation of HREC/EO Decision
Approval email sent to CPI, PI and All 

Admin contacts via REGIS. 

Only a single 
“type” of 

amendment can 
be submitted 

per amendment 
request. 

Data Transfer
The Amendment Form ID is now available for 

selection in the Site General Amendment Form

Document Management
Approval documents are auto shared with all 

related sites/RGO in internal portal.
Ethics approved documents identified in system to 
become selectable in future amendment forms – 

allow for document management.

Data Transfer
New SSA created. PI & Admin sent a system 

generated email - application ready to be 
completed.  Information from Project Registration 

and amendment form used to prefill SSA.

Document Management
Ethics Approval documents are already accessible 

to RGO in internal portal.
SSA only includes site specific documents.

Next step:
Submit SSA

Data Transfer
Expiry date auto updated ETH/SSA. New annual 

report created. 
RGOs do not review or provide individual 

acknowledgement.
*If there are contract changes it is the PI 

responsibility to submit a Site Amendment Form 
(site amendment contract changes) to each 

individually affected site.

Document Management
Any approved documents are auto shared with all 

related sites/RGO in internal portal.
Ethics approved documents identified in system to 
become selectable in future amendment forms – 

allow for document management.

Data Transfer
System updates contacts/roles/accesses per form.
Administrative contacts with/without submission 

rights are system actioned on submission. There is 
no EO Review or acknowledgement.

*Site Admin changes need to be submitted 
against Site

If the CPI is also listed as a PI on the SSA you will 
need to submit another version of this form and 

select PI. Follow same flow. 

PI change forwarded by system for RGO review

Document Management
When PI Change - Approval documents are auto 

shared to related sites/RGO in internal portal.

Next step: 
Submit 

site amendment

Next step: 
Submit site 

amendment *

Next step: 
Submit site 

amendment *

Post Approval 
Monitoring

Researcher

Research 
Office

HREC Decision/
Communication

System 
automation



Submit a Progress/Final Report  to a NSW/ACT HREC 
and NSW RGO

Milestone name: Progress Report

Definition: Progress Reports are a standard condition of HREC (Ethics) approval. At a minimum an annual progress report is submitted for review by the approving HREC. 
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Create Progress 
Report Form

Submit Milestone

Milestone Reviewed
Pathway 1 Assigned to 

Meeting/Review 
Pathway 2 Processed in application

Notification of outcome

Progress Report/
Milestone Approved

More Information 
Required

Confirmation 
of HREC/EO 

Decision 
sent to CPI, PIs 

and Admin 
contacts.

Research 
Office

Researcher

HREC Decision/
Communication

Site process 
and System 
automation

START: 
Ethics has been 

Approved?

No

You cannot submit a 
Progress Report/ 

milestone
until the study is 

Approved

Yes

Progress Report
Identified by project status 

selected in form
Not Yet Commenced, In 

Progress, Completed  

Final Report
Identified by project status 

selected in form
Closed (Post Analysis), 

Abandoned, Terminated

Data Transfer
REGIS auto shares the ethics 

approval with all RGOs.

* No Site Progress Reports 
are required to be 

submitted.

RGOs review site section 
specific to their sites, they 
do not provide individual 

acknowledgement, however 
they may request further 
information based off the 
site recruitment section.

Document Management
Approved documents are auto 
shared with all sites/RGOs in 

internal portal.

Post Approval 
Monitoring



Submit a Safety Report to a HREC and RGO
Form Name: Significant Safety Issue

Definition: A safety issue that could adversely affect the safety of participants or materially impact on the continued ethical acceptability or conduct of the trial. 
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Create Safety Report

Submit Safety 
Report

Safety Report Reviewed

Notification of outcome

Safety Report Acknowledged

More Information 
Required

To streamline the NHMRC guidance 
compliance – On submission of the 

safety report form an 
acknowledgement email (including 

the Safety Report Form) is sent to the 
CPI, NSW PIs and all Admin contacts, if 

a Sponsor contact role has been set 
up the Sponsor will also receive the 

acknowledgement.

Research 
Office

Researcher

HREC Decision/
Communication

Site process 
and System 
automation

START: 
Ethics has been 

Approved?

No

You cannot submit 
a safety report

until the study is 
Approved

Yes

Initial Report F/Up Report
Confirmation of HREC/EO Decision 
sent to CPI, PIs and Admin contacts.

Data Transfer
REGIS auto shares the ethics 

approval/noting with all RGOs.

RGOs will review the HREC 
acknowledged safety notification but will 
not provide individual acknowledgement, 

however they may request further 
information. 

Document Management
REGIS auto shares the ethics 

acknowledgement (and supporting 
documents) with all RGO in internal 

portal. 

Post Approval 
Monitoring



Action 
automated on 

submission

Submit a Site Amendment
Form Name: Site Amendment

Definition: a site general amendment are those affecting the conduct, design or methodology of a trial at the site and includes changes to: Study Protocol, Information previously 
given in the HREA, Information sheet(s) and consent form/s for participants or to any other site supporting documentation for the study. 
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Submit amendment

Site Amendment Reviewed

Research 
Office

Researcher

RGO Decision/
Communication

Notification of outcome

Site Amendment 
Approved

More Information 
Required

System 
automation

Create Site Amendment

Confirmation of Site/RGO 
Decision 

sent to PIs and Admin 
contacts

Type: Site General 
(use eth form id)

Submit More 
Information 

START: 
Site has been 
Authorised?

No

You cannot 
submit an 

amendment 
until the study is 

Authorised

Yes

Type: Contract Changes
Ethics approval not required 

Amendment Type:
Site Change Admin

Ethics approval 
not required

Only a single 
“type” of 

amendment can 
be submitted 

per amendment 
request. 

Data Transfer
No data is transferred on 

this action

Data Transfer
Administrative contacts 

with/without submission 
rights are system actioned 
on submission. There is no 

RGO Review or 
acknowledgement.

Document Management
Site approved documents 

identified in system to become 
selectable in future amendment 

forms

Type: Adding/Removing Local 
Site Investigators

Ethics approval not required 

Confirmation of Site/RGO 
Decision 

sent to PIs and Admin 
contacts

Data Transfer
No data is transferred on 

this action

Document Management
No action

Confirmation of Site/RGO 
Decision 

sent to PIs and Admin 
contacts

Data Transfer
System updates 

contacts/roles/accesses per 
the form. 

Document Management
No action

Confirmation of Site/RGO 
Decision 

RGO does not review this 
request.  No email sent. Document Management

No action

Post Approval 
Monitoring



Submit a Certificate of Currency Milestone to an RGO
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Yes

You cannot 
submit a 

milestone
until the study 
is Authorised

Submit Milestone 

Milestone Reviewed

Notification of outcome

Milestone Acknowledged by 
RGO 1 only.

*RGOs will not provide individual 
acknowledgement

More Information 
Required

Create Site Milestone
Site Milestone Type: 
Certificate of Currency

Research 
Office

Researcher

HREC Decision/
Communication

Site process 
and System 
automation

START: 
Has the Site 

been 
Authorised?

No

CoC milestone 
created under first 

Authorised STE only. 
Submitted by one site 
on behalf of all sites

Data Transfer
New Certificate of 

Currency milestone 
created off CoC expiry.

Confirmation of Site/RGO 
Decision 

RGO 1 acknowledges COC 
for all NSW sites. Email to All 

PI’s, All Admin Contacts.

Document Management
Copy of Decision 

Confirmation email and 
Cert of Currency shared 

to all other RGOs.

Post Approval 
Monitoring
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