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National Mutual Acceptance of ethical and scientific

review for multi-centre human research projects conducted
In public health organisations (NMA)

WA joined NMA scheme 31 August 2017.

« Enables Public Health Organisations (PHO) of participating
jurisdictions to accept a single scientific and ethical review of multi-
centre inter-jurisdictional research projects by a NHMRC Certified
NMA HREC (Lead HREC).

« Some human research projects excluded from single ethical and
scientific review. Exceptions apply in each jurisdictions which will
require an Additional HREC review (Specialist HREC).

« Submit to Lead and Specialist concurrently as approvals reviewed by
RG Office via governance review process.

* WA intra-jurisdictional multi-centre research should continue to be
reviewed according to WA Health Single Ethical Review scheme.
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Participating Jurisdictions & Retrospective Approval

MoU signed by ACT, NSW, Qld, SA, Vic, WA - principles & specific
jurisdictional requirements.

« Commenced 2013 for clinical trials, expanded to all research 2015.
* Requires L&NR research to be reviewed by a full HREC.

* No retrospective inclusion of other jurisdiction’s sites in WA
approved research projects prior to 31 August.

« WA sites may be added to NMA approved projects by way of
amendments. If a WA Health site is added as an amendment, the
WASM must be submitted to the Lead HREC with the amendment.

« NMA applies to PHOs but private health organisations may accept
the review of a NMA HREC. Some jurisdictions have certain ethical
review requirements for private health organisations.
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Research Projects Exempted from SER

Project Types Additional Specialist HREC

National  Persons in custody or staff of the Exemptions listed in:
jurisdictional Justice Health departments. NMA Standard Principles for Operation
« Health and wellbeing of Aboriginal and NMA Fact Sheet
Torres Strait Islander people and
communities. Also contain jurisdictional contact

+ Access to state-wide data collections (NSw, details/websites to find out which
WA only). Specialist HRECs will review these

- Access to coronial material. project types.

 First Time in Human (FTIH), Phase 0 and
Phase 1 clinical trials (in ACT & SA only)

WA * Where Aboriginality is a key determinantor +« WA Aboriginal Health Ethics
is explicitly directed at Aboriginal people. Committee (External to WA Health)
» Access to coronial samples, data or » Coronial Ethics Committee, WA
information. (External to WA Health)

» Require the use and disclosure of personal Department of Health WA HREC
information from the Department of Health (WA Health)
data collections or data linkage
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Selecting a Lead HREC

1. Must be a NHMRC Certified HREC sponsored by a PHO from a
participating jurisdiction. Not all NHMRC Certified HREC included
in NMA.

2. Certified HREC must be certified in the category of research
related to the project.

3. The CPI must apply the following for each jurisdiction regarding
the selection of a HREC:

ACT, NSW - the choice of HREC is at the discretion of the applicant.
Qld — selection through Central Co-ordinating Service online form.
Vic — selection through the Central Allocation System.

SA, WA - to the certified HREC associated with the site at which the
applicant is conducting the research and if this is not applicable, the
selection is at the discretion of the applicant.

YV V V V

health.wa.gov.au 5



| ead HRECs
Lead (HRECS)

National All NMA certified HRECs are listed in the All NMA HREC certification categories are listed in the
NMA HRECs, Research Governance (RG) NMA HRECs, Research Governance (RG) Office, and

Office, and Organisations Organisations
WA Child and Adolescent Health Service  Clinical trials phase |, I, IlI, IV
Human Research Ethics Committee ~ Clinical trials drugs and devices
(EC00268) Clinical interventional research other than clinical trials

Population health and/or public health
Qualitative research

Mental health

Paediatric research

Other health and medical research:

[J Observational/non-clinical interventional

WA Sir Charles Gairdner and Osborne Clinical trials phase I, II, 1Il, IV
Park Health Care Group Human Cl!n!cal f[rlals drugs and devices . .
Research Ethics Committee Clinical interventional research other than clinical trials

Population health and/or public healt

EC00271 lation health and/ blic health
( ) Qualitative research.

WA South Metropolitan Health Service Clinical trials phase I, II, 1Il, IV
Human Research Ethics Committee ~ Clinical trials drugs and devices o
(EC00265) Clinical interventional research other than clinical trials

Population health and/or public health
Qualitative research

Mental health

Other health and medical research:

[J Observational non-clinical research.
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Ethics Application Forms

« Human Research Ethics Application (HREA)

CPI must sign the declaration section of HREA. Pls not required to sign
declaration as they will make a declaration in the SSA Form.

e Some jurisdictions require an additional Module:
» NSW Privacy Form if applicable.
» Vic Specific Module
» WA Specific Module (WASM).

 Master PICF & Site Master PICF (Pls to submit Site
PICFs based on Master PICF).

« Ethics Checklist (for NSW, Qld, SA and Vic only).
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CPIl & Pl Responsibilities

« Coordinating Principal Investigator (CPlI)

o Responsible for whole of project at all sites — consult with accepting
sites (participating PIs), ensure project design considers
Jurisdictional Legislative Requirements (e.g. consent).

o Responsible for ethics:
» All communications with Lead and Specialist HREC.
» Submitting all ethics application and monitoring forms and documents.

 Principal Investigator (PI)
o Responsible for project conducted at sites under their authority.

o Responsible for governance:

» All communications/approval with site Hospital Administrators i.e. Heads of
research and supporting departments, Business Managers, Divisional Directors,
Regional Directors.

» All communications with Research Governance (RG) Office or officers (RGOs).
» Submitting all governance application and monitoring forms and documents.
» Report to CPI with respect to all information that requires submission to HREC(s).

May delegate some responsibilities.
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RG Office - Governance Review

« A process of site specific assessment (SSA)/governance review must
be undertaken by a participating site RG Office (not by local HREC).

« Each jurisdiction will have a different SSA Form for use within that
jurisdiction. SSA Forms usually apply to only one site — exceptions
occur (e.g. WACHS sites within a Region).

WA —Access Request Form which might apply instead of SSA/Budget
Forms.

« Research projects cannot commence at a site until site authorisation
has been given. Site authorisation will ensure there is approval from a
certified Lead HREC (and Specialist HREC, where relevant).

« Sites retain the right not to provide site authorisation, once a
governance review has been conducted by the RG Office.

health.wa.gov.au 9



Jurisdictional IT systems for Ethics & Governance

Applications

« Each jurisdiction must provide an online IT system to :

» administration NMA by HRECs and RG Offices and provide
application tracking

» report on national research activity related to number & type of
projects, KPIs for HREC/RGO review (incl. stop clock).

* The following IT systems are currently in use:
» Research Governance Service (RGS): WA.

» AU RED/Online Forms - https://au.ethicsform.org/Signin.aspx:
ACT, Qld, SA, Vic, NSW (will adopt REGIS in 2018).
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WA Health HREC Submission Process

*Follow Quick Start for Researchers & Hospital Administrators process to: h

*Sign up to RGS

*Create a new project. In the form select ‘inter-jurisdictional sites’ and
‘National Mutual Acceptance single ethical review'. y

<

*Follow Quick Start for Researchers & Hospital Administrators process to: \

*Complete Sites Tab for all Australian sites under the NMA Lead HREC review.

*Complete Members Tab for all investigators listed on ethics application form. Can
appoint a CPI Delegate.

»Complete Declarations Tab (as relevant).

*Complete Project Details Tab - in the Project Header nominate the WA Health Lead
HREC (and Additional WA Health Specialist HREC if applicable).

*In Forms & Documents Tab - add and complete the WA Specific Module (WASM)
and add any other additional ethics documents into RGS.

~

*Complete the HREEA on the NHMRC's website, print as pdf and upload it into
RGS as a document.

~

*Complete the Victorian Specific Module, NSW Privacy Form (as relevant) and
upload into RGS as a document.

o

*Follow Quick Start for Researchers & Hospital Administrators process to: 3
*In Forms & Documents Tab - submit WASM and ethics documents to the relevant
WA Health Lead HREC (and Additional WA Health Specialist HREC if applicable).
Specialist HRECs outside WA Health will require separate applications outside RGS.
*In Forms & Documents Tab - WA Health Pls must complete and submit the
governance forms and documents to WA Health RG Offices, for site authorisation at
WA Health sites. J

€ &

-For sites outside WA Health - Once ethical approval is received, the CPI h
must use Online Forms to create a Minimal Dataset Form (MDF), upload copy
of HREA and supporting documents, create SSA(s) and transfer each SSA to

the site Principal Investigator. y

«
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Welcome to the Human Research Ethics Application (HREA)
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Project Details - NMA HREC is selected within WA Health

Mext == | 1. Project Header Authorised * |
General Project Details
Project type: Research
Project title: & Randomized, Double-Blind, Placebo Controlled Study of Venstoclax Co-

Administered with Low Dose Cytarabine Versus Low Dose Cytarabine in Treatment
Maive Patients with Acute Myeloid Leukemia Who Are Ineligible for Intensive

Chemotherapy
short title:
Acronym:
Protocol number: PCYC-1141-CA

Internal & External HREC

Will the project be reviewed by

a Lead HREC outside of WA

Health (i.e. external Lead

HREC)? Mo

Lead HREC (& code): Sir Charles Gairdner Osborne Park Health Care Group Human Research Ethics
Committee (ECO0271)

Additional HREC (Specialist):

Mext == Unauthorise
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Project Workspace - Sites — All NMA sites that rely on the ethics approval are added —
do not add private or university sites not participating in NMA

PROJECT | A Randomized, Double-Blind, Placebo Controlled Study of Venetoclax Co-Administered with Low Dose Cytarabine

Versus Low Dose Cytarabine in Treatment Maive Patients with Acute Myeloid Leukemia Who Are Ineligible for Intensive

Chemotherapy

Feasibility Assessment 8 Document Preparation J Submission and Review J Approval and Authorisation m

PRM: RGS0000002103 Project status: Active Project ethics approval status: Pending

Project type: Research Short title: Rituximab in Combination with lbrutinib or Placebo in Treatment Naive Subjects with
Follicular Lymphoma

Protocol number: PCYC-1141-CA Acronym: CPI: William Gardner

External HREC ref: Mone Lead HREC: Sir Charles Gairdner Osborne Park Health Care Group Human Research Ethics

Committes (ECI0271)

My Role(s): CPI

wpons

Jurisdiction where the project Inter-jurisdictional (across Australia) ¥
will be conducted within

Australia:

Site Name Organisation Type Junsdiction Status

Royal Perth Hospital Public WA East Metropolitan Health Service Active (]
Sir Charles Gairdner Hospital Public WA Morth Metropolitan Health Service Active ]
The Alfred Hospital Public VIC South Division Active O
The Royal Melbourne Hospital Public VIC South Division Active O
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Project Details — Section 2 — Sites that are covered by the Ethical Approval

MNumber of sites - WA Health
sites:

Mumber of sites - non-WA sites
within Australia:

Site names within Australia in
RGS:

Other site names:

Mumber of sites - non-\WA
2 Health sites within Wa: 0

Mumber of sites - non-
2 Australian sites: 0

Royal Perth Hospital, Sir Charles Gairdner Hospital, The Alfred Hospital, The Royal
Melbourne Hospital

St John of God's Hospital Subiaco

3. Scientific and Ethical Review

Jurisdictions where project will
be conducted within Australia:

Single-centre or multi-centre
project:

Sites under approval - name of
the site(s) which will rely on the
ethical approval from the
nominated HREC(s) for this
application:

Type of ethical review:

Risk type:

health.wa.gov.au
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Multi-centre

Royal Perth Hospital, Sir Charles Gairdner Hospital, The Alfred Hospital, The Royal
Melbourne Hospital

MNational Mutual Acceptance single ethical review

Maore than low risk




Forms and Documents — WASM + HREA + Victorian Specific Module

Form Mame Version 5 Locked By Updated By Sele
WA Specific Module (WASM) | 1.0 Authorised William Gardner ]
Add
Documents Find recommmended document templates here.
E}D{ Document Name Version Status Attached By Date Attached Select
2321 HREA 1.00 Authorised William Gardner 23,/05/2017 ]
2322  Clinical Protocol PCYC-1141-CA 1.00 Authorised William Gardner 23/05/2017 ]

2323 Master Participant Information Sheet and Consent Form  1.00 Authorised William Gardner 23/05/2017 [}

2324  Investigator Brochure for Cytarabine 1200  Authorised William Gardner 23,/05/2017 L
2325  \Victorian Specific Module 1.00 Authorised William Gardner 23,/05/2017 ]
Add

Submit to Ethics
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Outside WA HREC Submission Process

*Follow Cluick Start for Kesearchers & Hospital Administrators process to: A
*Sign up to RGS.

«Create a new project. In the form select ‘inter-jurisdictional sites' and ‘National
Mutual Acceptance single ethical review'. J

‘ Should be CPI

«Follow Quick Start for Researchers & Hospital Administrators process to: \

-Co!nplete Sites Tab for all Australian sites under the NMA Lead HREC Can get CPI Delegate (P I) tO

*Complete Members Tab for all investigators affiliated with or accessing

identifiable data from WA Health sites. Can appoint a CPI Delegate. do th'S don,t Smelt WASM
+Complete Declarations Tab (as relevant). ’
-Complete Project Details Tab - in the Project Header select Lead HREC 1 1 1
outside WA Health (and Additional WA Health Specialist HREC if applicable). yet1 JUSt p rl nt I n FO rmS 7
«In Forms & Documents Tab - add and complete the WA Specific Module

(WASM) and print as PDF to send to External Lead HREC. -/ Documents as PDF.

-\

«Complete the HREA on the Online Forms website, and upload the WASM and
any other additional ethics documents.

y, ‘ Auslml.xa a
Online Forms
- ‘ for Research
*Complete the Victorian Specific Module, NSW Privacy Form (as relevant) and LOGIN CREATEACCOUNT HELP  CONTACTUS |

upload into Online Forms.
.

Welcome to the Online Forms website

*Once ethical approval is received and an Additional WA Health \
Specialist HREC is involved, follow Quick Start for Researchers & Hospital
Administrators process to:

*In Forms & Documents Tab - the CPI must upload the approved ethics
documents (including the HREA and Lead HREC approval letter) to ethics.

The Online Forms website is an online system that enables users to complete their applicationg
copy of the NHMRC's National Ethics Application Form (NEAF), as well as the NSW Health, QIf
Assessment (SSA) Forms

*In Forms & Documents Tab submit WASM and ethics documents to the @ /{)\
relevant Additional WA Health Specialist HREC. Specialist HRECs outside ,"0", &/
WA Health will require separate applications outside RGS. 1_.‘_) Queensland Soveriment ORIA
*In Forms & Documents Tab - WA Health Pls must complete and submit the yﬂgw' Health 50‘{‘9{“'“”5'!‘}' i Seate i
governance forms and documents to WA Health RG Offices, for site e
authorisation at WA Health sites. J/

ical approval is received and no itiona ea
Spec:lallst HREC is involved, follow Quick Start for Researchers & Hospital
Administrators process to:

*In Forms & Documents Tab - the CPI or Pl must upload the approved ethics
documents (including the HREA and Lead HREC approval letter) to ethics.

+In Forms & Documents Tab submit WASM and ethics documents to the WA
Health RG Office affiliated with a WA Health site involved with the project.

«In Forms & Documents Tab - WA Health Pls must complete and submit the

governance forms and documents to WA Health RG Offices, for site

authorisation at WA Health sites.

Can get Pl/Delegate to
submit WASM &
Forms to RG Office
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added as Amendment

Previous External NMA approval with WA

f~Tollow Guick Star for Researchers & Hospial Aminisalors process to: N
+Sign up to RGS.

Mutual Acceptance single ethical review'. J

*Follow Cluick Start for Researchers & Hospital Administrators process to:

*Complete Sites Tab for all Australian sites under the NMA Lead HREC
review.

*Complete Members Tab for all investigators affiliated with or accessing
identifiable data from WA Health sites. Can appoint a CPI Delegate.

*Complete Declarations Tab (as relevant).

-Complete Project Details Tab - in the Project Header select Lead HREC
outside WA Health (and Additional WA Health Specialist HREC if applicable).

*In Forms & Documents Tab - add and complete the WA Specific Module
(WASM) and print as PDF to send to External Lead HREC. /

nce ethical'approvalis received and no itiona ea
Specialist HREC is involved, follow Cluick Start for Researchers & Hospital
Administrators process to:
*In Forms & Documents Tab - the CPI or Pl must upload the approved ethics
documents (including the HREA and Lead HREC approval letter) to ethics.
*In Forms & Documents Tab submit WASM and ethics documents to the WA
Health RG Office affiliated with a WA Health site involved with the project.

*In Forms & Documents Tab - WA Health Pls must complete and submit the

authorisation at WA Health sites.

governance forms and documents to WA Health RG Offices, for site j

*Create a new project. In the form select ‘inter-jurisdictional sites’ and ‘National ‘ S hOUId be C Pl

Can get CPI Delegate (e.g.
Pl) to do this, don’t submit
WASM yet, just print in Forms
& Documents as PDF.

Can get Pl/Delegate to
submit WASM &
Forms to RG Office
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External HREC — No WA Specialist HREC
Project Details - NMA HREC is selected outside of WA Health

Mext ==

1. Project Header Authorised =

General Project Details

Project type:
Project title:

Short title:
Acronym:

Protocol number:

Internal & External HREC

Will the project be reviewed by

a Lead HREC outsid
Health (i.e. external
HREC)?

e of WA
Lead

Research

& Phase 3, Randomized, Double-Blind, Placebo-Controlled Study Evaluating the
Safety and Efficacy of Selonsertib in Subjects with Monalcoholic Steatohepatitis
{MASH) and Bridging (F3) Fibrosis

STELLAR-3
535-U5-384-1943

535-U5-384-1943

For projects submitted to WA Health sites, you will need to complete the WA Specific Module =-
form within the RGS. It will not be accepted as an attached document.,

External Lead HREC
Jurisdiction:*

External Lead HREC

(& code):

Victoria

Alfred Hospital Ethics Committee (EC00315)

Additional HREC (Specialist):

External HREC reference

number:

Mext > =

Unauthorise

health.wa.gov.au
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Project Workspace - Sites — All sites that rely on the ethics approval are added — do not
add private or university sites not participating in NMA

Feasibility Assessment Submission and Review @ Approval and Authorisation m

PREM: RG50000002104 Project status: Active Project ethics approval status: Pending
Project type: Ressarch Short title: STELLAR-3

Protocol number: G5-US-384-7943 Acronym: G5-U5-384-1943 CPI: Williarn Gardner

External HREC ref: 20717-012 Lead HREC: Alfred Hospital Ethics Committee (EC00315)

My Role(s): CPI, P

Sites

Project Details Forms & Documents

Jurisdiction where the project Inter-jurisdictional (across Australia) ¥
will be conducted within

Australia:

Site Name Organisation Type Junsdiction

Royal Perth Hospital Public WA East Metropolitan Health Service Active [
Sir Charles Gairdner Hospital Public WA MNorth Metropolitan Health Service Active L
The Alfred Hospital Public VIC South Division Active [
The Royal Melbourne Hospital Public VIC South Division Active L

Add Project Site(s)

Can't find site? Request for a new site >>
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Active Forms and Documents — WASM + HREA + Vic Specific Module + Approval Letter

Forms

Form Mame Version Status Locked By Updated By
Wa Specific Module (WASM) 1.0 Authorised William Gardner O
Add

Version Status Attached By
2326 Clinical Protoceol 1.00 Authorised William Gardner 23/05/2017 [}
2327  Victorian Specific Module 1.00 Authorised William Gardner 23/05/2017 ]
2328  Investigator Brochure for Selonsertib 1200  Authorised William Gardner 23/05/2017 [}
2329  Alfred Hospital HREC Approval Letter 1.00 Autherised William Gardner 23/05/2017 [

Master Participant Information Sheet and Consent

Form 1.00 Authorised William Gardner 23/05/2017 (]

2335 HREA 1.00 Authorised William Gardner 24/05/2017 [

Add

*Submit Ethics to RG Office' applies to projects reviewed by an external Lead HREC when there is no WA Health
Additional HREC (Specialist) review.

Submit Ethics to RG Office

health.wa.gov.au



Submitted Forms and Documents — WASM/Documents can be made not valid by RGO
but there will be no ethics review as this is just a way of getting approved ethics forms

- Subgi?tgd documents into RGS so that they are viewable by all RGOs.

Forms

[=] East Metropolitan Health Service Research Ethics and Governance Unit

Form Mame Version Status  Submission Date Approval Decision Date
. Mot —
WA Specific Module (WASM) 1.0 valid 10/08/2017 O

Documenits

[=] East Metropolitan Health Service Research Ethics and Governance Unit

Doc ID Document Mame Version Status Submission Date Approval Decision Date

3376 HEEA 1.0 Submitted 10/08/2017 O

Mot Valid

m
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External HREC + WA Specialist HREC

Project Details - Certified HREC is selected outside of WA Health
+ Additional HREC (Specialist)

General Project Details

Project type: Research

Project title: Iz risk-based licensing an effective intervention for reducing alcohol-related harms
Short title:

Acronym:

Protocol number: REL ARH 00125

Internal & External HREC

Will the project be reviewed by vz
a Lead HREC outside of WA
Health (i.e. external Lead
HREC)?

For projects submitied to WA Health sites, you will need fo complete the WA Specific Moduile e-
form within the RGS. It will not be accepted as an attached document,

External Lead HREC
Jurisdiction:™ Wictoria

External Lead HREC (& code): Alfred Hospital Ethics Committee (ECO0315)
Additional HREC (Specialist): Department of Health WA Human Research Ethics Committee (EC00422)

External HREC reference
number: 2017-026

Mext == Unauthorise
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Project Workspace - Sites — All sites that rely on the ethics approval are added

Feasibility Assessment Submission and Review M Approval and Authorisation m m

PEM: RG50000002105 Project status:  Active Project ethics approval status: Pending
Project type: Ressarch Short title:

Protocol number: REL ARH 00125 Acronym: CPI: William Gardner

External HREC ref: 2017-026 Lead HREC: Alfred Hospital Ethics Committee (EC00315)

My Role(s): CFI

Project Details Forms & Documents

Sites

Jurisdiction where the project Inter-jurisdictional (across Australia) ¥
will be conducted within

Australia:

Site Name Organisation Type Junsdiction

Department of Health Public WA Department of Health Active [
Fiona Stanley Hospital Public WA South Metropolitan Health Service Active [
Royal Perth Hospital Public WA East Metropolitan Health Service Active [
5ir Charles Gairdner Hospital Public WA North Metropolitan Health Service Active [
The Alfred Hospital Public WIC South Division Active [
The Royal Melbourne Hospital Public VIC South Division Active L

Add Project Site(s)

Can't find site? Request for a new site > =
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Forms and Documents — WASM + HREA + Victorian Specific Module + Approval Letter

Forms

Form Name Version Status Locked By Updated By
Wa Specific Module (WASM 1.0 Authorised William Gardner -l
Add

IE';M Document Name Version Status Attached By Date Attached Select
2331 HREA | 1.00 Authorised William Gardner 23/05/2017 [}
2332 Victorian Specific Module 1.00 Authorised William Gardner 23/05/2017 ]
2333 Study Protocol 1.00 Authorised William Gardner 23/05/2017 [}

Master Participant Information Sheet and Consent

2334
Form

1.00 Authorised William Gardner 23/05/2017 ]

2336  Alfred Hospital HREC Approval Letter 1.00 Authorised William Gardner 24/05/2017 |

Add

At this time, you are unable to submit ethics applications using the RG5 to jurisdicitons other than WA Health. Your
forms and documents will only be submitted to the Additional WA Health HREC (Specialist).

Submit to Ethics

health.wa.gov.au




Lead HREC Review

« Full HREC scientific/ethical review (even L&NR Research) using HREA
plus WA/ VIC Module.

« HREC review in accordance with:

» National Statement on Ethical Conduct in Human Research 2007.

» Jurisdictional Legislative Requirements:
1. CTN and CTX Schemes

. Consent

. Embryo Research

Financial Accountability

Gene Technology

lonising Radiation

Privacy and Confidentiality

Record Keeping

. Removal and Use of Human Tissue

10. Risk Management

11. Jurisdictional Data Collections.

© ®NO UM ®WN

« KPI: 60 calendar day (with stop clock) — annual activity reporting required.
« Duration of Approval — up to 5 year period or rolling approval for life of

Droject.
health.wa.gov.au 25



L ead HREC Review

« HREC approval letters should clearly:

» List all organisations (or sites) that have been approved through
single ethical review.

» HREC approval date.

» Date CPI submits a progress report which includes reporting from
all approved sites.

» List documents, with version identification, associated with the
research project that was reviewed and approved.

> Indicate that the research cannot commence until site authorisation
has been endorsed by the participating site.

» Duration of ethical approval.

« Each jurisdiction responsible for ensuring that it has appropriate
insurance for the purpose of participating in the NMA i.e. for the
purpose of conducting ethical review of multi-centre clinical trials and
other research projects.
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Monitoring & Reporting

» Lead/Specialist HREC and RG Office are responsible for monitoring the
ongoing conduct and safety of the human research project in
accordance with:

» NHMRC National Statement on Ethical Conduct in Human Research 2007.

» NMA Monitoring and Reporting Framework and Monitoring and Reporting
Tables

« CPI, Pl and Sponsor Reporting is based on:

» NHMRC Safety monitoring and reporting in clinical trials involving
therapeutic goods 2016.

» Jurisdictions requirements in NMA Monitoring and Reporting Framework
and Monitoring and Reporting Tables:
« Safety
« Amendments
« Complaints
« General
» Pre and Post approval/authorisation requirements.

health.wa.gov.au



Monitoring & Reporting Forms

There are no standard national monitoring forms. WA Health forms available
from RGS public website, may be available as RGS e-forms in 2018.

WA Lead/Specialist External Lead HREC &

HREC & WA RG Office | External RG Office Forms

Forms
Annual Progress WA Health Annual CPI and Pls (responsible for
Report — due on Progress Report sites outside WA Health) will
Lead HREC approval need to contact each jurisdiction
date re the monitoring forms to
complete
Amendment WA Health Amendment
Extension of HREC Form
Approval
Safety Reporting WA Health Safety Form
Complaint WA Health Research
Complaint Form
Final Report WA Health Final Report

health.wa.gov.au




Additional Resources

WA Health NMA Guidelines August 2017.
RGS Multi-centre Research https:/rgs.health.wa.gov.au/Pages/Multi-centre-Research.aspx

National Mutual Acceptance

Background

The Mational Mutual Acceptance (WMA) scheme has been implemented in public health organisations within the Australian Capital
Territory, Mew South Wales, Queensland, South Australia, Western Australia and Victoria, WA Health signed the NMA Memorandum
of Understanding on 18 July 2017 and will commence participation from 31 August 2017.

Under the NMA, all multi-centre research projects being conducted at public health organisaticns within the participating jurisdictions
must be ethically and scientifically reviewed only ence by a NHMRC Certified Lead HREC participating in the NMA. The exception is
thase research projects that require additional specialist review.

W4 Health sites must accept the ethical and scientific review undertaken by a NHMRC Certified Lead HREC participating in the MMA
as sufficient review for the purposes of the multi-centre projects conducted at sites under their contral,

Find further information on the process in the WA Health NMA Guidelines August 2017 and WA Health Research Governance and
Single Ethical Review Standard Operating Procedures (0D 0446/13).

WA Health NHMRC Certified HRE
¢ Child and Adolescent Health Service Human Research Ethics Committes (ECO0268)

s Zir Charles Gairdner and Osbarme Park Health Care Group Human Research Ethics Committes (EC00271)
s South Metropolitan Health Service Human Research Ethics Committee (EC00265).

Documents (versions: August 2017 with WA content)
s WA Health NMA Guidelines August 2017 (PDF 533KB)

® Fact Sheet August 2017 (PDF 378KE)

s Brochure August 2017 (PDF 163KEB)

HREC, RG Offices and Organisations August 2017 (PDF 768KE)
lurisdictional Legislative Requirements August 2017 (PDF 295KE)
Manitoring and Reporting Framework August 2017 (PDF 366KE)
Maonitoring and Reporting Tables August 2017 (POF 817KB)
Standard Principles for Operation August 2017 (PDF 521KEB)
Standard Participant Information and Consent Forms.
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Thank you

Enquires: katherine.coltrona@health.wa.gov.au
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