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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 - Ethics is in REGIS

Completlng a Notification of an amendment
* Change CPI, 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

- Safety Report Breach (under review)

Post approval Monitoring Governance - Ethics in
REGIS

Submit a Site Amendment General after
NSW/ACT Ethics approval

Post approval Monitoring Governance - Ethics is
external to REGIS

- Completing a Site Amendment that requires an ethics
approval

* HREC Extension & Change CP!I

* General Amendment & Change PI

- Completing a Progress Report Milestone — ethics external
to REGIS (under review)

Post approval Monitoring Governance - ethics not
required

+  Adding/Removing Site Admin contacts and submitters

+ Adding/Removing Local Site investigators (under review)

+ Contract Changes from a previously approved amendment

- Submit a Certificate of Currency Milestone to a NSW RGO

(under review)

- Submit a Safety Report to NSW RGO when Ethics

approved from another jurisdiction
* SSI (under review)

* Local Safety Event (under review)




NSW/TAS Specific Acknowledgement
Statement

- “This amendment notification has been provided to all NSW/TAS Health Site Research
Governance Officers, all contact details have been updated, you are not required to submit any
further documentation to any NSW/TAS Health Sites (listed in REGIS).”

- “Each authorised site in REGIS has been notified and will only contact you if they require more
information. Please accept this notification on behalf of all NSW/TAS sites listed in the form.”

- In September 2020, NSW released the governance post approval functionality in REGIS with a
focus on improving researcher experience and streamlining processes by using the system to
reduce duplication. This will be an overall improvement for researchers and research offices.

- A number of processes are now submitted by the Lead Site to the HREC and on approval the
system manages the notification to all REGIS authorised sites (Pls, Admin Contacts and
RGOs). The Ethics approval email includes a NSW Specific acknowledgement statement. One
action across NSW e.g Change CPI, HREC extension, Clinical Trial Safety Notifications, HREC
progress reports.

- A number of processes can now completed by one Site (any authorised site) on behalf of the
other authorised sites in REGIS, the notification email includes a NSW Specific
acknowledgement statement. One action for NSW sites. E.g. Clinical Trial Safety Notifications,
HREC approved progress reports, updated certificate of currency.
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Ethics A

pplication HREA
(ETH)

click to progress to ETH flow

Site Application

(STE)

click to progress to STE flow

Post Approval
Monitoring

How does an initial application flow through REGIS?
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https://regis.health.nsw.gov.au/how-to/
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1715/qrg-resapp-project-registration.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://www.medicalresearch.nsw.gov.au/national-mutual-acceptance/
https://regis.health.nsw.gov.au/media/1718/qrg-resapp-hrea-ethics-completing-and-submitting-the-application.pdf
https://regis.health.nsw.gov.au/media/1728/qrg-resapp-site-application-completing-requesting-head-of-department-support-and-submitting.pdf
https://www2.health.vic.gov.au/about/clinical-trials-and-research/clinical-trial-research/national-mutual-acceptance
https://au.forms.ethicalreviewmanager.com/Account/Login
https://rgs.health.wa.gov.au/Pages/Home.aspx
https://gems.sahealth.sa.gov.au/
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Site Application Post Approval -
(STE) Monitoring

click to progress to STE flow
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documents



https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1718/qrg-resapp-hrea-ethics-completing-and-submitting-the-application.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1720/qrg-resapp-ineligible-notification-resubmitting-application.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1749/qrg-ro-reviewing-eligibility-of-an-ethics-application.pdf
https://youtu.be/WZFnDUsGn0s
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1719/qrg-resapp-responding-to-a-request-for-information-initial-application.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://www.youtube.com/watch?v=yFQJhf9pIgc

Project Registration

PID

Ethics Application HREA

(ETH)

click to progress to ETH flow

Application preparation

P>

START:

Complete STE

Status: In Progress
see QRG Completing Site
Application

a

New Application W

)

Submit to
Head of Dept
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Form
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SSA
See or
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[

|
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(new application version)

Status: In Progress
see video for managing documents
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Department

Pl = Principal
estigator

= Research
Governance
Officer



https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1728/qrg-resapp-site-application-completing-requesting-head-of-department-support-and-submitting.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1720/qrg-resapp-ineligible-notification-resubmitting-application.pdf
https://regis.health.nsw.gov.au/media/1749/qrg-ro-reviewing-eligibility-of-an-ethics-application.pdf
https://youtu.be/WZFnDUsGn0s
https://regis.health.nsw.gov.au/media/1756/qrg-ro-reviewing-ssa-and-requesting-information.pdf
https://youtu.be/wbxHLFv8IKA
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1719/qrg-resapp-responding-to-a-request-for-information-initial-application.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://www.youtube.com/watch?v=yFQJhf9pIgc
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1727/qrg-resapp-site-application-head-of-department-not-supported.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1756/qrg-ro-reviewing-ssa-and-requesting-information.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1746/qrg-ro-approval-and-authorisation-processed-outside-of-a-meeting.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Project Flows — Ethics
Post Approval




Submit a General Amendment to a NSW/ACT HREC and NSW/TAS RGO

Form Name: Notification of an amendment to a research study

Definition: are those affecting the conduct, design or methodology of a trial 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 supporting documentation for the study.

Resources available: Submitting Ethics Amendment (QRG & Video), Responding to a request for information (QRG & Video) and Submission Guideline (coming soon)

START: Does an
ETH exist in REGIS

\ 4

No

\ 4
/ You cannot submit \

this form in REGIS. You
need to submit this in
the corresponding
system for the HREC.
Once the HREC
approval is available
you will need to submit
a site general
amendment
See STE General
amendment

w/approval from

k another jurisdiction /

Ethics has been

S

Create amendment
Form Status: In Progress

]_’ Yes Approved in REGIS?

No

l

You cannot submit
an amendment until
the study is Approved

-

4
~
Amendment Type:
General

Amendment

S

" Submit amendment

Form Status: Submitted or

Information provided )

More Information

Required

Form Status: Information

Required

a

Amendment Reviewed

Notification of outcome
Decision: Amendment Form
See

Amendment
Approved
Form Status:

Approved

Ethics approval email sent to CPI,
NSW/TAS Pls and Admin contacts in

REGIS

REGIS will share the HREC approved
documents with all NSW RGOs.

Pl of each affected site is now required

to submit a Site General Amendment.

See: See Submit a Site Amendment
AFTER NSW/ACT Ethics approval
Use the Ethics form ID in site form.

Only upload site specific documents.

\ 4

RGO will review and either request
further information or will approve.

[ Study has sites in
other jurisdictions?

]——»Yes—>

Researcher

Research
Office

HREC Decision/
Communication

Site process
and System
automation

Lead site
provides
HREC
approval to
other sites
(not listed
in REGIS)



https://regis.health.nsw.gov.au/media/1723/qrg-resapp-ethics-amendment-completing-and-submitting.pdf
https://youtu.be/ZN9Dh1mnSFk
https://regis.health.nsw.gov.au/media/1722/qrg-resapp-ethics-amendment-responding-to-an-information-request.pdf
https://youtu.be/FmiwZXgkczo
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1748/qrg-ro-processing-ethics-amendments.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Submit a Change of CPI &/or Pl Amendment to a NSW/ACT HREC and NSW RGO

Form Name: Notification of an amendment to an approved study -
Researcher

Definition: You are only required to notify the HREC of changes to the Coordinating Principal Investigator and/or site Principal Investigator(s).

When changing the CPl it is likely that a change Pl at a site will need to be submitted. R':;‘;?fch

Resources available: Submitting Ethics Amendment (QRG & Video), Responding to a request for information (QRG & Video) and Submission Guideline (coming soon)
HREC Decision/

START: Does an Yes Ethics has been Yes Create amendment Amendment /Ethics approval email sent to CP| anN Communication
ETH exist in REGIS Approved in REGIS? Form Status: In Progress _,  Approved | Admin contact.

Form Status: REGIS auto shares the ethics approval Site process
with required NSW/TAS site. and System
$ e V‘ ~ Approved No site form is required. automation
N o) N o) . If the CPl is also listed as a Pl on the
Amendment Type' STE you will need to submit another
Change CP|/P| version of this form and select PI.
Follow same flow.
v L J
/Y t submit th'\ IF the Pl is NSW/TAS, RGOs will
ou cannot submit this You cannot submit an Vs " ~ review and either request further
fo;n: n REGE'J}S)U' amendment until the Smelt amendment information (e..g. CV) or a‘ppr‘ove and
ne(r'-_; o submli i Isin study is Approved Form Status: Submitted or send email communication.
the corresponding L Information provided . The Cha‘nge Pl amendment cannot be
system for the HREC. K submitted until the STE has been /
Once the HREC authorised.
approval is available
you will need to submit .
2 site amendment More Information
Required
See change CPI Form Status: Information
w/approval from Required
another jurisdiction + Lead site
or . provides
Amendment Reviewed \ 4
See ch Pl HREC
3 Ze cmavr;g/emm [ Study has sites in ]_’ Yes approval to
/app fi e ——
k another jurisdiction / other jurisdictions*? other sites
Notification of outcome (not listed
Decision: Amendment Form in REGIS)

with contact change for
PI/CPI
See



https://regis.health.nsw.gov.au/media/1723/qrg-resapp-ethics-amendment-completing-and-submitting.pdf
https://youtu.be/ZN9Dh1mnSFk
https://regis.health.nsw.gov.au/media/1722/qrg-resapp-ethics-amendment-responding-to-an-information-request.pdf
https://youtu.be/FmiwZXgkczo
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1748/qrg-ro-processing-ethics-amendments.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Submit an Add/Delete Admin Contact Amendment to a NSW/ACT HREC

Form Name: Notification of an amendment to an approved study -
Researcher

Definition: The Administration is the secondary role in REGIS to receive all system generated communications (emails). An Administration can also be delegated access roles such as

Edit and Submit. This form is automated on submission and is not reviewed by a research office. R‘;*;fc':"

Resources available: Submitting Ethics Amendment (QRG & Video), Responding to a request for information (QRG & Video) and Submission Guideline (coming soon)
HREC Decision/

. . . Communication
START,' Does an YeS Ethics has been YeS Create amendment Admin contact / Amendment Type: Adding/Removing
ETH exist in REGIS Approved in REGIS? Form Status: In Progress only. No administrative contacts no submission rights .
.. ite process
submission On submission of this form the system will and s
ystem
3 4 / Amendment Type: Change \ —> rights being — update the details and security across the automation
’ tem.
CPI/PI/Admin requested 5Ys
No No :
T o Form Status NSW/ACT EO will not review or provide
o ! Approved \ individual acknowledgement.
administration contact will be
v v completed on submission of the ( . . .
/ \ form. EO are not notified and Amendment Tyfn: Adbdlrrg -adml-m:tratlve
You cannot submit this You cannot submit an will not acknowledge the change contacts with submission rights
form in REGIS. . . .
ormi 3 amendment until the *¥If the administration contact On submission of this form by the CPI the
. study is Approved is also being given submission B system will update the details and security
To change the admin rights the CPI will receive an across the system.
co-ntact onasTE You email to approve the delegation . . .
will need to submit a before the system can approve NSW_/A(‘:T-EO will not review or provide
site amendment — See K individual acknowledgement.
Adding/Removing Changes to sites will have to be
Admin Contacts and submitted separately / . .- .
Submitters see Adding/Removing Admin Amendment Type: Addlrjg _adml_mstratlve
contacts from a site Admi tact contacts with submission rights
min contac
‘ with On submission of this form by anyone other
. submission than the CPI the system will send an email
Submit amendment -~ request to the CPI to approve the submission

Form Status: Submitted > rlghts bemg delegation via a link in the email. The CPI does

requested not have to log in to REIGS.
Form Status: Prior to the CPl approval the Administration
Approved Contact will have Edit rights.

NSW/ACT EO will not review or provide
individual acknowledgement.



https://regis.health.nsw.gov.au/media/1723/qrg-resapp-ethics-amendment-completing-and-submitting.pdf
https://regis.health.nsw.gov.au/media/1722/qrg-resapp-ethics-amendment-responding-to-an-information-request.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Submit an Amendment to extend the HREC approval to a NSW/ACT HREC and NSW/TAS RGO

Definition: if a researcher/sponsor wishes to extend the project beyond the original period granted by the HREC. In NSW this is 5 years from the date of approval notification.
Requests beyond 12 months should be discussed with the Research Office before submitting the request.

Form Name: Notification of an amendment to an approved Study

Resources available: Submitting Ethics Amendment (QRG & Video), Responding to a request for information (QRG & Video) and Submission Guideline (coming soon)

START: Does an
ETH exist in REGIS

\ 4

mou cannot submit thim

form in REGIS. You
need to submit this in
the corresponding
system for the HREC.
Once the HREC
approval is available
you will need to submit
a site amendment
See —Site amendment
HREC Extension
See
Submit a HREC
Extension notification
to a NSW/TAS RGO
with Ethics approval

from another

\ jurisdiction /

Ethics has been

e

Create amendment
Form Status: In Progress

|

]_’ Yes Approved in REGIS?

No

l

You cannot submit an
amendment until the
study is Approved

v

-

(&

Amendment Type:
HREC Extension

~

)

S

" Submit amendment

Form Status: Submitted or
Information provided

J

Amendment Reviewed

Notification of outcome
Decision: Request for
extension of ethics approval

See

More Information
Required
Form Status: Information
Required

Amendment
Approved
Form Status:

Approved

/

\ 4

o

Ethics approval email (including the
NSW site acknowledgement
statement) sent to CPI, NSW

& TAS PIs and Admin contacts.
REGIS updates the new HREC expiry
date in all related applications (ETH
and STE) and auto shares the ethics
approval to all NSW RGOs.
No site forms are required to be
submitted.

NSW RGOs will 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 individually
affected site. See STE amendment
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~

/
]——*Yes——>

Researcher

Research
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HREC Decision/
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and System
automation
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https://regis.health.nsw.gov.au/media/1723/qrg-resapp-ethics-amendment-completing-and-submitting.pdf
https://youtu.be/ZN9Dh1mnSFk
https://regis.health.nsw.gov.au/media/1722/qrg-resapp-ethics-amendment-responding-to-an-information-request.pdf
https://youtu.be/FmiwZXgkczo
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1748/qrg-ro-processing-ethics-amendments.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Submit an Addition of Site Amendment to a NSW/ACT HREC and NSW/TAS RGO

Form Name: Notification of an amendment to an approved study — Addition of New Site
Definition: You must update the study details of the additional site(s) and investigator(s) so that an SSA for new NSW or TAS sites to be generated and all new site investigators are Research

notified. If the site being added is outside of NSW/TAS (e.g. VIC, QLD, SA, WA) the site application will need to be submitted through another application portal. Office

Resources available: Submitting Ethics Amendment (QRG & Video), Responding to a request for information (QRG & Video) and Submission Guideline (coming soon) HREC Decision/

Communication

s N - -
START: Does an Yes Ethics has been Ves —» Createamendment Amendment / Ethics approval email sent to CPland
ETH exist in REGIS Approved in REGIS? Form Status: In Progress ) — Approved Site process
Form Status: A new STE is created in REGIS and the Pl is :::’of::::ie::‘
v Approved sent a system generated email to alert
\ 4 e N\ them that the application is ready to be
completed.
No NO Amendment Type:
Addition of site PI must supmit the new STE tf" the local
RGO for review and authorisation BEFORE
\ 4 g J research can begin at the site
\ See STE flow
You cannot submit this You cannot submit an s . ™
form in REGIS. You amendment until the Submit amend'ment
need to submit this in study is Approved Form Statusf: M
the Corresponding \_ Informat/on prOVIded J

system for the HREC.
Once the HREC
approval is available
you will need to create
a new STE by selecting

More Information Required
Form Status: Information Required

the +Add site button A

See QRG . Lead site

\ / Amendment Reviewed v provides
New Study site is in Yes appl-:E\E/; -
R other jurisdiction? S s

OFI. ication of outcome (not listed

Decision: Amendment Form in REGIS)

with Addition of new site

See



https://regis.health.nsw.gov.au/media/1723/qrg-resapp-ethics-amendment-completing-and-submitting.pdf
https://youtu.be/ZN9Dh1mnSFk
https://regis.health.nsw.gov.au/media/1722/qrg-resapp-ethics-amendment-responding-to-an-information-request.pdf
https://youtu.be/FmiwZXgkczo
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1748/qrg-ro-processing-ethics-amendments.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1726/qrg-resapp-create-new-site-application.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

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. NSW/TAS

have streamlined annual reporting where the Researcher is only required to fill out a single annual report form. In REGIS progress and final reports are processed through Milestones. R‘:;;i’:h

Resources available: Submitting a Progress/Final Report (QRG & Video), and Submission Guideline (coming soon)

HREC Decision/
- Create Milestone Form ) / \ Communication
a * Reminder email — click link OR * Overdue
START: Ethics has email ~ click link OR * Top 5 Milestones on I.’rogress Report/ Ethics approval email (including the
Yes Yes = =

Does an ETH been homepage OR * ETH Project undef' milestones > Milestone Approved NSW/TAS site acknowledgement 2:3 2;2::::
i i A 42 Form Status: Pending Form Status: statement) sent to CPI, NSW/TAS Pls automation
X pprove NSW/TAS have a single HREC and Site Achieved and Admin contacts.
REGIS: progress reportforr;Ri%e L /aterlthan REGIS auto shares the ethics approval
7 \____ anniversary of HRECapproval. __/ with all NSW/TAS RGOs.
] N No Site Progress Reports are required
No NO v - 4 to be submitted to NSW/TAS sites
Progress Report Final Report
1 Select Project Status in form: Select Project Status in form: NSW/TAS RGOs will review, they will
Not Yet Commenced Closed (Post Analysis) not provide individual
/Y t submit th'\ i PErTiEss Abandoned acknowledgement, however they may
ou can'no >uomItThis / You cannot \ il Terminated request further information based off
form in REGIS. You . . .
N submit a the site recruitment section.
need to submit this in v
the corresponding Progress . .
system for the HREC. Report/ Submit Milestone
Once the HREC milestone Submission guidance on form Form
approval is available until the study St‘fatus: ML ) Legd site
. . . or Information provide provides HREC
y<t): V\g-pgn:;? Stubmlt \_ isApproved / Study has Acknowledged
e ilestone . .
See sites in other Yes == Progress Report
Submit a Progress More Information Required jurisdictions? to other sites
: Form Status: Revision (not listed in
Report Milestone to a REGIS)
NSW RGO with Ethics
approved from another Milestone Reviewed

K Jurisdiction /

Notification of outcome
Decision: Progress Report with status
change OR Annual progress report

See



https://regis.health.nsw.gov.au/media/1724/qrg-resapp-submitting-progress-final-report-milestone.pdf
https://www.youtube.com/watch?v=7EZBhMdjeIE
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1745/qrg-ro-processing-progress-report-milestone.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Submit a Safety Report to a NSW/ACT HREC and NSW 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.

Resources available: Clinical Trial Safety Notification (QRG & Video), and Submission Guideline (coming soon) Guidance: NHMRC: Safety monitoring, NSW Health Specific Guidance

START.
Does an ETH
exist in
REGIS?

No

~

/You cannot submit this
form in REGIS. You need
to submit this in the
corresponding system
for the HREC.
Once the HREC
approval is available
you will need submit
the STE Safety Form
See Submit a Safety
Report to NSW RGO
when Ethics approved

from another

» Yes

Ethics has
been
Approved?

No

!

You cannot
submit a safety
report
until the study
is Approved

k jurisdiction /

Yes

Create Safety Report

Form Status: In Progress

v

4

[ Initial Report ][ F/Up Report ]

Submit Safety W

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

K acknowledgement. /
A

Report

Form Status: Submitted or
Information provided

More Information Required

Form Status: Information
Required

a

Safety Report Reviewed

Notification of outcome

Decision: Safety Notification

Safety Report Acknowledged
Form Status: Approved

/ Ethics acknowledgement \
email (including the NSW site

acknowledgement statement)
sent to CPl, NSW Pls and all
Admin contacts.

REGIS auto shares the ethics
acknowledgement (and
supporting documents) with all
NSW RGOs.

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

they may request further
information.

Yes >

L

Study has sites in other
jurisdictions?

Researcher

Research
Office

HREC Decision/
Communication

Site process
and System
automation

Lead site
provides
HREC
Acknowledge
d SSI to other
sites (not
listed in
REGIS)



https://regis.health.nsw.gov.au/media/1725/qrg-resapp-clinical-trial-safety-reporting.pdf
https://youtu.be/T3igFSGhpC0
https://www.nhmrc.gov.au/about-us/publications/safety-monitoring-and-reporting-clinical-trials-involving-therapeutic-goods#block-views-block-file-attachments-content-block-1
https://www.medicalresearch.nsw.gov.au/clinical-trial-safety-monitoring/
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Submit a Serious Breach — need workflow action.
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QRG: Walkthrough video: Guidance:
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Submit a Site Amendment General AFTER NSW/ACT Ethics approval

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 Research
given in the HREA, Information sheet(s) and consent form/s for participants or to any other site supporting documentation for the study. Office

Resources available: Governance Amendment — Completing and Submitting (QRG & Video), Governance Amendment - Responding to a request for information (QRG & Video) HREC Decision/
and Submission Guideline (coming soon) Communication
, Create Site Amendment
START. , :
AT O START: Form Status: In Progress ovet
e LI ATLIO), ystem
Does an ETH Yes Site has been Yes , Site Amendment
exist in Aot aradl A fchlrtr: QT:";?;Z":OTJ:ELS;EZZI . ) Approved Authorisation Email sent to
REGIS? a : v Pl and Admin Contact.
each affected site. Form Status: Approved
No No 4 Add Ethics General Amendment
Form ID to allow the RO to locate
1 l the Ethics approval details in the
system.
o )
/ Do not follow this \ You cannot ‘
flow. submit an P N
SeZSubr;nt a fineral aftf_‘letldmf”; Submit amendment
mendment 1o a unti e stuay .
S Form Status: Submitted
NSW/TAS RGO with is Authorised N - Y,
Ethics approval from
another jurisdiction Submit More Information )
\ / Form Status: Submitted J
\ 4
Site Amendment Reviewed
See
More Information Required
More Information Form created with Status:
Information Required < Notification of outcome

If a second round of more information is required
on this form, the existing form becomes editable



https://regis.health.nsw.gov.au/media/1729/qrg-resapp-governance-amendment-completing-and-submitting.pdf
https://youtu.be/pEcfZY-jNhc
https://regis.health.nsw.gov.au/media/1731/qrg-resapp-governance-amendment-responding-to-an-information-request.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1789/qrg-ro-processing-site-amendments.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Project Flows —
(Governance

(Ethics from another
jurisdiction)




Submit a HREC Extension notification to a NSW/TAS RGO with Ethics approval from another
jurisdiction (QLD, VIC, SA, WA)

Form Name: Site Amendment
Definition: Notifying the Site/RGO that approval from the HREC has been granted to extend the project beyond it’s original approval period. HREC Decision/
Resources available: Governance Amendment — Completing and Submitting (QRG & Video), and Submission Guideline (coming soon) Communication

System
automation
. / RGOs will not review or provide individual
START: Site has been Create site amendment acknowledgement.
Form Status: In Progress
Does an ETH No Authorised? Yes At On submission of this form the system will update the HREC
exist in REGIS? Site Amendment Type: HREC expiry details.

v

Extension . e .
. . If contract changes or site specific documents require RGO
Single form submitted on behalf of all e - ; .
. . authorisation it is the Pl responsibility to submit a Site
NSW Authorised sites . .
Amendment Form (e.g. site amendment general or site

amendment contract changes) to each individually affected

Yes NO Any REGIS Authorised site can submit. K site.

If site specific documents require
changing e.g. contracts or site PICF
these will have to be submitted by

A \ each affected site using the required
/ \ You cannot K site form /
You do not need to submit an
submit this form in amendment
REGIS. until the study is Y
Adtomations i REGIS Authorised Submit amendment
will automatically i
submit this change on Form Status: Submitted
approval of the
NSW/ACT HREC



https://regis.health.nsw.gov.au/media/1729/qrg-resapp-governance-amendment-completing-and-submitting.pdf
https://youtu.be/pEcfZY-jNhc
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Submit Change of CPI Amendment to a NSW RGO with Ethics approval from another
jurisdiction (QLD, VIC, SA, WA)

Form Name: Site Amendment offies

Definition: Notifying the Site/RGO that approval from the HREC has been granted to change the CPI. This is a single form that is submitted to ALL NSW/TAS RGOs on
submission. HREC Decision/

Resources available: Governance Amendment — Completing and Submitting (QRG & Video), and Submission Guideline (coming soon) Communication

System
automation

exist in REGIS?

Site Amendment Type: Change CPI RGOs will not review or provide individual

Single form submitted on behalf of all acknowledgement.
NSW Authorised sites

Site Amendment Type: Change CPI
START- ) C . d On submission of this form the system will notify all REGIS
== Site has been reate site amendment site RGOs of this change.
Does an ETH No Authorised? Yes | Form Status: In Progress The system will update the details across the system.

Any REGIS Authorised site can submit.

Yes '
\ If site specific documents require
N (o) changing e.g. contracts or site PICF
these will have to be submitted by
\ 4 each affected site using the required

/ \ K site form

You do not need to
submit this form in

\ 4

REGIS. You cannot v
Automations in REGIS submit an .
will automatically amendment Submit amendment
submit this change on until the study is Form Status: Submitted
approval of the Authorised

NSW/ACT HREC



https://regis.health.nsw.gov.au/media/1729/qrg-resapp-governance-amendment-completing-and-submitting.pdf
https://youtu.be/pEcfZY-jNhc
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Submit a General Amendment to a NSW/TAS RGO with Ethics approval from another
jurisdiction (QLD, VIC, SA, WA)

Form Name:; Site amendment Rese.arch

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, office
Information previously given in the HREA, Information sheet(s) and consent form/s for participants or to any other supporting documentation for the study.
Resources available: Governance Amendment — Completing and Submitting (QRG & Video), Governance Amendment - Responding to a request for information HREC Decision/
(QRG & Video) and Submission Guideline (coming soon) Communication

Create site amendment
START Site has been Y Form Status: In Progress Authorisation Email sent to Pl and
. es Admin contacts
Does an ETH Authorised? Site Amendment Type: General
exist in REGIS? A form is required to be submitted by A
each affected site.

\ 4

Yes No Submit amendment
Form Status: Submitted

/ \ You cannot . .
Do not follow this <ubmit an [ Submit More Information

flow REGIS. amendment until Form Status: Submitted
See Submit a Site

=t the study is
Amendment Authorised I_f
General AFTER v
NSW/ACT Ethics More Information Required
approval New More Information Form
created with Status: In

\_ )

Progress
1 A 4 Site Amendment

es a Approved
Notification of outcome > pprov
Form Status:

Approved



https://regis.health.nsw.gov.au/media/1729/qrg-resapp-governance-amendment-completing-and-submitting.pdf
https://youtu.be/pEcfZY-jNhc
https://regis.health.nsw.gov.au/media/1731/qrg-resapp-governance-amendment-responding-to-an-information-request.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Submit a Change Pl Amendment to a NSW RGO with Ethics approval from another
jurisdiction (QLD, VIC, SA, WA)

Office
Form Name: Site amendment
Definition: Notifying the site that the HREC have approved a change to the local PI AND providing site specific investigator requirements such as CV, evidence of GCP
Resources available: Governance Amendment — Completing and Submitting (QRG & Video), Governance Amendment - Responding to a request for information (QRG & Video) and
Submission Guideline (coming soon)

System
Create site amendment
’ . Form Status: In Progress
M No Site has been Yes Approval email sent to Pl and Admin
D.OE§ an ETH Authorised? Site Amendment Type: Change PI Contact.
exist in REGIS? A form is required to be submitted by
each affected site.

! ! o]

HREC Decision/
Communication

Yes No !
Submit amendment
Form Status: Submitted
You cannot ™
submit an Submit More Information
/ \ amendment until Form Status: Submitted )
You do not need to the Stu<‘:iy Is
submit this form in Authorised
v
R.EGls'. More Information
Automations in REGIS R ired Amendment Reviewed
will automatically equire .
submit this change to New More Information
the local RGO on Form created with Status:
approval of the In Progress v Site Amendment

NSW/ACT HREC 0 o Approved
Notification of m >
K / otification of outcome Form Status:

Approved



https://regis.health.nsw.gov.au/media/1729/qrg-resapp-governance-amendment-completing-and-submitting.pdf
https://youtu.be/pEcfZY-jNhc
https://regis.health.nsw.gov.au/media/1731/qrg-resapp-governance-amendment-responding-to-an-information-request.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Submit an Amendment to a NSW RGO with Ethics approval from another
jurisdiction (QLD, VIC, SA, WA) Add new NSW or TAS site

QRG: Walkthrough video:
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Submit a Progress Report Milestone to a NSW RGO with Ethics approved from another

1

L

Jurisdiction (QLD, VIC, SA, WA)

QRG:

-

Walkthrough video:
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Submit a Safety Report to NSW RGO when Ethics approved from another
jurisdiction (QLD, VIC, SA, WA)

QRG: Walkthrough video:
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Project Flows —
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(Ethics not required)




Submit an Amendment to a NSW RGO (Ethics approval not required)

Adding/Removing the Administration role and Submitter delegation authority

Form Name: Site amendment
Definition: The Administration contact is the secondary role that receives all communications. The Submitter is delegated authority from the Pl to take on the administrative
task of submitting forms in REGIS. .
. . . . .. . . . HREC Decision/
Resources available: Governance Amendment — Completing and Submitting (QRG & Video), and Submission Guideline (coming soon)

Communication

Research
Office

. / Site Amendment Type: Adding/Removing
START. Site has been Create site amendmenm administrative contacts no submission rights
Form Status: In Progress Admi
. min contact only. No System
Does an ETH Authorised? bmissi ioh g . On submission of this form the system will update the automation
exist in REGIS? Site Amendment Type: submission rights being details and security across the system.
Adding/Removing local site requeSted . . L
investigators or administrative contacts NSW RGOs will not review or provide individual
v \ acknowledgement.
I I *The addition/removal of an
No > Yes = administration contact will be completed / . . .. .
on submission of the form. No RGO Site Amendment Type: Adding administrative
Yes No g : contacts with submission rights
response will be received.
**[f the administration contact is also > On submission ofthls form bY the Pl the system will
. . .. . . update the details and security across the system.
This is a site being given submission rights the Pl will
1 il t th
specific form d,;zel;/;gggg‘g;e ;Zipgg; caen NSW/TAS RGOs will not be notified of this change.
g y \ They will no review or provide acknowledgement.
should be approve
submitted —
rega rdless of 3 \ 4 / Site Amendment Type: Adding administrative
location of Submit amendment Admin contact with contacts with submission rights
. You cannot . . . . .
ethics submit an (Add/Remove Admm) SRR ”ghts bemg On submission of this form by anyone other than
amendment Form Status: Submitted requested the Pl the system will send an email request to the PI
. . N to approve the submission delegation via a link in the
until the study is email. The Pl does not have to log in to REIGS.
Authorised Prior to the Pl approval the Administration Contact
will have Edit rights.

NSW/TAS RGOs will not be notified of this change.
kThey will no review or provide acknowledgement.



https://regis.health.nsw.gov.au/media/1729/qrg-resapp-governance-amendment-completing-and-submitting.pdf
https://youtu.be/pEcfZY-jNhc
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Submit an Amendment to a NSW RGO (Ethics approval not required)

Adding/Removing Local Site investigators

Definition: Local site investigators include:
Resources available: (QRG & Video)

SR
B

O




Submit an Amendment to a NSW RGO (Ethics approval not required)

Contract Changes from a previously approved amendment

Research

Form Name : Site amendment Office
Definition: This flow is used when a change to an executed agreement is required either as a standalone action or after a General Amendment.
Resources available: Governance Amendment — Completing and Submitting (QRG & Video), Governance Amendment - Responding to a request for information HREC Decision/
(QRG & Video) and Submission Guideline (coming soon) Communication
. Site has been / - \ i
START. N Create site Submit amendment
uthorised: Form Status: Submitted System
DoeS an ETH amendment automation
exist in REGIS? 1 Form Status: In Progress
—]
Yes Site Amendment Type: Contract
N changes from a previously
o approved amendment
A form is required to be
!ubmitted by each affected site/ Site
\ 4 \ 4
Amendment Acknowled t email sent to P!
cknowledgement emall sent to
Yes N O Approved and Admin Contact.
Form Status:
You cannot Submit More Information Approved
submit an Form Status: Submitted 'y
amendment
until the study is
Authorised
v More Information : 2
specific form New More Information Amendment Reviewed
should be Form created with Status:
submitted Information Required
regardless of
A 4

location of
&/ Notification of outcome



https://regis.health.nsw.gov.au/media/1729/qrg-resapp-governance-amendment-completing-and-submitting.pdf
https://youtu.be/pEcfZY-jNhc
https://regis.health.nsw.gov.au/media/1731/qrg-resapp-governance-amendment-responding-to-an-information-request.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf
https://regis.health.nsw.gov.au/media/1711/qrg-all-users-regis-status-definitions-and-glossary.pdf

Submit a Certificate of Currency Milestone to a NSW RGO (Ethics approval not

L
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required)
QRG: Walkthrough video:
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Understanding System Driven Processes.

- Withdrawn (New Application Required)

* The system will automatically withdraw an application that has been in the
status of Ineligible for 60 days. The applicant will receive 2 reminder emails
before the system withdraws the application.

* The system will automatically withdraw an application that has had a request
for information pending for 180 days.

* A research office can communicate an expected response timeframe. If the
applicant does not respond to the request in the timeframe the research
office may withdraw the application .

- Suspended (Action Required by Research Team)

* The system will automatically suspend any study that has an ethics expiry date
of 12 months past.

* (coming soon) The system will automatically suspend any study that has not
submitted their annual report within 180 days of the milestone due date.
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