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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 CPIl, Change Pl 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




Application Flows
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Project Flows — Ethics
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Submit an Amendment to a HREC and RGO

Form Name: Notification of an amendment to a research study

START:

Create amendment

Has Ethics
Yes
been approved
in the system?
Only a single
“type” of
amendment can
You cannot be submitted
submit an per amendment
amendment request.
until the
study is
Approved
More
Information
Required
A

Amendment

Researcher

Approved

Research
Office
HREC Decision/
Next step: Communication
Submit

\ 4

site amendment

System
automation

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.

Next step:

Document Management Submit SSA
Ethics Approval documents are already accessible
to RGO in internal portal.
SSA only includes site specific documents.

Next step:
Submit site

A 4 ~ v \f
Amendment Type: Conflrmatlor.l of HREC/EO Decision Data Tranffer .
Approval email sent to CPI, Pls and All The Amendment Form ID is now available for
General Admin contacts via REGIS. L selection in the Site General Amendment Form )
¥ J
f o
Amendment Type: W
Add site N Data Transfer ) Ve
Confirmation of HREC/EO Decision New SSA created. Pl & Admin sent a system
- Creva\te Approval E_fma” sent to CPI, PI and All generated email - application ready to be
W Admin contacts via REGIS. completed. Information from Project Registration
amendment \_ and amendment form used to prefill SSA. )\
HREC Extension
- . Data Transfer
Create amendment W Expiry date auto updated ETH/SSA. New annual Ve
L Change CPI/Pl/Admin J ( Confirmation of HREC/EO Decision report created.

L’

Submit amendment

Amendment Reviewed
Pathway 1 Assigned to
Meeting/Review
Pathway 2 Processed in
application

Notification of outcome

Approval email sent to CPI, Pl and All
Admin contacts via REGIS. No site
forms are required to be submitted

Confirmation of HREC/EO
Decision
Approval email sent to CPI, Pl and
All Admin contacts via REGIS.
REGIS auto shares the ethics
approval with required site. No
site form is required.

4 )

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

RGOs do not review or provide individual
acknowledgement.
*If there are contract changes it is the Pl
responsibility to submit a Site Amendment Form
(site amendment contract changes) to each

N

amendment *
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.

individually affected site.

/ Data Transfer \
System updates contacts/roles/accesses per form.

Administrative contacts with/without submission
rights are system actioned on submission. There is

Next step:
Submit site

no EO Review or acknowledgement.
*Site Admin changes need to be submitted
against Site

Document Management . _amendment *
When Pl Change - Approval documents are auto
shared to related sites/RGO in internal portal.

If the CPl is also listed as a Pl on the SSA you will
need to submit another version of this form and
select PI. Follow same flow.

kPI change forwarded by system for RGO review/




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

Milestone name: Progress Report

Researcher

Research
Office
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.

HREC Decision/

Communication
START: Create Progress Progress Report/
Ethics has been Yes Report Form Milestone Approved Site process
Approved? A ¥ d and System
A 4 automation

/__\/

. . Data Transfer
Confirmation
auto shares the ethics
of HREC/EO REGIS h h hi Document Management
=5 approval with all RGOs. Approved documents are auto
v 4 Decision shared with all sites/RGOs in
No Progress Report Final Report sent to CPI, Pls * No Site Progress Reports internal portal.
Identified by project status Identified by project status and Admin are required
quired to be
1 selected in form selected in form contacts. submitted
Not Yet Commenced, In Closed (Post Analysis), N— '
. Progress, Completed Abandoned, Terminated
You cannot submit a RGOs review site section
PFOEF.ESS Report/ specific to their sites, they
r.mlestone . do not provide individual
until the study is ( acknowledgement, however
Approved > Submit Milestone they may request further
L information based off the

K site recruitment section. /

Milestone Reviewed
Pathway 1 Assigned to
Meeting/Review
Pathway 2 Processed in application

More Information
Required

Notification of outcome
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Submit a Safety Report to a HREC and RGO

I
v ¥

Form Name: Significant Safety Issue

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 PlIs and all Admin contacts, if

[

Initial Report

a Sponsor contact role has been set

up the Sponsor will also receive the
F/Up Report ]

You cannot submit

a safety report
until the study is
Approved

More Information
Required

v

Submit Safety
Report

Safety Report Reviewed

Notification of outcome

acknowledgement.

—)  Safety Report Acknowledged

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.

}— Yes —{ Create Safety Report

Confirmation of HREC/EO Decision
sent to CPI, Pls and Admin contacts.

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

Data Transfer

\ information. /

Document Management
REGIS auto shares the ethics
acknowledgement (and supporting
documents) with all RGO in internal
portal.

Researcher

Research
Office

HREC Decision/
Communication

Site process
and System
automation



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.

START.
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submit an
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Authorised
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Only a single
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per amendment
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Form Name: Site Amendment
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Ethics approval not required Decision a?a ranster
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* 9 contacts ) y
Type: Adding/Removing Local Ve ~ N
Site Investigators Confirmatior} fJf Site/RGO Data Transfer
Ethics approval not required v Decision System updates
sent to Pls and Admin contacts/roles/accesses per
Amendment Type: contacts the form
. Site Change Admin N / : J
r Ethics approval (" Confirmation of Site/RGO ) \
not required Decision Data Transfer
RGO does not review this Administrative contacts
\_ request. Noemail sent. ) with/without submission

v

Submit amendment

]_._.-

More Information
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Site Amendment Reviewed

Notification of outcome

rights are system actioned
on submission. There is no
RGO Review or
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Document Management
Site approved documents
identified in system to become
selectable in future amendment
forms

Document Management
No action

acknowledgement. /

Document Management
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Document Management
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Submit a Certificate of Currency Milestone to an RGO

Office

HREC Decision/
Communication

Certificate of Currency

5 . . Milestone Acknowledged by
HS.”:‘—R:. Create Site Milestone RGO 1 only Sit
_ ‘ s . ite process
as the site Yes > Site Milestone Type: *RGOs will not provide individual and System
been automation

acknowledgement
Authorised? 8

CoC milestone
created under first
Authorised STE only.
Submitted by one site v
on behalf of all sites ( v v v

v >  Submit Milestone 4 ) 4 )
L Confirmation of Site/RGO Document Man.ag.ement
Decision Copy of Decision

RGO 1 acknowledges COC Confirmation email and
for all NSW sites. Email to All ) Cert of Currency shared
PI’s, All Admin Contacts. created off CoC expiry. to all other RGOs.
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Data Transfer
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\ 4

You cannot
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