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INTRODUCTION
The Child and Adolescent Health Service’s (CAHS) two-tiered system for research
approval is made up of:
•
•

Ethical review (Human Research Ethics Committee-HREC-and a Scientific Advisory
Safety Committee-SASC) and
Research Governance review

The National Mutual Acceptance (NMA) scheme has been implemented in public health
organisations across several Australian states including Western Australia. Multi-centre
research projects being conducted at public health organisations within the participating
jurisdictions must be ethically and scientifically reviewed only once by a NHMRC Certified
Lead HREC participating in the NMA. CAHS HREC is an NHMRC Certified Lead HREC.
The primary role of the HREC is to protect the welfare and rights of participants in
research conducted within the Child and Adolescent Health Service. The CAHS HREC
assesses submissions against the guidelines developed by the NHMRC. The “National
Statement on Ethical Conduct in Human Research” can be downloaded from the NHMRC
website:
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conducthuman-research-2007-updated-2018.
In July 2012 the Western Australian Department of Health(DoH) implemented a
standardised set of procedures and policies and template forms to cover the review and
approval of research within WA Health. The standardised processes can be downloaded
from:
https://ww2.health.wa.gov.au/en/About-us/Policy-frameworks/Research
The Scientific Advisory Safety Committee (SASC) at CAHS assesses projects prior to
HREC meetings, identifies and resolves remedial problems and makes recommendations
to HREC.
The composition of the HREC and SASC shall be in accordance with the National
Statement S5.1.29.
Each Committee may, as necessary, co-opt or access experts to assist in the review of
research. This may involve attendance at meetings.
The members of the both committees shall be appointed (or re-appointed) by the CAHS
Executive for a term of three years. The Chair and Members of the Scientific Advisory
Safety Committee are reviewed by the Chair of the HREC. The term of appointment of
each member of the Committees shall be three years from the date of that member’s
appointment. Members of the Committees may be reappointed for one or more terms.
All members of the Committees will be fully aware of (but not limited to) the following:
•

•
•
•
•
•
•
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New HREC members shall familiarise themselves with the National Statement and other
local policies and procedures.
All members shall be provided with opportunity to attend on-going training.
Research governance is a framework through which the institution is accountable for the
scientific quality, ethical acceptability and safety of the research they sponsor or permit. It
is a risk management activity that facilitates standards of research practice, and allows for
a more detailed and institutionally relevant review of research applications.
The Research Governance Office (RGO) provides an independent systematic evaluation
of research applications, which ensures the safety, and minimises the risk, for the patient,
the researcher and the institution. Where HREC approval is provided by a Certified Lead
HREC external to CAHS the RGO may refer projects to the SASC for review if an opinion
is required on the safety or acceptability of the project to be conducted on site. The RGO
then provides a recommendation to the hospital executive regarding the approval of the
project on site.

STANDARD OPERATING PROCEDURES
The Standard Operating Procedures attached outline the process and procedures involved
in the review and approval of research in the Child and Adolescent Health Service
(CAHS).

OTHER REQUIRED APPROVALS
Research involving certain groups or types of data may require approval from other
entities prior to it being able to commence. In WA these include the following:
Aboriginal or Torres Strait Islander Peoples
Research that involves Aboriginal or Torres Strait Islander participants must also be
submitted to the WA Aboriginal Health and Ethics Committee (WAAHEC). Research
should be submitted to WAAHEC if one or more of the following apply:
•

Indigenous status is a key determinant

•

Data collection is explicitly directed at Indigenous peoples

•

Indigenous people, as a group, will be examined in the results

•

The information has an impact on one or more Indigenous communities

•

Indigenous health funds are a source of funding.

Information about this committee and necessary forms can be obtained from
https://www.ahcwa.org.au/ethics
WA Health Data Collections
Research that requires access to WA Health data collections and/or involves data linkage
should also be submitted to the DoH HREC. Information about the committee and
necessary forms can be obtained from
https://www.datalinkage-wa.org.au/resources/application-forms/
https://ww2.health.wa.gov.au/Articles/A_E/Department-of-Health-Human-Research-EthicsCommittee
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THE CAHS HREC AS AN IRB AND FEDERAL WIDE ASSURANCE
Research funded by the US National Institutes of Health must be approved by an
Institutional Review Board (IRB) that is registered with the Office of Human Research
Protections (OHRP) in the US. The organisation in which the research is undertaken must
also have a Federal Wide Assurance (FWA) that is also issued by the OHRP. The CAHS
HREC is registered as an IRB with the OHRP and CAHS possesses a FWA. Both the IRB
registration and FWA are renewed on a regular basis as required by the US authorities.
Details of the FWA number and IRB registration number are available from the CAHS
HREC office on request.

REGISTRATION OF CLINICAL TRIALS
The International Committee of Medical Journal Editors (ICMJE) member journals require
registration in a public trials registry as a condition of consideration for publication. The
ICMJE does not advocate one particular registry but its member journals will require
authors to register their trial in a registry that meets several criteria:
•

must be accessible to the public at no charge;

•

must be open to all prospective registrants;

•

must be managed by a not-for-profit organisation;

•

must be a mechanism to ensure the validity of the registration data;

•

should be electronically searchable.

An acceptable registry must include the following information as a minimum:
•

a unique identifying number;

•

a statement of the intervention and comparison studied;

•

a statement of the study hypothesis;

•

definitions of the primary and secondary outcome measures;

•

eligibility criteria;

•

key trial dates (registration date, anticipated or actual start date, anticipated or
actual date of last follow-up, planned or actual date of closure to data entry, and
date trial data considered complete);

•

target number of subjects;

•

funding source;

•

contact information for the principal investigator.

To be eligible for publication, trials must register at or before the onset of patient
enrolment.
Registries recognised by ICMJE include:
•

Australian New Zealand Clinical Trials Registry
http://www.anzctr.org.au/Default.aspx

•

Clinicaltrials.gov www.clinicaltrials.gov

•

International Standard Randomised Controlled Trial Number [ISRCTN] Register
http://isrctn.org/
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•

Netherlands Trial Register http://www.trialregister.nl/trialreg/index.asp

•

UMIN [Japanese] Clinical Trials Registry https://www.umin.ac.jp/ctr/index.htm

Quality Improvement projects
There are three potential approval pathways to consider when conducting a crosssectional study in the health sector in Western Australia. The choice of pathway depends
on a number of criteria, including consideration of ethical issues. These pathways are
explained in the Clinical Audit Handbook, and are the:
•

•
•

Governance Evidence Knowledge Outcomes pathway (used in public health
settings) for quality assurance projects using low risk, routinely collected data. The
data collected and reported are generally for internal use only. Most audits use this
pathway.
Low and Negligible Risk pathway, for low risk data where specific study criteria
apply. Participants generally provide consent.
Human Research Ethics Committee pathway, for projects where participants
usually provide consent, data may be more sensitive or higher risk, and are
generally intended for external use, such as scientific publication.

For information on the difference between quality improvement (QI) and research, and the
requirements for QI ethical review refer to “Ethical considerations in quality assurance and
evaluation activities” - available via the NHMRC website https://www.nhmrc.gov.au/aboutus/resources/ethical-considerations-quality-assurance-and-evaluation-activities
Quality improvement (QI) projects which meet the criteria set out in the National Statement
S5.1.22 are not required to be submitted for review to the CAHS HREC or its safety
Committee unless the project has ethical implications.
These projects seek to answer the question “Are we following best practice?” If a project
meets the criteria for submission as “Quality Improvement” then it must be registered with
the Quality Improvement Unit via the Governance Evidence Knowledge Outcomes
(GEKO) process. For the purpose of publishing, Quality Improvement (QI) or Audit projects
require registration with the Institution.
For specific advice on your project and the approval level required please contact the
Safety and Quality team at CAHS or the CAHS Ethics office.
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CONTACTS
HREC/SASC
Human Research Ethics Office
Department of Child Health Research
Office 5E, Perth Children’s Hospital
15 Hospital Ave, Nedlands WA 6009
Telephone: (08) 6456 0516
Email:

CAHS.Ethics@health.wa.gov.au

Web:

https://cahs.health.wa.gov.au/en/Research/For-researchers/Ethics-andgovernance-approval

Research Governance Office
Department of Child Health Research
Office 5E, Perth Children’s Hospital
15 Hospital Ave, Nedlands WA 6009
Telephone: (08) 6456 0517
Email:

CAHS.RGO@health.wa.gov.au

Web:

https://cahs.health.wa.gov.au/en/Research/For-researchers/Ethics-andgovernance-approval
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REFERENCE DOCUMENTS
Researchers should be familiar with the following key documents before preparing a
submission.
The documents below are essential for any medical researcher working in Australia, WA
and within the WA public health sector. It is also a requirement for researchers at CAHS to
complete Good Clinical Practice Training prior to conducting any research activity.
Understand your broad responsibilities as a researcher in Australia:
•

National Health and Medical Research Council, Australian Research Council and
Universities Australia Australian Code for the Responsible Conduct of Research,
2018

Understand how to design and conduct ethically acceptable research:
•
•

National Health and Medical Research Council's National Statement on Ethical
Conduct in Human Research 2007, updated 2018
World Medical Association's Declaration of Helsinki - Ethical Principles for Medical
Research Involving Human Subjects 2018

Understand the fundamentals of conducting clinical trials and all human research:
•
•
•

Therapeutics Goods Administration's Australian Clinical Trial Handbook
Therapeutics Goods Administration's Note for Guidance on Good Clinical Practice
(CPMP/ICH/135/95) annotated with TGA comments
Good Clinical Practice online training available via Western Australian Health
Translation Network – see below under GCP for more detail.

Read about how research is governed within WA Health:
•
•

WA Health Research Governance Policy and Procedures 2012 (OD 0411/12)
WA Health Research Governance and Single Ethical Review Standard Operating
Procedures (OD 0446/13)

Understand the principles to ensure research is safe, respectful, responsible, high
quality and of benefit to Aboriginal and Torres Strait Islander people and
communities:
•

National Health and Medical Research Council Ethical conduct in research with
Aboriginal and Torres Strait Islander Peoples and communities: Guidelines for
researchers and stakeholders

Follow available guidance on NHMRC requirements on safety reporting and
monitoring requirements:
•

Safety monitoring and reporting in clinical trials involving therapeutic goods,
November 2016
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•
•
•

Data Safety Monitoring Boards (DSMBs) 2018
Reporting of Serious Breaches of Good Clinical Practice (GCP) or the Protocol for
Trials Involving Therapeutic Goods 2018
Risk-based Management and Monitoring of Clinical Trials Involving Therapeutic
Goods 2018

For information on the difference between quality improvement (QI) and research,
and the requirements for QI ethical review refer to:
•

NHMRC Ethical Considerations in Quality Assurance and Evaluation Activities
2014
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ABBREVIATIONS
AE

Adverse Event

CAHS

Child and Adolescent Health Service

CPI

Coordinating Principal Investigator

CoI

Conflict of Interest

CRG

Collaborative or Cooperative Research Group

CRO

Clinical Research Organisation / Contract Research
Organisation

CTA

Clinical Trial Agreement

CTN

Clinical Trials Notification

CTRA

Clinical Trial Research Agreement

CTX

Clinical Trials Exemption

DoH

WA Department of Health

DSMB/C

Data Safety Monitoring Board/Committee

GEKO

Governance Evidence Knowledge Outcomes

HREA

Human Research Ethics Application

HREC

Human Research Ethics Committee

National

National Statement on Ethical Conduct in Human

Statement

Research 2007 (Updated 2018)

NHMRC

National Health and Medical Research Council

NMAHS

North Metropolitan Area Health Service

PCH

Perth Children’s Hospital

PI

Principal Investigator

PMH

Princess Margaret Hospital

QA

Quality Assurance

QI

Quantity Improvement

Researcher

Can be the site investigator, co-ordinating
investigator or principal investigator

RG
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RGO

Research Governance Office

RN

Registration Number

SAE

Serious Adverse Events

SASC

Scientific Advisory Safety Committee

SOPs

Standard Operating Procedures

SSI

Significant Safety Issue

SUSAR

Suspected Unexpected Serious Adverse Reactions

TGA

Therapeutic Goods Administration

USADE

Unanticipated Serious Adverse Device Effect

USM

Urgent Safety Measures

WAHEAF

Western Australian Health Ethics Application Form
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001- Overview of research approval by CAHS

PROCEDURE - 001
001 - Overview of research approval by CAHS
To provide an outline of the process of research approval at the Child and Adolescent
Health Service (CAHS)
Scope
(Staff):

All researchers wishing to undertake research within CAHS requiring
CAHS HREC approval and/or CAHS Site approval

Scope
(Area):

Child and Adolescent Health Service (CAHS) and external institutes
utilising CAHS patients, patient information and/or CAHS facilities.

Aim
To ensure all applicable research is captured, reviewed, and approved by CAHS prior to
project commencement.

Background
All research involving humans to be carried out within the Child and Adolescent Health
Service (CAHS) requires Institutional approval and must undergo ethical (including
scientific) and governance review. Such research may involve patients, staff, data,
samples or information. See Diagram 001.1 for schematic representation of approval
process.

Key Points
Institutional (CAHS) approval for research will be granted only after the outcome of the
ethical and governance reviews is received by the authorised member(s) of the CAHS
Executive.
Research to be conducted on site at CAHS requires institutional approval and should be
submitted to the CAHS HREC (unless already approved by another WA Health or lead
HREC) and Research Governance Office. For submission and meeting processes for the
HREC refer to SOP101 and SOP111.
All research applications will undergo governance review prior to Institutional approval
being granted. This review occurs concurrently with the ethical and scientific review.
Refer to SOP201 and SOP202 for information regarding the governance review process and
the documentation requirements for submissions.
To ensure the research is ethically and scientifically sound, only authorised personnel with
appropriate professional qualifications, credentials and institutional approvals will be
accepted as Principal Investigator (PI).
The CAHS HREC will review research applications that have been approved by the
Scientific Advisory Safety Committee (SASC). For the processes and procedures of the
HREC please refer to SOP117.
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Once a review has been conducted by the HREC, SASC and Research Governance and
approval recommended by all, the application will be presented to the authorised member
of the CAHS Executive for institutional approval and for signature on behalf of the HREC.
Please refer to SOP117 for further information.
A CAHS institutional approval is valid for a maximum of three years and is provided with
written conditions of approval. Continued HREC endorsement is conditional on adherence
to the terms of HREC approval. The HREC can suspend its approval or recommend
termination of the project to the institution where necessary. The institution can also
suspend or terminate a project. Please refer to SOP313 and SOP314 for further
information.
An extension to the approval period can be granted for a period of three years if justified.
Please refer to SOP301 for further information.
Upon submission of a Research Governance Service (RGS) application a RGS number is
generated and will be used to identify the corresponding project. This number must be
included in all correspondence to the HREC or Research Governance Offices (RGO)
regarding the research and will be quoted on all correspondence from the HREC/Research
Governance Offices and CAHS.

Procedure
1. Researchers must register for RGS access using the “New User Sign Up”
accessible at https://rgs.health.wa.gov.au/Pages/Request-Access.aspx
2. Once access approval and subsequent project workspace approval have been
granted, researchers must complete the submission of their project via RGS
including the provision of all required information for review
3. Once a completed application has been submitted, the Ethics / Governance
Officer will assess the application to ensure that all required documentation has
been submitted and the application is complete. Incomplete submissions cannot
be fully reviewed until the missing/completed documentation is received.
4. Once all documentation has been correctly submitted, the application will be
validated and presented for review and consideration. This will be either at the
next scheduled SASC meeting for an HREC submission (Check calendar on
RGS or CAHS website for submission deadlines) or at the next available
opportunity if a Governance submission. (Governance review is completed by an
individual and generally occurs in order of receipt of completed submission).
5. Submissions for research encompassing low and negligible risk as defined in the
National Statement (2.1) are also made via RGS.
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6. The expression ‘low risk research’ describes research in which the only
foreseeable risk is one of discomfort. Research in which the risk for participants
is more serious than discomfort is not low risk. The expression ‘negligible risk
research’ describes research in which there is no foreseeable risk of harm or
discomfort; and any foreseeable risk is no more than inconvenience.
Requirements for the ethical review of low risk research and negligible risk
research are set out in paragraphs 5.1.18 to 5.1.21. For advice on the low risk
pathway please review our website for additional supporting documentation that
will be required to accompany the submission for ethical review.

Related internal policies, procedures and guidelines (if required)
Procedure 201: Research Governance Review Process
Procedure 117: CAHS HREC Approval
GEKO Information
https://cahshealthpoint.hdwa.health.wa.gov.au/directory/safetyandquality/geko/Pages/default.aspx

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conducthuman-research-2007-updated-2018
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Diagram 001.1 CAHS Research Application Review Process

AND

AND

Protocol
Participant/Parent
Information Consent forms
Diaries, questionnaires,
brochures etc as relevant

HREC office receives and
processes application (via
RGS)

If relevant:
Trial agreement/Indemnity
(draft),
Insurance policy & certificate,
Student Declaration of
Confidentiality

Submission by PI

WA Health SSA Form (with
associated Budget form)
or
WA Health Access Request
form

RGO receives and processes
application (via RGS)

RGO conducts review

SASC then HREC meets and
considers application

Review outcome finalised

Review outcome finalised

HREC approval recommended to
Institutional signatory with letter
for signature

Letter of HREC approval sent to
CPI.

RGO approval recommended to
CE Delegate with letter for
signature (and agreements /
indemnities where relevant)

Letter of site authorisation sent to
PI.

Project commences on site
Monitoring starts
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Application review by RGO

WA Health Ethics
Application Form
or
HREA + WA
Specific Module

CPI provides site PI with
HREC approval

Application review by HREC

Governance review

Feedback and revision

Submission by CPI

Ethics review

HREC PROCEDURES
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101 – Submission of a Research Application to the HREC

PROCEDURE – 101
101 – Submission of a Research Application to the HREC
To describe the requirements when submitting a research application to the Child and
Adolescent Health Service (CAHS) Human Research and Ethics Committee (HREC)
Scope (Staff):

All researchers wishing to undertake research within CAHS requiring
CAHS HREC approval

Scope (Area):

Child and Adolescent Health Service (CAHS) and external institutes
utilising CAHS patients, patient information and/or CAHS facilities.

Aim
To ensure all applicable research is captured, reviewed, and approved by CAHS HREC
prior to project commencement.

Background
Prior to 2017, all research projects that required HREC approval were submitted via email
or mail using a CAHS HREC form. In 2017 the RGS was introduced by the WA
Department of Health (WA DoH) and this system has superseded the previous procedure.
For all research requiring HREC and governance approvals, an RGS form must be
submitted using the online system.

Risk
•

Non-compliance with CAHS research policy and procedures

Key Points
Upon submission of an RGS application a RGS number is generated and will be used to
identify the corresponding project. This number must be included in all correspondence to
the HREC or Research Governance Offices (RGO) regarding the research and will be
quoted on all correspondence from the HREC/Research Governance offices and CAHS.

Procedure
1. Researchers must register for RGS access using the “New User Sign Up”
accessible at https://rgs.health.wa.gov.au/Pages/Request-Access.aspx
1. Once access and subsequent workspace approval has been granted,
researchers must complete a RGS submission, including the provision of all
required information. The Coordinating Principal Investigator (CPI) or delegate is
responsible for the submission of the ethics application.
2. Once a completed application has been submitted, the Ethics Officer will assess
the application to ensure that all required documentation has been submitted
and the application is complete. Incomplete submissions cannot be fully
reviewed until the missing/completed documentation is received.
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3. Once all documentation has been correctly submitted, the application will be
validated and presented to the CAHS SASC for review and consideration at the
next scheduled meeting (Check website for details of submission deadlines and
scheduled meetings).
4. The SASC may recommend the application goes forward for HREC
consideration at the next scheduled meeting or may require minor revisions prior
to HREC review or more extensive revisions and resubmission for further
consideration by the SASC.
5. Submissions for research encompassing low and negligible risk as defined in the
National Statement (2.1) are also made via RGS.
6. The expression ‘low risk research’ describes research in which the only
foreseeable risk is one of discomfort. Research in which the risk for participants
is more serious than discomfort is not low risk. The expression ‘negligible risk
research’ describes research in which there is no foreseeable risk of harm or
discomfort; and any foreseeable risk is no more than inconvenience.
Requirements for the ethical review of low risk research and negligible risk
research are set out in paragraphs 5.1.18 to 5.1.21. For advice on the low risk
pathway please review our website for additional supporting documentation that
will be required to accompany the submission.
Related internal policies, procedures and guidelines (if required)
Procedure 201: Research Governance Review Process
Procedure 117: CAHS HREC Approval
GEKO Information
https://cahshealthpoint.hdwa.health.wa.gov.au/directory/safetyandquality/geko/Pages/default.aspx

Useful resources (including related forms)
NHMRC – National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
WADOH – RGS Sign up
https://rgs.health.wa.gov.au/Pages/Request-Access.aspx
WADOH – Welcome to the RGS https://rgs.health.wa.gov.au/Pages/Home.aspx
CAHS HREC Application Review Process
https://cahs.health.wa.gov.au/en/Research/For-researchers/Ethics-and-governanceapproval
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102 - Managing a Conflict of Interest in Research
PROCEDURE - 102
102 - Managing a Conflict of Interest in Research
To describe the process of managing a conflict of interest identified within a project
reviewed by Child and Adolescent Health Service (CAHS)
Scope (Staff):

CAHS Human Research Ethics Committee (HREC), Scientific Advisory
Safety Committee (SASC) and CAHS Research Governance Office
(RGO)

Scope (Area):

Child and Adolescent Health Service (CAHS) and external institutes
utilising CAHS patients, patient information and/or CAHS facilities.

Aim
All site researchers with a conflict of interest, perceived or potential conflict of interest are
required to complete the Conflict of Interest Form which is to be submitted through the
RGS as part of the research application to the CAHS RGO.

Background
This SOP is written in accordance with Chapter 5.4 of the National Statement.
A conflict of interest in research is defined as “a situation in which financial or other
personal considerations may compromise, or have the appearance of compromising a
researcher's professional judgment in conducting or reporting research”.1

Risk
•

Non-compliance with CAHS research policy and procedures

Key Points
•

Where a researcher has indicated a conflict of interest, the process undertaken to
declare and address this conflict will be reviewed by the HREC and Research
Governance Office (RGO) and the details entered on a Conflict of Interest Register.
If the HREC or RGO determines the process is inadequate, a letter will be sent to
the researcher outlining their concerns and asking them to address the concerns in
writing.

•

Where a research application review by the SASC/HREC identifies that a
researcher may have a conflict of interest (i.e. a conflict not already identified in the
Conflict of Interest form) the HREC Office will enter the details on the Conflict of
Interest Register. The researcher will be sent a letter by the HREC Office.

-------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------1 Conflict of Interest Guidelines, The WA Integrity Coordinating Group (a group comprising the Office of the Auditor
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•

Where a research application review by the RGO identifies that researcher may
have a conflict of interest (i.e. a conflict not already identified in the Conflict of
Interest form) the researcher will be sent a letter by the RGO.

•

The letter to the researcher will state the nature of the conflict or potential conflict.
The researcher will be given the opportunity to respond and amend the planned
research to remove the conflict if necessary.

Process/Procedure
1. The Conflict of Interest form must be completed by the principal researcher and
uploaded into RGS.
2. For SASC/HREC identified conflict: The committee that identified the conflict will
review the researcher’s response and evaluate whether the researcher has
adequately addressed its concerns.
3. If the committee still feels that a conflict exists the researcher may be asked to
attend a meeting of the committee to discuss the issues.
4. For RGO identified conflict: The RGO will review the researcher’s response and
evaluate whether the researcher has adequately addressed its concerns. If the
RGO still believes that a conflict exists the researcher may be asked to attend a
meeting with the RGO and the Director of Clinical Research & Education.
5. The research will not be given approval until the committee or RGO is satisfied that
the conflict has been addressed. The details of the resolution of the conflict will be
noted in the Register.

Related internal policies, procedures and guidelines (if required)
Management of Conflicts of Interest
https://cahshealthpoint.hdwa.health.wa.gov.au/integrity/info_managers_staff/Conflict%20of%20Interes
t%20Library/CAHS.PM.ManagementOfConflictsOfInterest.pdf
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References (if required)
The Integrity Coordinating Group Conflicts of Interests Guidelines for the Western
Australia Public Sector.
1

https://icg.wa.gov.au/sites/default/files/documents/Conflicts%20of%20interest%20%20Guidelines%20for%20the%20WA%20public%20sector.pdf

Useful resources (including related forms)
NHMRC - Identifying and managing conflicts of interest
https://www.nhmrc.gov.au/guidelinesforguidelines/plan/identifying-and-managing-conflictsinterest
University of Oxford – Conflict of interest examples
https://researchsupport.admin.ox.ac.uk/governance/integrity/conflict/examples#collapse40
5516
Integrity Coordinating Group - Conflict of interest - Guidelines for the WA public sector
https://icg.wa.gov.au/sites/default/files/documents/Conflicts%20of%20interest%20%20Guidelines%20for%20the%20WA%20public%20sector.pdf
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103 - The application for a waiver of consent

PROCEDURE - 103
103 - The application for a waiver of consent
To describe the process for the application of a Waiver of Consent.
Scope (Staff):

All researchers whose research does not involve obtaining consent from
individuals for the use of their information/data or samples for research.

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patient and patient information.

Aim
To ensure the necessary consent and consequent documentation has been obtained by
researchers accessing and utilising patient information, data, and samples.

Risk
•

Non-compliance with CAHS research policy and procedures.

Key Points
Only a WA Health HREC may grant approval for a waiver of consent for research
undertaken within the CAHS.
Researchers wishing to apply for a waiver of consent must first ensure that their research
meets the criteria set out in Section 2.3.10 of the National Statement.

Process/Procedure
1. The investigator must address all points (a-i) under section 2.3.10 of the National
Statement and upload it as part of their research project submission in RGS.
2. The HREC reviewing the submission will decide whether to grant a waiver of consent
at its meeting. Any request for waiver of consent must be considered by a full HREC in
accordance with the requirements of the National Statement.
3. Researchers who have been granted a waiver by the HREC will receive notification
with their approval documentation.
4. Researchers who are not successful in applying for a waiver of consent will be notified
in writing of the Committee’s decision and be provided with the reasons. The
researcher can amend their submission or request to attend the next HREC meeting to
discuss the matter
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Related internal policies, procedures and guidelines (if required)
Procedure 105 - Addressing section 95A of the Privacy Act (1988)
Procedure 106 - Addressing section 95 of the Privacy Act (1988)

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conducthuman-research-2007-updated-2018
NHMRC – Guidelines approved under section 95 of the privacy act (1988)
https://www.nhmrc.gov.au/about-us/publications/guidelines-under-section-95-privacy-act1988
NHMRC – Guidelines approved under section 95a of the privacy act (1988)
https://www.nhmrc.gov.au/about-us/publications/guidelines-approved-under-section-95aprivacy-act-1988
NHMRC – Determining whether the S95A guidelines apply
https://www.nhmrc.gov.au/sites/default/files/documents/attachments/Flowchart-s95aGuidelines.pdf
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104 - Application for an “opt-out” approach for research

PROCEDURE - 104
104 - Application for an “opt-out” approach for research
To describe the process for the application of Opt-out approach for research.
Scope (Staff):

All researchers whose research does not involve obtaining explicit
consent from individuals for the use of their information/data or samples
for research but wish to use the opt-out approach.

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patient and patient information.

Aim
To ensure the necessary consent and consequent documentation has been obtained by
researchers accessing and utilising patient information, data, and samples.

Risk
•

Non-compliance with CAHS research policy and procedures.

Key Points
An Opt out approach to participant recruitment to research may be appropriate when it is
feasible to contact some or all of the participants, but where the project is of such scale
and significance that using explicit consent is neither practical nor feasible. (N.S 2.3.5)
Only a WA Health or lead HREC may grant approval for an opt-out approach for research
undertaken within the CAHS to which the Section 95 or 95A guidelines of the Privacy Act
apply. An HREC, or where appropriate, another review body, may grant approval that
involves an opt-out approach for research not impacted by these guidelines.
Researchers wishing to apply for approval of the opt-out approach must first ensure that
their research meets the criteria set out in Section 2.3.6 of the National Statement. The
researcher must address all points (a-i) under this Section within their submission when
applying for approval of an opt-out approach. Please check with the governance office as
ethical approval of this approach to consent may not be accepted by the site.

Process/Procedure
1. The investigator must address all points (a-i) under section 2.3.6 of the National
Statement and upload it as part of their research project submission in RGS.
2. The HREC reviewing the submission will decide whether to approve the opt-out
approach at its meeting.
3. Researchers who have been granted approval by the HREC to use the opt-out
approach will receive notification with their approval documentation.
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4. Researchers who are not successful in seeking approval to use the opt-out approach
will be notified in writing of the Committee’s decision and be provided with the reasons.
The researcher can amend their submission or request to attend the next HREC
meeting to discuss the matter.

Related internal policies, procedures and guidelines (if required)
Procedure 105 - Addressing section 95A of the Privacy Act (1988)
Procedure 106 - Addressing section 95 of the Privacy Act (1988)

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
NHMRC – Guidelines approved under section 95 of the privacy act (1988)
https://nhmrc.gov.au/about-us/publications/guidelines-under-section-95-privacy-act-1988
NHMRC – Guidelines approved under section 95a of the privacy act (1988)
https://nhmrc.gov.au/about-us/publications/guidelines-approved-under-section-95aprivacy-act-1988
NHMRC – Determining whether the S95A guidelines apply
https://nhmrc.gov.au/sites/default/files/documents/attachments/Flowchart-s95aGuidelines.pdf
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105 - Addressing section 95A of the Privacy Act (1988)

PROCEDURE - 105
105 - Addressing section 95A of the Privacy Act (1988)
To describe the process taken by the HREC when considering Section 95A of the Privacy
Act.
Scope (Staff):

Researchers whose research involves the collection, use or disclosure
of health information held by Private organisations without the consent
of those individuals to whom the data relates.

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
health information held by Private organisations.

Aim
To ensure the HREC has considered Section 95A of the Privacy Act when reviewing
projects where researchers are collecting, using or disclosing health information held by
Private organisations without the consent of those individuals to whom the data relates.

Background
In cases where a research project involves the collection, use or disclosure of identifying
health information held by Private organisations consent must be obtained from those
individuals who have provided the data.
In cases where consent is unable to be obtained from these individuals (and a waiver of
consent has been requested from a HREC) then the researcher must request a HREC
consider Section 95A of the Privacy Act when undertaking its review of the project.

Risk
•

Non-compliance with CAHS research policy and procedures.

Key Points
The NHMRC ‘Guidelines Approved Under Section 95A of the Privacy Act (1988)’ outline
what the HREC must consider (Section D) when researchers wish to utilise such data or
samples and what information researchers should provide (Section A.2) when requesting
the HREC grant permission to collect, use or share this data. Researchers should provide
this information within the relevant section of the HREA (Section 3) or WAHEAF (section
6.3) or upload it as a separate supporting document in the Ethics Approval section of the
RGS.
Approval by the HREC may only be given where it is determined that the public interest in
the proposed research, statistical or health service management activity substantially
outweighs the public interest in the protection of privacy.
Only a full sitting of an HREC can grant permission for this data to be collected, used or
disclosed.

Process/Procedure
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1. Details of the decision made by the HREC regarding the application must be
recorded, including the following:
a)

the organisation(s) from which health information is sought;

b)

the data items sought from the organisation(s) and approved by the HREC;

c)

the number of records involved;

d)

the section of the Privacy Act to which the proposal applies (s16B(2) or
16B(3));

e)

how and on what grounds the HREC came to the conclusion that it had
sufficient information, expertise and understanding of privacy issues either
amongst the members of the HREC or otherwise available to it to make a
decision that takes proper account of privacy; and

f)

considerations involved in weighing the public interest in the proposed
research, compilation or analysis of statistics, or management of a health
service activity against the public interest in the protection of privacy,
including why de-identified health information would not achieve the purpose
of the approved proposal and why it is impracticable to obtain consent from
the individual(s) involved.

2. Researchers who have not successfully addressed Section 95A will be notified
via RGS of the Committee’s decision and provided with the reasons. The
researcher can resubmit an amended submission and/or request that they
attend the next HREC meeting to discuss the matter.

Related internal policies, procedures and guidelines (if required)
Procedure 106 - Addressing section 95 of the Privacy Act (1988)
Procedure 103 - The application for a waiver of consent

Useful resources (including related forms)
NHMRC – Guidelines approved under section 95a of the privacy act (1988)
https://www.nhmrc.gov.au/about-us/publications/guidelines-approved-under-section-95aprivacy-act-1988#block-views-block-file-attachments-content-block-1
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106 - Addressing section 95 of the Privacy Act (1988)

PROCEDURE - 106
106 - Addressing section 95 of the Privacy Act (1988)
To describe the process taken by the HREC when considering Section 95 of the Privacy
Act.
Scope (Staff):

Researchers whose research involves the collection, use or disclosure
of health information held by Commonwealth agencies without the
consent of those individuals to whom the data relates.

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
information held by Commonwealth agencies.

Aim
To ensure the HREC has considered Section 95 of the Privacy Act when reviewing
projects where researchers are collecting, using or disclosing health information held by
Commonwealth agencies without the consent of those individuals to whom the data
relates.

Background
In cases where a research project involves the collection, use or disclosure of identifying
health information held by Commonwealth agencies (see the definition of "agency" in
Section 6 of the Privacy Act 1988) consent must be obtained from those individuals who
have provided the data.
In cases where consent is unable to be obtained from these individuals (and a waiver of
consent has been requested from a HREC) then the researcher must request a HREC
consider Section 95 of the Privacy Act when undertaking its review of the project.

Risk
•

Non-compliance with CAHS research policy and procedures.

Key Points
The NHMRC ‘Guidelines Approved under Section 95 of the Privacy Act (1988)’ outline
both the procedure the researcher should follow, including what information researchers
should provide (Section A.2), and what the HREC must consider (Section A.3) when
researchers request the HREC grant permission to collect, use or share this data.
Approval by the HREC may only be given where it is determined that the public interest in
the proposed research, statistical or health service management activity substantially
outweighs the public interest in the protection of privacy.
Only a full sitting of a HREC can grant permission for this data to be collected, used or
disclosed.
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Process/Procedure
1. Details of the decision made by the HREC regarding the application must be
recorded, including the following:
a)

the agency(s) from which health information is sought;

b)

the data items sought from the agency(s) and approved by the HREC;

c)

the number of records involved;

d)

which APPs would be breached, or likely to be breached

e)

how and on what grounds the HREC came to the conclusion that it had
sufficient information, expertise and understanding of privacy issues either
amongst the members of the HREC or otherwise available to it to make a
decision that takes proper account of privacy.

2. Researchers who have not successfully addressed Section 95 will be notified via
RGS of the Committee’s decision and provided with the reasons. The researcher
can resubmit an amended submission and/or request that they attend the next
HREC meeting to discuss the matter.

Related internal policies, procedures and guidelines (if required)
Procedure 105 - Addressing section 95A of the Privacy Act (1988)
Procedure 103 - The application for a waiver of consent

Useful resources (including related forms)
NHMRC – Guidelines approved under section 95 of the privacy act (1988)
https://www.nhmrc.gov.au/about-us/publications/guidelines-under-section-95-privacy-act1988
NHMRC – Guidelines approved under section 95a of the privacy act (1988)
https://www.nhmrc.gov.au/about-us/publications/guidelines-approved-under-section-95aprivacy-act-1988
NHMRC – Determining whether the S95A guidelines apply
https://www.nhmrc.gov.au/sites/default/files/documents/attachments/Flowchart-s95aGuidelines.pdf
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107 - Clinical Trial with Implantable Medical Devices

PROCEDURE - 107
107 - Clinical Trial with Implantable Medical Devices
To describe the process for the research application whereby implantable medical devices
will be used.
Scope (Staff):

All researchers whose research involves an implantable medical device.

Scope (Area):

Child and Adolescent Health Service and external institutes undertaking
CAHS related research using an implantable medical device.

Aim
To ensure that the use of implantable medical devices in research adhere to policies as
outlined in Section 5.5.6(d) of the National Statement for research trials that involve the
use of an implantable medical device.

Background
The NHMRC utilises the policy of the International Organization for Standardization ISO
14155:2011 which “addresses good clinical practice for the design, conduct, recording and
reporting of clinical investigations carried out in human subjects to assess the safety or
performance of medical devices for regulatory purposes.
The principles set forth in ISO 14155:2011 also apply to all other clinical investigations and
should be followed as far as possible, depending on the nature of the clinical investigation
and the requirements of national regulations.
ISO 14155:2011 specifies general requirements intended to protect the rights, safety and
well-being of human subjects, ensure the scientific conduct of the clinical investigation and
the credibility of the results, define the responsibilities of the sponsor and principal
investigator, and assist sponsors, investigators, ethics committees, regulatory authorities
and other bodies involved in the conformity assessment of medical devices.
ISO 14155:2011 does not apply to in vitro diagnostic medical devices.”

1

Risk
•

1

Non-compliance with CAHS research policy and procedures.

ISO 14155:2011 Clinical investigation of medical devices for human subjects -- Good clinical practice
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Key Points
The required information is to be included in the Protocol / Participant Information and
Consent Form (PICF)

Process/Procedure
1. Investigators must provide the HREC with the following:
a. A plan in the scientific protocol and information in the PICF about the
mechanisms in place to track participants for the lifetime of the device.
b. Information about the way to detect any relevant adverse events.
c. Information about the remedial action to be taken if a significant defect is
detected.
d. Evidence that a system is in place to report any device incidents to comply
with TGA - IRIS (Medical device incident reporting & investigation scheme)
requirements.
2. Investigators must “confirm the existence of, or establish, a system for enabling
the tracking of the participant, with consent, for the lifetime of the device” 1 and
include this affidavit as part of their HREC submission.

References (if required)
International Organization for Standardization ISO 14155:2011 Clinical investigation of
medical devices for human subjects -- Good clinical practice
https://www.iso.org/standard/45557.html
1

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
International Organization for Standardization ISO 14155:2011 Clinical investigation of
medical devices for human subjects -- Good clinical practice
https://www.iso.org/standard/45557.html
RGS Document Templates
https://rgs.health.wa.gov.au/Pages/Document-Templates.aspx
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108 - Submission Deadline, Meeting Schedules, and Timelines

PROCEDURE – 108
108 - Submission Deadline, Meeting Schedules, and Timelines
Submission deadlines and meeting dates for the Child and Adolescent Health Service
(CAHS) Scientific Advisory Safety Committee (SASC) and CAHS Human Research Ethics
Committee (HREC)
Scope (Staff):

All researchers wishing to undertake research within CAHS.

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patients, patient information and/or CAHS facilities.

Aim
To outline the submission deadlines and meeting schedule for CAHS SASC, CAHS HREC
meetings

Background
The CAHS SASC and CAHS HREC meet eleven times a year. First meeting for the year is
held in February. There is no meeting in January.
The following year’s submission deadline and meeting schedule is approved by the CAHS
SASC and CAHS HREC at their July meeting of the current year.

Risk
•

Delay on the commencement of research projects

•

Non-compliance with CAHS research policy and procedures

Procedure
1. The meeting schedule is determined by the HREC meeting being the third Thursday
of every Month (except January). All other timelines and dates are calculated based
on the HREC meeting.
2. The submission deadline for new applications, amendments and reports is at COB
(4pm) on a Tuesday, two weeks before SASC meeting. Submissions are done via
the RGS System. These dates change annually. The dates for the current year can
be found on the CAHS HREC website.
3. The meeting of the SASC is held at 9am on a Tuesday two weeks after the
submission deadline date. This is usually the first Tuesday of the month. Some
months may have 2 SASC meetings in the month where it would fall on the first
Tuesday and last Tuesday of the month. Where there are two meetings in a month,
and then there will be no SASC meeting the following month.
4. Comments from the SASC review will usually be communicated to the researchers
on the Friday of the meeting week, after the meeting minutes have been reviewed
and approved by the Chair of SASC.
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5. Submission deadlines for responses to SASC comments -if the option is provided
by SASC for the project to proceed to the next Ethics meeting - is COB (4pm) of the
Monday after SASC meeting, giving the researchers 3 days to respond. This allows
for responses to be reviewed on behalf of the SASC and documentation to be
circulated to HREC members for review in advance of their meeting.
6. If the SASC require more extensive revision of the application - prior to HREC
review - the responses need to be received by the standard submission deadlines
for reconsideration at the next SASC.
7. The HREC meeting is held at 5pm every third Thursday of each month, two weeks
and two days after the SASC meeting.

Related internal policies, procedures and guidelines (if required)
Procedure 101: Submission of a research application to the HREC
Procedure 109: Meeting agendas
Procedure 111: The SASC/HREC Meetings and Review Process

Useful resources (including related forms)
Child and Adolescent Health Service – Governance and Ethics
https://www.cahs.health.wa.gov.au/Research/For-researchers/Ethics-and-governanceapproval
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109 - Meeting Agendas

PROCEDURE - 109
109 - Meeting Agendas
To describe the process by which the agenda for each of the Committees are prepared.
Scope (Staff):

All researchers wishing to undertake research within CAHS.

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patients, patient information and/or CAHS facilities.

Aim
To describe the process by which the agenda for each Committee is developed.

Background
Agenda for the SASC meeting is produced by the Ethics Administrative Officer after the
application deadline closes. Agenda for the HREC meeting is produced by the Ethics
Administrate Officer after the SASC meeting and following receipt and review of responses
to SASC queries has been completed. These agenda are processed from the RGS
system.

Risk
•

Non-compliance with CAHS research policy and procedures.

Procedure – SASC Agenda
•

SASC Agenda for each meeting is produced by the Ethics Administrative Officer after
the submission deadline. The Agenda is processed from RGS.
The order of SASC agenda papers is as follows:
1. Agenda
2. Minutes of the previous meeting (SASC and HREC minutes for noting are
included in the member’s pack)
3. Matters Arising
4. Resubmissions
a) All resubmitted new studies and amendments are allocated to the members
who reviewed them at the last meeting.
5. New Applications
a) The Chair of SASC allocates new studies to two committee members for
review and comment in detail. The full agenda with all applications is
available to all members to review.
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6. Amendments
a) All amendments are allocated to two committee members for review and
comment in detail. The Ethics Administrative Officer allocates these. The full
agenda with all amendments is available to all members to review.
7. Extensions
8. Safety Reports
9. Annual Reports
10. COG Submissions – COG submissions has it’s own section in the agenda as
these are discussed separately to the non-COG submissions. These are also
placed in the same order as above. Each COG submission is also allocated to
two committee members for review and comment in detail. The full agenda with
all amendments is available to all members to review.
11. Continuing education and training
12. Other Business
•

The SASC agenda is delivered to the Committee members in an encrypted USB. This
can only be accessed with a use of a password. These are sent out to the Committee
members for review seven (7) days prior to the meeting. The documents for the Chair
of SASC are compiled in Folders. For SASC members working within the hospital,
these are delivered via internal mail. For Telethon Kids Institute (TKI) members,
agendas are collected from the Ethics Office. Documents for external members are
couriered to their nominated address.

Procedure – HREC Agenda
•

HREC Agenda for each meeting is produced after the SASC has met and only those
applications that have been approved to proceed to HREC for review will be included
on eth HREC agenda. The order of HREC agenda papers is as follows:
1. Agenda
2. Minutes of previous meeting
3. Minutes of SASC meeting
4. Resubmissions
5. New Applications approved by SASC to proceed to HREC for review 6. Amendments
7. Extensions
8. Closures
9. Safety Reports
10. Annual reports COG submissions – COG submissions have its own section
in the agenda as these are discussed separately to the non-COG
submissions. These are also placed in the same order as above.
11. Continuing education and training
12. Other Business
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The documents for new studies proceeding to HREC for review are printed. All other
items in the agenda at saved in an encrypted USB for review of all the members.
These are sent out to the Committee members for review seven (7) days prior to the
meeting. For HREC members working within the hospital, these are delivered via
internal mail. TKI members collect their packs from the Ethics Office. Documents for
external members are couriered to their nominated address.

Related internal policies, procedures and guidelines (if required)
Procedure 101: Submission of a research application to the HREC
Procedure 111: The SASC/HREC Meetings and Review Process
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110 - Conflicts of interest: Members of the - SASC & HREC

PROCEDURE - 110
110 - Conflicts of interest: Members of the - SASC & HREC
The guideline to identify and declare conflicts of interests with Committee members and
how these conflicts are handled.
Scope (Staff):

All researchers wishing to undertake research within CAHS.

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patients, patient information and/or CAHS facilities.

Aim
The guideline to identify and declare conflicts of interests with Committee members and
how these conflicts are handled.

Background
“The principles and values expressed in the Western Australian Public Sector Code of
Ethics and the WA Health Code of Conduct describe the standards of behaviour expected
of people working in the public health sector. The Code of Conduct expressly states that
employees of WA Health will:
“Disclose any personal or professional matters that may lead to actual or perceived
conflicts of interest”.
A conflict of interest can be:
•

actual – a conflict actually exists

•

perceived – a conflict is only believed to exist

•

potential – a conflict is a future possibility” 1

Risk
•

1

Non-compliance with CAHS research policy and procedures.

WA Department of Health –Managing Conflict of Interest Policy and Guidelines
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Procedure
1. All Committee members are required to sign a confidentiality form and conflict of
interest declaration upon the commencement of their term of appointment.
2. If a Committee member identifies a conflict of interest before or during a meeting,
they must verbally declare that interest to the Committee at the meeting and this is
to be recorded in the minutes of the meeting. Conflicts of Interested will be
managed in accordance with the DoH ‘Managing Conflict of Interest Guidelines’.
3. The Committee member must leave the room and not participate in any discussion
or decision-making associated with the research application for which they have an
identified actual or potential conflict of interest. Scientific experts invited to
meetings to assist in the review of research will also be subject to the same
requirements and must declare any known conflict of interest.
4. Where a Committee member is involved in a study under review, they will be
required to declare a conflict of interest. At the time when the project is reviewed at
the Committee meeting, the member must leave the room whilst the Committee
discusses the project and makes its deliberation on whether to recommend
approval of the study. This is to be recorded in the minutes of the meeting stating
that “It is noted that (name of member) declared his/her Conflict of Interest and
stepped out of the room during the discussion and decision of this study”. Any
further investigation or procedures associated with the management of the conflict
of interest must be documented in the Conflict of Interest Registry by the executive
officer minuting the meeting.
5. The member who declared a conflict must not be informed of the Committee’s
decision at the time of the meeting but will be advised in writing by the Ethics Office
after the minutes of that meeting have been reviewed and approved by the Chair of
the meeting.

Related internal policies, procedures and guidelines (if required)
Managing Conflict of Interest Policy and Guidelines -OD0264/10 - Managing Conflict of
Interest Policy and Guidelines
https://ww2.health.wa.gov.au/About-us/Policy-frameworks/Employment/Mandatoryrequirements/Conduct-Ethics-and-Integrity/Managing-Conflict-of-Interest-Policy-andGuidelines

Useful resources (including related forms)
Conflict of interest declaration form
https://cahshealthpoint.hdwa.health.wa.gov.au/integrity/info_managers_staff/Conflict%20of%20Interes
t%20Library/CAHS%20Conflict%20of%20Interest%20Factsheet_PDF.pdf
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111 - The SASC/HREC Meetings and Review Process

PROCEDURE - 111
111 - The SASC/HREC Meetings and Review Process
To provide researchers with information about the Child and Adolescent Health Service
(CAHS) Human Research Ethics Committee (HREC)
Scope (Staff):

All researchers wishing to undertake research within CAHS.

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patients, patient information and/or CAHS facilities.

Aim
The guideline to inform interested parties of the protocols and processes of the CAHS
SASC and HREC meetings.

Background
The Child and Adolescent Health Service (CAHS) Scientific Advisory Safety Committee
(SASC) and CAHS HREC, reviews the scientific merit, integrity, safety and ethical aspect
of the research proposal according to the National Statement on Ethical Conduct in
Human Research (Appendix 1: CAHS Scientific Advisory Safety Committee and Ethics
Committee Review Guidelines & Comments).
The CAHS SASC is comprised of the following member areas of expertise and can
request an expert opinion form an external clinician with expertise in a specific area if
required:
1. Endocrinology & Diabetes
2. Haematology/Oncology
3. Pharmacy
4. Nursing Research
5. Biostatistics
6. Intensive Care
7. Plastic & Reconstructive Surgery
8. Anaesthesia
9. Respiratory Medicine
10. Paediatric Rehabilitation/Allied Health
11. Psychiatry
12. Paediatric Medicine
13. Infectious Diseases
14. Neonatology
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The CAHS HREC Committee is comprised of the following positions according to NHMRC
requirements:
1. Chair (NHMRC Statement 5.1.30 (a))
2. Deputy Chair
3. Layman (NHMRC Statement 5.1.30(b))
4. Laywoman (NHMRC Statement 5.1.30(b))
5. Members with knowledge of and current experience in the professional care,
counselling or treatment of people (NHMRC Statement 5.1.30(c))
6. Minister of Religion (NHMRC Statement 5.1.30(d))
7. Lawyer (NHMRC Statement 5.1.30(e))
8. Members with knowledge of and current experience in the areas of research
regularly considered by the Committee (NHMRC Statement 5.1.30(f))
9. Pharmacy
10. Nursing Research
11. Hospital Executive
Attendance as observers of people other than the Committee members or researchers at
the meetings:
•

Occasionally a request to observe at a meeting may be received from CAHS
employees such as Coordinator of Research, Clinical Research Facilitators, etc
or external visitors or observers. Observer attendance must first be tabled and
approved by the Committee at its meeting prior to the observer attending the
meeting. The meeting minutes are to note observers present.

•

Requirements around confidentiality and conflict of interest apply to observers
as they do to appointed members.

•

Incoming Committee members must first attend as observer at a Committee
meeting where they will be participating before they are appointed. This will give
them a chance to observe the meeting process and have any queries or
questions answered prior to joining the Committee.

Risk
•

Non-compliance with CAHS research policy and procedures.

Procedure
1. Applications should be submitted – via the RGS- to the HREC office by Close of
Business - 4:00 pm on the date of the submission deadline.
2. Upon the receipt of the application submission via RGS, the HREC Office will
review the received documents. If the submission is complete, it will be marked as
valid in RGS and the documents will be processed and proceed to SASC for review.
Otherwise the researcher will be contacted by the Ethics Administrative Officer via
RGS and any further requirements explained. The Ethics Administrative officer may
also e-mail or phone the researcher to provide additional guidance.
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3. Each new research proposal will be assigned to two members of the SASC for
detailed review and presentation at the meeting. These members will summarise
the research proposal for the meeting and raise any concerns the member has
about the research proposal.
4. The SASC meeting – agenda will be sent out to the members seven (7) days before
the Committee meeting to allow enough time for review of the applications.
5. Meetings of the SASC commence at 9.00am usually the first Tuesday of the month.
Some months may have two (2) SASC meetings in the month where it would fall on
the first Tuesday and last Tuesday of the month. Where there are two meetings in a
month, there will be no SASC meeting the following month.
6. Members who are unable to attend a meeting should notify the HREC office as
soon as possible. Where practicable, nominate an alternate member to attend on
their behalf. If no alternate member is available, the member may be asked to
review and forward written comments to the HREC office prior to the meeting. Such
comments will be circulated to all members and form part of the discussion at the
meeting.
7. The decisions available to the committee include, but are not limited to, the
following:
a) Recommended by SASC for the application to progress to HREC for review.
Where there were no issues identified during the SASC review and SASC has
recommended the application to proceed to the next HREC meeting for review.
The researchers will be notified of this via the RGS.
b) Recommended to progress to Ethics subject to addressing comments made by
SASC and the response being to the satisfaction of the Committee. Where only
minor issues are identified during the SASC review, the researcher will be
notified in writing by the HREC office and asked to address the issues outlined.
The reply should be submitted to the HREC office. This will be forwarded to the
Chair of the SASC or the SASC members that completed the initial review for
further review. Once all the minor issues are addressed to the satisfaction of the
Chair of SASC or delegated reviewer, this project can progress to HREC for
review.
c) Resubmission required - where substantial issues are identified at SASC review,
the researcher will be notified in writing by the HREC Office. The researcher will
be requested to resubmit their application with the required changes having been
made - and outlined in a covering letter - to the next scheduled SASC meeting.
The researcher will be informed via RGS of the outcome of the SASC review of
the resubmission following the next SASC meeting.
8. Once the meeting minutes have been reviewed and approved by the Chair of
SASC, the researcher will be notified in writing by the HREC Office. The researcher
is asked to address the issues outlined and submitted within the timeline given.
The HREC office will ask the researcher to accompany their response with a cover
letter with an explanation of how they have addressed each of the comments.
9. All submissions recommended to proceed to CAHS HREC meeting will be compiled
by the HREC Office Administrative Officer. The paperwork for the meeting will be
delivered to the members seven (7) days prior to the meeting date.
10. The meeting of CAHS HREC is held at 5pm every third Thursday of each month,
two weeks after the SASC meeting starting in February.
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11. HREC Meetings require a quorum to commence, as described in Section 9, of the
HREC Terms of Reference. If a member is unable to attend a meeting they should
ensure attendance of an approved delegate. The CAHS HREC Office must be
notified of any change in attendance. If no alternate member is available, the
member may be asked to review and forward written comments to the HREC office
prior to the meeting. Written comments will be considered part of the quorum. Such
comments will be circulated to all members and form part of the discussion at the
meeting.
12. During the Ethical review process the committee members may identify issues in
relation to the design or implementation of the proposed research and the National
Statement guidelines. These issues are then discussed at the HREC meeting. If the
committee upholds these concerns the following steps are taken:
a) Where minor ethical issues are identified during the HREC review, the
researcher will be notified in writing by the HREC Office, referencing the relevant
sections of the National Statement, and asked to make the necessary changes
and submit the revised documents to the HREC Office. If grammatical or spelling
errors are noted at any stage of the review process the HREC office will also
notify the researcher to make the necessary changes. The revised documents
will be reviewed by the Deputy HREC Chair /SASC Chair who has the delegated
authority to approve them.
b) Where substantial ethical issues are identified, the researcher will be notified in
writing by the HREC Office, referencing the relevant sections of the National
Statement, and requested to resubmit their application with the required
changes having been made and outlined in a covering letter to the next
scheduled HREC meeting. The timeframe for receipt of updated documentation
for consideration at the next meeting will be made clear to the researcher when
they are notified of the resubmission requirements.
12. If the HREC identifies further issues with the submitted changes they can either
request further amendments or refer the application back to the SASC for
consideration if the HREC feels the scientific integrity or safety management require
revision.
13. At the discretion of the HREC, project researchers may be invited to attend a
meeting to resolve any issue(s) that cannot be addressed effectively in
correspondence. The researcher will be present to discuss the application but will
be required to leave prior to any decisions being made.
14. The HREC will always endeavour to make a decision by consensus, if that is not
possible a decision of the HREC will be made by a three quarter majority of the
required members at the meeting of the Committee. Further conditions of approval
may also be imposed in this instance and will be documented in an approval letter.
15. The HREC will endeavour to complete the ethical review within a 60 calendar day
timeframe from validated submission, which allows for a ‘stop clock’ capability when
additional input is required from a sponsor or investigator before consideration can
continue or be finalised.
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16. If no ethical issues are identified during the HREC review the Committee will
recommend ethical approval of the project.
17. Written HREC approval is provided listing the approved documentation for use in
the project.

Related internal policies, procedures and guidelines (if required)
Procedure 108: Submission Deadline, Meeting Schedules and Timelines
Procedure 109: Meeting Agendas
Procedure 110: Conflict of Interest: members of the SASC and HREC
Procedure 112: Expert reviewers

References (if required)
CAHS HREC Terms of Reference
https://www.cahs.health.wa.gov.au//media/HSPs/CAHS/Documents/Research/EthicsGovernance/HREC_ToR_Sept2016.pdf
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112 - Expert reviewer

PROCEDURE - 112
112 - Expert reviewer
Where the Scientific Advisory Safety Committee (SASC) and/or HREC requests an
independent opinion of an expert in relation to the review of a particular project.
Scope (Staff):

All researchers wishing to undertake research within CAHS.

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patients, patient information and/or CAHS facilities.

Aim
To provide researchers with information about the expertise of the Committee member
reviewing projects within the CAHS HREC and Scientific Advisory and Safety Committee
(SASC).

Background
This procedure is written in accordance with Chapter 5.2 of the National Statement.
As outlined in the terms of reference both the HREC and SASC can, if they deem it
necessary, request the independent opinion of experts when reviewing a research
application.

Risk
•

Delay in the review process or inability to review a research project as not
within the Committee’s expertise or due to a specific concern with a
component of a project

•

Non-compliance with CAHS research policy and procedures.

Procedure
1. Where the SASC requests the independent opinion of experts for a particular
project, the researcher and/or supervisors of the project are asked to nominate 3
individuals. Taking account of the nominations SASC will determine the expert/s to
be approached for the review.
2. SASC will contact the potential reviewer/s and request they review the research
project.
3. If the potential reviewer/s declines SASC will source an alternate reviewer as
outlined above.
4. If a reviewer accepts an invitation to provide expert review they will be given the
following:
a) A copy of the research application
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b) A review form (as used by SASC with the required components for review
highlighted) to complete
c) An outline of any specific concerns or queries that the SASC would like an
opinion on
d) Confidentiality Agreement Form to complete
5. The SASC will ensure that the expert(s) have no conflicts of interest in relation to
the project under review, any financial interest in the outcome or any involvement in
competing research.
6. The signed Confidentiality Agreement will be kept electronically with the research
project file and with the minutes for the relevant SASC meeting.
7. SASC will nominate a date for the review to be submitted. This expert opinion will
be reviewed by SASC in the resubmission of the paperwork.
8. The expert opinion will be submitted with SASC recommendation for the
consideration of the Ethics Committee.
9. Where the HREC requests the independent opinion of experts for a particular
project, the HREC must be satisfied that such experts have no conflicts of interest
in relation to the project under review, any financial interest in the outcome or any
involvement in competing research.
10. The expert will be given the following:
a) A copy of the research application
b) A Confidentiality Agreement form to complete
c) Information about the date and time of the HREC meeting they are to attend.
d) Will be advised that they will not be entitled to vote at the meeting.
11. The signed Confidentiality Agreement will be kept electronically with the research
project file and with the minutes for the relevant HREC meeting.

Related internal policies, procedures and guidelines
Procedure111: The SASC/HREC Meetings and Review Process

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conducthuman-research-2007-updated-2018
CAHS HREC Terms of Reference
https://www.cahs.health.wa.gov.au//media/HSPs/CAHS/Documents/Research/EthicsGovernance/HREC_ToR_Sept2016.pdf
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113 - Resubmission of a previously reviewed research application.

PROCEDURE - 113
113 - Resubmission of a previously reviewed research application.
To describe the process of submission, review and approval of an application that was not
granted approval upon initial review.
Scope (Staff):

All researchers requiring a resubmission of a research project to SASC
or HREC

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patients, patient information and/or CAHS facilities.

Aim
To provide researchers with information about projects that is required to be resubmitted to
the Scientific Advisory Safety Committee (SASC) or CAHS HREC for reconsideration.

Background
This SOP is written in accordance with Sections 5.2.14 to 5.2.16 of the National
Statement, regarding communication with researchers.

Risk
•

Non-compliance with CAHS research policy and procedures.

Procedure
1. If a research application has been reviewed by SASC or HREC and has not
been granted approval, an e-mail from the HREC office will be sent to the
researcher notifying them of the Committee's decision. This letter will outline the
issues that the Committee identified during its review and request the researcher
to address these issued and have the application resubmitted for further
consideration.
2. Upon receipt of this e-mail the researcher has two options:
a) The researcher can make the changes requested by the Committee. Once
the changes have been made, the researcher is required to submit the
amended documentation to the HREC office by the relevant submission date
for the next round of meetings.
b) If the researcher has an objection to one or more of the requested changes
they are able to submit these objections in a covering letter to the Committee
with
sufficient
justification
for
disregarding
the
Committee’s
recommendations, along with any amended paperwork to the HREC office
on or before the submission deadline for review at the upcoming meeting.
The Committee may invite the researcher to attend the meeting to discuss
these objections.
3. Once received by the HREC office, the resubmitted application will be circulated
to the Committee members with the rest of the papers for the next Committee
meeting.
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4. Resubmitted applications are the first applications reviewed in any Committee
meeting.
5. The Committee will review the resubmission and ensure the requested changes
have been made.
6. In the case of a researcher raising objection to the Committee’s requests, the
Committee will decide on the validity of the objections. If the Investigator has
been invited to attend the meeting then the researcher will be asked to answer
questions and discuss the objections they have to the requested changes. The
researcher is required to leave the meeting prior to the Committee making its
decision.
7. The arrival and departure of the researcher will be minuted and they will not be
present during discussions regarding any application other than their own.
8. If the Committee approves the resubmission then the application can progress
to the HREC (from SASC) or the approval letter can be issued (in the case of
HREC) for the signature of the Executive Director Medical Services on behalf of
the Child and Adolescent Health Service.
9. If the Committee has not recommended approval then the process outlined
above is repeated. This will continue until the Committee and the researcher
come to an agreement and the HREC approves the application or the
researcher withdraws the application.

Related internal policies, procedures and guidelines
Procedure111: The SASC/HREC Meetings and Review Process

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
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114 - Minutes of the meeting

PROCEDURE – 114
114 - Minutes of the meeting
To describe the requirements and procedures governing the minuting of Committee
meetings.
Scope (Staff):

All researchers requiring a submission of a research project to SASC
and HREC

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patients, patient information and/or CAHS facilities.

Aim
To provide information regarding the requirements and procedures governing the minuting
of Committee meetings.

Background
This SOP is in accordance with Section 5.1.37 of the National Statement and the for the
HREC and SASC.

Risk
•

Non-compliance with CAHS research policy and procedures.

Procedure
1. It is the responsibility of the Administrative Officer of the HREC to prepare the draft
minutes of the Committee meetings. These minutes will be checked by the Chair to
ensure they accurately reflect both the discussions at the meeting and the decisions
made by the Committee.
2. The minutes of the meeting will document at a minimum, the:
a) research application registration number;
b) title of project;
c) documentation submitted;
d) date of approval or conditional approval;
e) terms and conditions, if any, of approval of the project;
f) any consideration of a request for waiver of consent
g) the relevance, if any, of the Guidelines Under Section 95 and Section 95A of the
Privacy Act 1988.
3. The Minutes of the meeting will record if a Required Member was not present and
whether a delegate/alternate was present and/or if the absent member provided
written comments.
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4. The minutes will be circulated as part of the paperwork for the next Committee
meeting for ratification
5. The minutes of the SASC meeting will be included in the agenda papers for the
following HREC meeting.

Related internal policies, procedures and guidelines (if required)
Procedure111: The SASC/HREC Meetings and Review Process
Procedure 105: Addressing section 95A of the Privacy Act (1988)
Procedure 106: Addressing section 95 of the Privacy Act (1988)

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conducthuman-research-2007-updated-2018
NHMRC – Guidelines approved under section 95 of the privacy act (1988)
https://www.nhmrc.gov.au/about-us/publications/guidelines-under-section-95-privacy-act1988
NHMRC – Guidelines approved under section 95a of the privacy act (1988)
https://www.nhmrc.gov.au/about-us/publications/guidelines-approved-under-section-95aprivacy-act-1988
NHMRC – Determining whether the S95A guidelines apply
https://www.nhmrc.gov.au/sites/default/files/documents/attachments/Flowchart-s95aGuidelines.pdf
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115 - Deputy HREC Chairperson/ SASC Chairperson

PROCEDURE – 115
115 - Deputy HREC Chairman / SASC Chairperson
To describe the role of the Deputy HREC Chair/SASC Chairperson in the review and
approval process.
Scope (Staff):

All researchers requiring a submission of a research project to SASC
and HREC

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patients, patient information and/or CAHS facilities.

Aim
To describe the role of the Deputy HREC Chair /SASC Chair in the review and approval
process.

Background
The CAHS HREC meets 11 times a year. Due to the associated administrative tasks of
research approval, the HREC has delegated certain duties to the position of Deputy HREC
Chair/SASC Chair.

Risk
•

Non-compliance with CAHS research policy and procedures

Key Notes
•

The Terms of Reference of the CAHS HREC outline the duties of the Deputy HREC
Chair. The Terms of Reference of the SASC outline the duties of the SASC Chair.

•

The duties of the Deputy HREC Chair/SASC Chair are outlined in a letter of
appointment signed by the Executive Director of Medical Services and given to the
person nominated as the Deputy HREC Chair with a copy kept in the HREC office.
The Deputy HREC Chair must be employed by CAHS.

•

The HREC can assign, during a meeting, the responsibility of reviewing any
requested changes to an application (and its documents) to the Deputy HREC Chair
or SASC Chair.

•

After review by the SASC, the Deputy HREC Chair and or/SASC Chair is
delegated the responsibility of approving administrative and substantial
amendments, annual reports/final reports and SAE/SUSAR reports for projects
approved by the CAHS HREC. In the absence of the Deputy HREC Chair/SASC
Chair there may be further delegation to the Deputy SASC Chair, if considered
appropriate, to cover short term absence.

•

The Deputy HREC Chair/SASC Chair (or their delegate) has the discretionary
power to recommend amendments or reports for a full HREC review.
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Related internal policies, procedures and guidelines
Procedure111: The SASC/HREC Meetings and Review Process

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conducthuman-research-2007-updated-2018
CAHS HREC Terms of Reference
https://www.cahs.health.wa.gov.au//media/HSPs/CAHS/Documents/Research/EthicsGovernance/HREC_ToR_Sept2016.pdf
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116 - Researcher attendance at HREC meetings

PROCEDURE – 116
116 - Researcher attendance at HREC meetings
To describe the process for having researchers attend CAHS HREC meetings
Scope (Staff):

All researchers requiring a submission of a research project to HREC.

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patients, patient information and/or CAHS facilities.

Aim

To describe the process for having researchers attend CAHS HREC meetings.

Background
This SOP is written in accordance with Section 5.2.15 of the National Statement.

Risk
•

Non-compliance with CAHS research policy and procedures.

Key Notes

When written, electronic or telephone communication between researchers and the HREC
office is unable to resolve issues with a research application or; where the HREC requires
more information from a researcher to be able to make a decision regarding an
application, the researcher may be invited to attend a HREC meeting.

Process
1. When attending a HREC meeting, the researcher is asked to answer the Committee’s
questions and/or address the concerns members may have with the proposed conduct
of the research.
2. Once the Committee has had its questions answered, the researcher will be requested
to leave the meeting room before the Committee makes their deliberation and
proceeds with the rest of the meeting.
3. The invited researcher will be notified of the outcome of the meeting in the same
manner as any researcher of research reviewed at that meeting.

Related internal policies, procedures and guidelines
Procedure111: The SASC/HREC Meetings and Review Process
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Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conducthuman-research-2007-updated-2018
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117 - CAHS HREC approval

PROCEDURE - 117
117 - CAHS HREC approval
To describe the process of issuing a letter of ethical approval to conduct a project
Scope (Staff):

All researchers submitting either a new research application or
amendment for review

Scope (Area):

Child and Adolescent Health Service and external institutes undertaking
research with CAHS patients, patient samples or information.

Aim
To describe the process of issuing a letter of ethical approval to conduct a project from the
CAHS HREC.

Background
The HREC and the Scientific Advisory Safety Committee (SASC) are the bodies
responsible for reviewing a research project in accordance with the National Health and
Medical Research Council’s (NHMRC) National Statement on the Ethical Conduct in
Human Research (the National Statement). The HREC grants ethical approval to conduct
research.

Key Points
Risk
•

Non-compliance with CAHS research policy and procedures.

Procedure
1. Once any changes required by the HREC and/or SASC have been made to project
documentation and the HREC has determined that the project can be approved a
HREC approval letter will be generated by the HREC Office.
2. The letter will include the following information:
a) The RGS number as issued to the project workspace by the RGS
b) Name of the Co-ordinating Principal Investigator (CPI) and their department
c) Study title
d) Date of the meeting at which the project was approved
e) A listing of all approved study documents
f) Approval expiry date
g) A listing of all approved public health participating site(s)
h) Advice that this letter constitutes ethical approval only. And, that the project
cannot proceed at any site until separate site authorisation has been
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obtained from the Chief Executive or Delegate of the site under whose
auspices the research will be conducted.
i) Any references or text required by the NHMRC’s National Statement on the
Ethical Conduct in Human Research including but not limited to:
j) “The above research project meets the requirements of the National
Statement on Ethical Conduct in Human Research ﴾2007﴿ and ethical
approval for this research project has been granted by Child and Adolescent
Health Service HREC.”
3. The HREC terms of approval will be attached to the letter to outline the researcher’s
responsibilities and obligations
4. The letter will be signed by the Executive Director Medical Services or their delegate on
behalf of the HREC
5. For a multi-centre research project, where the CAHS HREC is acting as the Lead
HREC, the approval letter can be provided to other sites as evidence of approval from
the CAHS HREC.
6. Once the application has received approval from the HREC, a HREC approval letter,
will be sent to the CPI and their delegate via the RGS.

Related internal policies, procedures and guidelines (if required)
Procedure 101: Submission of a research application to the HREC

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
Research Governance Service
https://rgs.health.wa.gov.au/Pages/Research-Governance-Framework.aspx
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201 - Research governance review process

PROCEDURE - 201
201 - Research governance review process
Outlines the process of an independent systematic evaluation of a research project by
research governance office.
Scope (Staff):

All researchers wishing to undertake research within CAHS

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patients, patient information and/or CAHS facilities.

Aim
To ensure all applicable research is captured, reviewed and approved by CAHS prior to
project commencement.

Background
Prior to 2017, the approval for research projects under CAHS was submitted through email
or mail and included a WA Health governance form (either Site Specific Assessment or
Access Request form). In 2017 the RGS was introduced by the DoH and this system has
overridden previous procedures. For all research governance approvals, site authorisation
forms and supporting documentation must be submitted using RGS. Site approval cannot
be finalised until the project has been approved by a WA Health or NHMRC certified Lead
HREC.

Risk
•

Non-compliance with CAHS research policy and procedures

Key Points
Upon approval of a project workspace in RGS a RGS number is generated and will be
used to identify the corresponding research project. This number must be included in all
correspondence to Research Governance Office (RGO) regarding the research and will be
quoted on all correspondence from the RGO and CAHS.
The RGO is required to ensure that researchers are aware of and compliant with relevant
laws, policies and codes of conduct.
As well as scientific and ethical review by an approving HREC, the research protocol is
also reviewed by the RGO in detail. This is to ensure that the research activities described
in the protocol are adequately communicated in the other project documents and all
project tasks and CAHS resources to be utilised are accurately reflected in the Site
Specific Assessment (SSA)/Budget forms or Access Request form (ARF) section of the
RGS application. This information is to be communicated to each participant through the
Participant Information and Consent Form (PICF).
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Process/Procedure
1. Researchers must register for RGS access using the “New User Sign Up”
accessible on the RGS website (refer to link below).
2. Once both RGS access and subsequent project workspace approval have been
granted, researchers must complete a RGS submission (made up of Ethics and
site authorisation components for each project), including the provision of
requested information (see CAHS Ethics and Governance website for
submission
requirements:
https://cahs.health.wa.gov.au/en/Research/Forresearchers/Ethics-and-governance-approval) The site Principal Investigator (PI)
or their delegate is responsible for submitting the site authorisation application in
RGS, while the Coordinating Principal Investigator (CPI) or delegate is
responsible for the submission of the ethics application.
3. Once a completed application has been submitted, the RGO will assess it to
ensure that all required documentation has been submitted and the application
is complete (occurs at validation stage in RGS). Incomplete submissions cannot
be fully reviewed until the missing/completed documentation is received.
4. In order to complete a full assessment of the project, RGO staff will review and
assess the following:
a) Site Specific Assessment (SSA)/Budget forms or Access Request form
(ARF) (completed as forms in RGS)
b) Protocol *
c) Participant information sheet and consent form **
d) Any other recruitment materials such as posters, brochures etc **
e) Other project documents such as surveys, questionnaires, diaries etc **
* Uploaded as document in RGS, under Ethical Approval
** for multicentre projects the HREC approved master versions of these documents
will be uploaded as documents in RGS (under Ethical Approval) and the site
specific versions uploaded as documents in RGS (under Site authorisation).
And where applicable (uploaded as documents in RGS, under Site authorisation):
d) Draft Clinical Trial Research Agreement (CTRA)
e) Draft Indemnity form
f) Insurance Certificate (and policy wording if provided)
g) Student Research and Confidentiality Declaration (for investigators who are
students and utilising project data as part of a higher degree, including WA
Health staff).
5. In addition to the above requirements, for projects that are reviewed by a non-CAHS
HREC and include a clinical intervention, a checklist for management of adverse
events should be included in the application. This document is available on the
CAHS website.
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6. When a HREC has approved a project and the RGO has recommended approval a
request for site authorisation will be forwarded in RGS to the CAHS Chief Executive
(or Delegate – currently Executive Director Medical Services) – to approve the
project and sign the approval letter. Where applicable the CE Delegate will also sign
the CTRA and Indemnity form. For multicentre research the site authorisation
approval letter will list the site specific documents that are approved for use at the
CAHS site(s).
7. The PI (and delegate) will be notified via RGS when site approval has been
finalised and will have access to a signed copy of the approval letter, together with
a copy of the signed CTRA and Indemnity if applicable. Original signed copies can
also be provided.

Related internal policies, procedures and guidelines (if required)
Procedure 101 Submission of a research application to the HREC
Procedure 205 Clinical Trials Notifications (CTN) & Clinical Trials Exemption (CTX)
Procedure 206 Clinical Trial Research Agreements (CTRA)
Procedure 207 Medicines Australia form of indemnity for clinical trials
Procedure 208 Intellectual property and research studies
Procedure 209 Insurance and research studies
Procedure 203 Site Specific Assessment form (SSA) and Budget forms
Procedure 204 Access request form

Useful resources (including related forms)
CAHS Research Governance process
https://cahs.health.wa.gov.au/Research/For-researchers/Ethics-and-governance-approval
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conducthuman-research-2007-updated-2018
Department of Health – RGS Sign up https://rgs.health.wa.gov.au/Pages/RequestAccess.aspx
Department of Health – Welcome to the RGS
https://rgs.health.wa.gov.au/Pages/Home.aspx
Therapeutic Goods Administration (TGA) - Note for Guidance on Good Clinical Practice:
https://www.tga.gov.au/sites/default/files/ich13595an.pdf
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Australian Code for the Responsible Conduct of Research
https://www.nhmrc.gov.au/about-us/publications/australian-code-responsible-conductresearch-2007
WA Health Research Governance Policy and Procedures
https://ww2.health.wa.gov.au/About-us/Policy-frameworks/Research/Mandatoryrequirements/WA-Health-Research-Governance-Policy-and-Procedures
WADOH – RGS Document templates (including CTRA, Indemnity)
https://rgs.health.wa.gov.au/Pages/Document-Templates.aspx
Medicines Australia - Clinical Trials
https://medicinesaustralia.com.au/policy/clinical-trials/
Australian Clinical Trials Handbook
https://www.tga.gov.au/publication/australian-clinical-trial-handbook
Government of Western Australia Intellectual Property Policy and Best Practice Guidelines
https://www.commerce.wa.gov.au/sites/default/files/atoms/files/wa_governmentip_policy20
15.pdf
Radiation Safety Act 1975 (WA)
https://www.legislation.wa.gov.au/legislation/statutes.nsf/main_mrtitle_784_homepage.html

Working with Children Checks
https://workingwithchildren.wa.gov.au
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202 - Research governance review process for multi-centre projects
(with non-CAHS HREC)

PROCEDURE - 202
202 - Research governance review process for multi-centre projects (with non-CAHS
HREC)
Outlines the process of the site evaluation of a multi-centre research project that has
received ethical approval from a NHMRC certified Lead HREC.
Scope (Staff):

All researchers wishing to undertake research within the Child and
Adolescent Health Service (CAHS) whose project has been approved by
a non-CAHS, NHMRC certified HREC.

Scope (Area):

CAHS and external institutes utilising CAHS patients, patient information
or CAHS facilities.

Aim
To ensure all applicable research is captured, reviewed and approved by CAHS prior to
project commencement.

Background
Prior to 2017, the approval for research projects within CAHS was submitted through email
or mail using a CAHS governance form and required approval by the CAHS HREC. In
2017 the RGS was introduced by the DoH and all submissions are now made via RGS –
an online system. From August 2017 multi-centre projects to be undertaken at CAHS are
only required to have ethical review from a single NHMRC certified Lead HREC. For all
single and multi-centre projects, a site authorisation application (for research governance
review and site approval) must be submitted using the online system.

Risk
•

Non-compliance with CAHS research policy and procedures

•

Delay or rejection of project approval by CAHS.

Key Points
Any project that is to be undertaken within CAHS must be submitted via the RGS. The WA
Specific Module (to accompany the HREA for the HREC application) must be completed in
RGS and forms part of the application submitted to the reviewing HREC. Once the project
has received ethical approval all HREC approved documents and approval letters are
provided to the RGO to undertake the site authorisation review. HREC approval from an
external lead HREC will not be accepted if the WASM has not been reviewed as part of
the HREC submission.
The RGO review will follow the same process as for any project (see Procedure 201).
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Process/Procedure
1. A project workspace approval must be requested from the CAHS RGO prior to
HREC approval for the project being sought.
2. The WA Specific Module (WASM) is completed in the Ethics approval section of
the workspace and submitted to the reviewing HREC by the researcher as part
of the ethics application. This can be printed from RGS and submitted as a PDF
document.
3. If the project has already been approved by a NHMRC certified HREC then an
amendment to include one of the CAHS sites will require approval by the
reviewing HREC. Such an amendment application must include the WASM
(generated in the RGS) for review by the approving HREC.
4. Once the HREC has approved the project, including the relevant CAHS site(s),
the approved protocol, Master information and consent forms, other HREC
approved documents and the HREC approval letter should be uploaded to the
Ethics approval section of the RGS project workspace and submitted to the
RGO.
5. The site authorisation forms (Site Specific Assessment and Budget forms) are
then completed, as for any project to be undertaken within CAHS. Once
complete these are submitted to the RGO together with any site specific
documents eg. site versions of the information and consent forms (based on the
Master versions approved by the HREC). All site specific documents should be
submitted in the site authorisation section of the RGS project workspace.
6. Site specific documents based on HREC approved Masters should ensure that
the version control is clearly outlined in the footer of the document – include the
site specific version no. and date ‘based on Master version # date’.
7. The research governance review will then follow the usual process.

Related internal policies, procedures and guidelines (if required)
Procedure 201: Research Governance review process
Procedure 203: Site Specific Assessment and Budget form
Procedure 204: Access request form

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conducthuman-research-2007-updated-2018
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RGS – Multi-centre Research
https://rgs.health.wa.gov.au/Pages/Multi-centre-Research.aspx
WA Health Research Governance Policy and Procedures
https://ww2.health.wa.gov.au/About-us/Policy-frameworks/Research/Mandatoryrequirements/WA-Health-Research-Governance-Policy-and-Procedures
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203 - Site Specific Assessment (SSA) and Budget forms

PROCEDURE - 203
203 - Site Specific Assessment (SSA) and Budget forms
Outlines the functions and review process of the Site Specific Assessment and Budget
Forms by the Research Governance Office (RGO)
Scope (Staff):

All researchers wishing to undertake research within CAHS

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patient and patient information and CAHS facilities.

Aim
Outline the functions and review process of the forms required for research utilising CAHS
patients, patient information as well as staff and/or facilities.

Background
The Site Specific Assessment (SSA) and Budget forms are the documents within the RGS
that ensure that all CAHS Departments that are required to provide a service for a
research study have been informed of the protocol requirements and agree to participate
(including any necessary funding or support to be provided). The SSA and Budget forms
are confirmation of this approval.

Risk
•

Potential underestimation of costs of research.

•

Potential for CAHS departments having no knowledge of research that involves or
impacts their department.

•

Non-compliance with CAHS research policy and procedures

Key Points
Researchers should be aware that the completion of the SSA and Budget forms may take
some time and so should commence the process as soon as possible. More time will be
required where multiple Departments need to sign off and where the study involves
radiation exposure, possible dosimetry assessment and Radiological Council approval.

Process/Procedure
1. In the Site Authorisation section of the RGS project workspace researchers must draft
both a SSA and Budget form (much of the information for the former will populate from
the information already entered in the Project Details). It is the responsibility and the
role of the site Principal Investigator (PI) or their delegate (as roles specified in the
RGS) to submit the site authorisation application to the Research Governance Office
(RGO) in RGS. Advice regarding the completion of these forms can be found in the
RGS
Help
Wiki
or
contacting
CAHS
Research
Support
CAHS.ResearchSupport@health.wa.gov.au.
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2. In the Budget form the main CAHS department (where the PI is based or where the
majority of project activities will occur) will be nominated as the ‘Research’ department
while other departments will be nominated as ‘Support’ departments. All applications
should include a Research department. Once details of the project activity are
completed for a department it is recommended the researcher contact the head of
department to discuss the project with them and advise that they would receive an
invitation within RGS to authorise the department’s involvement in the project.
Researchers must give the authorisers of the relevant departments sufficient time to
read through the study information to
2.1. assess the feasibility of delivering services,
2.2. assess any additional costs incurred to their department for services,
2.3. determine the impact on their department,
2.4. document in the Budget form any funding or other support required, and
2.5. confirm their ability to participate by authorising the Budget form within RGS.
3. Three categories will automatically appear within the ‘Research’ department table of
the Budget form (are all Project specific costs):
3.1. Clinical services – An overhead charge of 25% will be levied on commercially
funded research, 10% for non-commercial funders not listed with the Australian
Charities or Not for Profit Commission (ACNC). No overhead charge will be
levied for funders listed with the ACNC.
3.2. Ethics approval – Ethics review; While the cost is the same for all projects (refer
to fees in SOP 501 or CAHS website) the sponsor for commercially funded
projects is listed as the funder in the relevant Budget form column. For noncommercial projects the CAHS Executive funds the fees as in-kind support,
which is reflected in the relevant Budget column. The relevant sponsor name or
the CAHS Executive need to be listed under Governance Information section 7 of
the Project Details for them to be included in the Budget form.
3.3. Site specific assessment – Site process and review; As for Ethics approval
(section 3.2 above).
4. It should be noted that where the Head of Department is an investigator on the project
they are not able to authorise the department on the Budget form. In such instances
the relevant Divisional Director should be invited to authorise that department.
5. Once the Budget form is drafted and the heads of department have been invited and
authorised the relevant section of the Budget form the SSA form should be completed.
The SSA form consists of several sections
5.1. Project and investigator details;
5.2. Funding: The study team needs to provide details of the source of the funding for
the research study as well as who will be managing these funds. Details of the
relevant CAHS cost centre should also be provided (if applicable).
5.3. Agreement, intellectual property, insurance and indemnity details (if applicable);
5.4. Business Manager to sign in section 18.1. This is mandatory.
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5.5. Divisional Director to sign in section 18.1. This is mandatory unless the Divisional
Director has signed the Budget form (where the Head of Department is an
investigator).
5.6. CAHS Investigator Responsibilities (section 18.2) – CAHS Investigator is to read
the declaration and sign. This is mandatory.
6. The SSA and Budget forms ensure that the PI, Head/s of Department, Business
Manager and the Divisional Director under whose auspices the research is taking place
have all signed to show they understand the financial, human resource, logistical and
other resource implications a particular project will have upon their Departments. The
Business Manager and Divisional Director will not sign the SSA form until all
signatures, have been obtained in the Budget form – ensure the Budget form is
complete prior to inviting these personnel to sign the SSA in the RGS.
7. The RGO will review all the required documents in the research application and
determine that each Department that is required to be involved in the project has been
identified, approached and given approval for the use of their resources by way of
signing the Budget form. If a research application utilises the services of a Department,
even if it is considered ‘standard of care’ by the researcher, the researcher must still
contact the Head of Department to discuss the research requirements and obtain signoff. The same should occur if the researcher intends to recruit participants from a
particular department eg. Emergency.
8. It should be noted that all research applications that involve the use of a
pharmaceutical or device for delivery of a pharmaceutical (or both) must obtain sign off
from Pharmacy. Pharmacy must be responsible for the handling of all Investigational
Medicinal Products (IMP) and associated devices. In exceptional circumstances where
it is not possible for pharmacy to manage the IMP (for example standard medications
administered in operating theatres as part of a research protocol), the researcher
should ensure that they have liaised with Pharmacy regarding the project. Confirmation
within the Budget form by the Clinical Trials pharmacist is required to indicate they
have reviewed and approved the handling procedures for management and
documentation of IMP by the PI.
9. If there is uncertainty whether a Department needs to sign off for a particular project,
the researcher should contact the Department or the RGO to discuss.

Related internal policies, procedures and guidelines (if required)
Procedure 303: Schedule of Fees

Useful resources (including related forms)
Department of Health - RGS Video Training Series
https://rgs.health.wa.gov.au/rgshelp/Pages/User-Videos.aspx
RGS Help Wiki – User Guides
https://rgs.health.wa.gov.au/rgshelp/Pages/User-Guides.aspx
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WA Health Research Governance Policy & Procedures
https://ww2.health.wa.gov.au/~/media/Files/Corporate/Policy%20Frameworks/Research/P
olicy/WA%20Health%20Research%20Governance%20Policy%20and%20Procedures/OD
411-WA-Health-Research-Governance-Policy-and-Procedures.pdf
HREC fees
https://ww2.health.wa.gov.au/~/media/Files/Corporate/general%20documents/CAHS/Hum
an%20research%20ethics/HREC_Feestructure_Jul2018.pdf
RGO fees
https://ww2.health.wa.gov.au/~/media/Files/Corporate/general%20documents/CAHS/Hum
an%20research%20ethics/GovernanceFeestructure_Jul2018.pdf
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204 - Access request form

PROCEDURE - 204
204 - Access request form
Outlines the functions and review process of the online Access Request Form (ARF) by
Research Governance Office (RGO)
Scope (Staff):

All researchers wishing to undertake research within CAHS.

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patient information or samples, or recruiting CAHS patients/staff.

Aim
Outlines the functions and review process of accessing CAHS patients, information or
patient samples for research use.

Background
The WA Health Access Request Form (ARF) is a form within the RGS which allows for the
governance review of single-centre and multi-centre research projects, irrespective of risk,
that require support from a Health Service Provider (HSP) in the form of access to
participants, tissue or data, but does not involve the conduct of research at the site under
the control of that HSP.

Risk
•

Non-compliance with CAHS research policy and procedures.

Key Points
The ARF must be completed for all the sites (single or multiple) requiring access for the
research within the jurisdiction of a HSP.
Examples of such projects are:
•

Participant recruitment through posters, leaflets, handouts and letter of invitation
(but not recruitment through direct contact with potential participants or enrolment);

•

Distribution of surveys and questionnaires through staff of CAHS (but not collation
and analysis of responses at CAHS);

•

Access to data or tissue held at CAHS (but not processing or analysis at CAHS).

Process/Procedure
1. The documents to be uploaded with the ARF are:
a) Evidence of approval from a recognised HREC (a WA Health or NHMRC
certified HREC);
b) A copy of the HREA (if the project has been approved by a NHMRC certified
HREC);
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c) A copy of all documents to be distributed through CAHS sites (eg. posters,
recruitment letter (on research site letterhead) or surveys);
2. The ARF should be complete on submission in RGS for RGO staff to commence
review of the application. If this form is not completed satisfactorily or is not
accompanied by the required documentation the researcher will be asked to provide
further information. Assistance regarding the completion of the ARF can be found on
the RGS Help Wiki – User Guides.
3. The ARF consists of several sections
a) Project Details
b) Research personnel details
c) Details of requested access (including confirmation of support)
d) Declaration by all responsible Principal Investigators
4. RGO staff will review the application and determine if all the required documentation
has been submitted. It will also ensure that each CAHS Department that has been
asked to provide access to participants, data or tissue has been identified, approached
and agreed (as evidenced by sign off in section 3.2 of the ARF).
5. If there is uncertainty as to whether a Department needs to provide confirmation for
access, the investigator should contact the Department or RGO staff to discuss.
6. Once the RGO review is complete and all requirements are met, a recommendation will
be made to the CAHS Executive to approve the access requested.

Related internal policies, procedures and guidelines (if required)
Procedure 203: Site Specific Assessment (SSA) and Budget forms

Useful resources (including related forms)
Department of Health - RGS Video Training Series
https://rgs.health.wa.gov.au/rgshelp/Pages/User-Videos.aspx
RGS Help Wiki – User Guides
https://rgs.health.wa.gov.au/rgshelp/Pages/Authorise%20a%20Form.aspx
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205 - Clinical trials notifications (CTN) & clinical trials exemptions (CTX)

PROCEDURE - 205
205 - Clinical trials notifications (CTN) & clinical trials exemptions (CTX)
Outlines the requirements for conducting clinical trials under the CTN/CTX Scheme.
Scope (Staff):

All researchers whose research involves the use of a medication or
device that is not registered with the TGA or is to be used outside its
registered indications.

Scope (Area):

Child and Adolescent Health Service and external institutes undertaking
research within CAHS or utilising CAHS patients in research.

Aim
Background
The Therapeutic Goods Administration (TGA) is the organisation in Australia which is
responsible for the regulation of therapeutic goods (medications and devices). The TGA
administers two schemes under which clinical trials involving therapeutic goods may be
conducted - The Clinical Trial Notification (CTN) Scheme and the Clinical Trial Exemption
(CTX) Scheme. While the former is a notification to the TGA of a project taking place with
approval from a HREC and the site, the latter is an approval process in which the TGA
evaluates the project in place of the HREC.

Risk
•

Non-compliance with CAHS research policy and procedures.

Key Points
A notification or application to the TGA is required for all clinical investigational use of a
product in Australia, where that use involves:
•

a product not entered on the Australian Register of Therapeutic Goods, including
any new formulation of an existing product or any new route of administration; or

•

the use of a registered or listed product outside the conditions of its marketing
approval.

Process/Procedure - CTN
1. For projects being conducted under a CTN, all material relating to the proposed trial is
submitted via RGS for approval in the usual way (by a HREC and CAHS site).
2. For investigator initiated or collaborative group projects where CAHS is the sponsor the
researcher should draft the CTN in the online TGA Business Services site.
Researchers requiring drafter access to the TGA online system and the details to be
included in the CTN form should contact the CAHS RGO.
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3. Once such projects have received HREC approval and the governance review is
completed the RGO will submit the CTN to the TGA. A CTN invoice ($380 as at 1 July
2020) will be generated by the TGA which will be sent to the RGO who will forward to
the project team to organise payment. On receipt of payment the TGA will process the
CTN and once this is complete the RGO who will finalise the site authorisation
approval.
4. For commercial projects or when the project is sponsored by an external entity (eg.
Collaborative Research Group) the sponsor will submit the CTN once HREC and
institutional approval for the project has been provided. The project team should
ensure the CTN ID should is included in the RGS Project Details.

Process/Procedure – CTX
1. Any researchers considering conducting a trial under the CTX scheme must contact
the HREC office in the first instance.
2. The investigator will then submit all trial material to the TGA for evaluation, together
with the necessary fee payment. A site authorisation application should be made to the
RGO once the TGA has approved the use of the investigational product.
3. A CTX trial cannot commence until the TGA written approval has been received by
CAHS and the site authorisation is granted.

Useful resources (including related forms)
TGA Clinical Trials information www.tga.gov.au/clinical-trials
TGA CTN form - User Guide www.tga.gov.au/publication/clinical-trial-notification-ctn-formuser-guide
TGA CTN/CTX fees www.tga.gov.au/book-page/clinical-trials-2
CAHS Ethics & Governance
https://cahs.health.wa.gov.au/Research/For-researchers/Ethics-and-governance-approval
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206 - Clinical Trial Research Agreements (CTRA)

PROCEDURE – 206
206 - Clinical Trial Research Agreements (CTRA)
Outlines the process for administrative review of the CTRA.
Scope (Staff):

All researchers wishing to undertake research within Child and
Adolescent Health Service (CAHS) that involves an external entity.

Scope (Area):

CAHS and external institutes undertaking research with CAHS patients
or patient samples or information or utilising CAHS facilities.

Aim
The Clinical Trial Research Agreement (CTRA) is a legally binding contract between two
or more parties that establishes the respective responsibilities and obligations of the
parties conducting the project. Research Governance Office (RGO) review of the CTRA is
essential to ensure the interests of CAHS are protected. It is particularly important for
commercially sponsored studies that the CTRA adequately addresses issues including
insurance, indemnity and intellectual property.

Background
Risk
•

Non-compliance with CAHS research policy and procedures.

Key Points
•

Research involving staff and/or resources under the administration of CAHS is
required to use CTRAs approved by the Legal & Legislative Services (LLS) branch
of the DoH .

•

Prior to submitting a research application for approval, a Commercial Sponsor,
Contract Research Organisation (CRO) or Collaborative Research Group (CRG)
should obtain the appropriate CTRA template.

•

The template agreements (see under ‘Document Templates’ in RGS) are:
1. CTRA - Medicines Australia Standard Form – Sponsor only (Form A)
2. CTRA Standard Form – involving a Sponsor and a Contract Research
Organisation (Form B)
3. Clinical Trial Agreement - Collaborative or Cooperative Research Group
(CRG) Studies (Form C)
4. CTRA - Medicines Australia Form - Contract Research Organisation acting
as the Local Sponsor (Form D)
5. CTRA – Phase IV Clinical Trial (Form E)
6. CTRA – Phase IV Clinical Trial Form - Contract Research Organisation
acting as the Local Sponsor (Form F)
7. MTAA Standard Clinical Investigation Research Agreement (CIRA)

•

RGO staff can advise researchers on the most appropriate CTRA form for a
particular project.
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•

A number of sponsors and CRGs have negotiated specific CTRAs for use with
CAHS (or other WA Health Services) and the RGO can provide further information
about this to researchers if required.

•

The CAHS legal name for the purposes of a CTRA is:
Child and Adolescent Health Service a body corporate established under
section 32 of the Health Services Act 2016

•

with the CAHS ABN being 37 180 581 224. Beneath the CAHS signatory block the
following should be included:
“for and on behalf of Child and Adolescent Health Service in accordance with
section 41 of the Health Services Act 2016.”

•

Other available Research agreement templates (see under ‘Document Templates’
in RGS) are:
1.
2.
3.
4.
5.

Data Transfer Agreement
Material Transfer Agreement
Funding Agreement
Service Agreement – WA Health providing the service
Service Agreement – WA Health receiving the service

Process/Procedure
1. The RGO will examine the CTRA and determine that the correct details are
included in the document and that these details correspond with information
contained in the application. This includes
a)

The Institution’s legal name (as a party to the CTRA),

b)

The title of the trial,

c)

The Sponsor entity corresponds with the entity name on the indemnity,
CTN and other vital documents,

d)

The funding details outlined in Schedule 2 correspond with the
information provided in the RGS Budget form.

2. The RGO will review the submitted CTRA to ensure it meets the WA Health
Guidelines for Clinical Trial Research Agreements.
3. Where a Sponsor or CRG submits, without amendment, the current version of an
approved CTRA, that document will be accepted by the RGO.
4. If a Sponsor or CRG submits a CTRA containing material changes, the RGO will
need to assess the effect of those changes on the integrity of the CTRA. This may
involve requesting advice from LLS. In such instances the Sponsor/CRG will be
expected to provide an electronic (Word) version of the CTRA to facilitate editing
and tracking changes.
5. Amendments to the CTRA must be set out in a schedule to the agreement and not
in the actual body of the CTRA. Schedule 7 in the Medicines Australia CTRA
(Forms A, B & D) and Schedule 4 of the CRG CTRA (Form C) are used specifically
for this purpose. Sponsors, CROs and CRGs are strongly encouraged to accept
the WA Health approved versions without change. Where changes are requested
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by those parties, they should not seek to substantially amend the CTRA or
introduce provisions that contradict or undermine the intent of the CTRA.
6. For Investigator-initiated clinical trials where funding or other support is provided by
an external party, the RGO must be contacted regarding the type of contract to be
used.
7. By virtue of his or her employment status, the Principal Investigator (PI) cannot be a
party to a CTRA. The CTRA is a legal document between the Institution and the
Sponsor/CRG. The PI can acknowledge, by way of signing, their obligations as set
out in the terms and conditions of the CTRA.
8. Once a CTRA has been reviewed and approved by the RGO and if the Sponsor
wishes to have a signed hard copy document the Sponsor/CRG should send 3-4
complete and signed copies to the RGO for signing (usually one original for the
RGO, one for the study team and one for Sponsor and CRO if required). The
CTRA, along with other relevant approval documentation, is then signed and dated
by a member of the Executive, acting as a delegate of the CAHS Chief Executive.
9. Once signed (with other approval documentation) the CTRA will be given to the site
study personnel for distribution to the Sponsor/CRG as relevant (either as a
scanned copy via RGS or original hard copy according to Sponsor preference).
10. Any subsequent changes to an approved CTRA will be required to be submitted to
the RGO as an amendment for review and approval. A Governance only
Amendment form should accompany a copy of the CTRA amendment. If the
changes are substantial the review may include the involvement of LLS.

Related internal policies, procedures and guidelines (if required)
Procedure 207: Medicines Australia Form of Indemnity for Clinical Trials

Useful resources (including related forms)
Medicines Australia - Clinical Trial Research Agreements
https://medicinesaustralia.com.au/policy/clinical-trials/clinical-trials-research-agreements
RGS Document templates
https://rgs.health.wa.gov.au/Pages/Document-Templates.aspx
WA Health Research Governance Framework https://ww2.health.wa.gov.au/Aboutus/Policy-frameworks/Research
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207 - Medicines Australia Form of Indemnity for Clinical Trials

PROCEDURE - 207
207 - Medicines Australia Form of Indemnity for Clinical Trials
Outlines the process for the administrative review of the Indemnity Form
Scope (Staff):

All researchers wishing to undertake research within the Child and
Adolescent Health Service (CAHS) which requires a clinical trial
research agreement (CTRA).

Scope (Area):

CAHS and external institutes undertaking research which requires a
clinical trial research agreement (CTRA) or utilising the CAHS Human
Research Ethics Committee for review of a commercially funded project.

Aim
In all projects where the following CTRA, including amended versions, are used the
Sponsor and/or the Contract Research Organisation (CRO) must provide indemnity to the
Institution and members of the Responsible HREC against claims arising from the project
on the terms and conditions set out in the relevant Medicines Australia Form of Indemnity
for Clinical Trials:
•
•
•

CTRA - Medicines Australia Standard Form (Form A)
CTRA - Medicines Australia Form - Contract Research Organisation acting as the
Local Sponsor (Form D)
WA CTRA Standard Form B – involving a Sponsor and a Contract Research
Organisation

Risk
•

Non-compliance with CAHS research policy and procedures.

Key Points
Projects conducted under the Clinical Trial Agreement - Collaborative or Cooperative
Research Group (CRG) Studies – Standard Form (Form C) do not require the CRG to
provide the Institution and HREC with an indemnity. If a CRG offers to provide an
indemnity it should be in the form of the Medicines Australia version.
There are two versions of Medicines Australia (MA) Form of Indemnity for Clinical Trials:
1. Standard Form of Indemnity (for use where the Indemnified Party (CAHS) is
providing premises for the conduct of the project and HREC Review, or is
providing premises only)
2. HREC review only (for use where the Indemnified Party (CAHS) is providing
HREC review ONLY of the project)
For the majority of projects, the Standard Form of Indemnity will be submitted. The current
version can be downloaded from the RGS or Medicines Australia.
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As the Form of Indemnity is a legal document, the indemnifying party (e.g. the Sponsor)
must ensure that the correct legal name appears for both ‘the Indemnified Party” and “the
Sponsor”.
Note: the ABN [Australian Business Number] and address are included as part of the legal
name. Researchers are advised to check ABN Lookup for the correct entity names and
ABN.
Prior to submitting these documents to the RGO, researchers are to ensure that all project
details, including the project number and study title are consistent with the study title and
number on the Protocol.
Other details that are to be confirmed on page 1 include identification of the “the Subjects”
and “the Investigator” in paragraph 1.
Depending on the type of CTRA, a signed Form of Indemnity must be provided to each of
the parties to the Agreement.
Where CAHS HREC is the lead HREC for a multicentre project there will be a requirement
for both a Standard Indemnity (for the site) and a HREC review only Indemnity (for the
HREC approval of all sites). The latter should be signed at the time of HREC approval,
while the former will be reviewed as part of the RGO review.

Process/Procedure
1. Following submission to the RGO via RGS, the draft Form of Indemnity will be
checked to verify that the details for each party are correct, that “the Subjects” and
“the Principal Investigator” (PI) have been identified in paragraph 1, and that none
of the wording has been altered, deleted or inadvertently omitted when completing
the document details.
2. Any proposed changes to the wording of the Form of Indemnity by any party to the
project, aside from those required above, must be made separate to this document.
Generally this is done in Schedule 3 of the respective CTRA.
3. If the indemnifying party makes any changes to the text of the Form of Indemnity,
the RGO will need to have these reviewed by Legal & Legislative Services (LLS) at
the DoH .
4. Once the Form of Indemnity is in order, a copy signed by the Sponsor and provided
either in hard or electronic copy will be included as part of the documents submitted
for Institutional sign-off. At that time, they will be signed and dated by a member of
the CAHS Executive, acting as a delegate of the CAHS Chief Executive.
5. The RGO will retain an original CAHS signed MA Form of Indemnity. If hard copies
provided by the Sponsor an original Form will be returned to the PI for distribution to
the relevant Sponsor /Contract Research Organisation with the other approval
documentation. A scanned copy will also be attached to the signed site approval
letter sent via RGS.
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Related internal policies, procedures and guidelines (if required)
Procedure 206: Clinical Trial Research Agreements (CTRA)

Useful resources (including related forms)
Medicines Australia - Clinical Trial Research Agreements
https://medicinesaustralia.com.au/policy/clinical-trials/clinical-trials-research-agreements
RGS Document templates
https://rgs.health.wa.gov.au/Pages/Document-Templates.aspx
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208 - Intellectual property and research studies

PROCEDURE – 208
208 - Intellectual property and research studies
Outlines the process for the protection and management of Intellectual Property in
research studies.
Scope (Staff):

All researchers wishing to undertake research within CAHS.

Scope (Area):

Child and Adolescent Health Service and external institutes undertaking
research with CAHS patients or patient samples or information.

Aim
Outlines the process for the protection and management of Intellectual Property in
research studies.

Background
Intellectual Property (IP) is the tangible representation of intellect and creativity, which has
value and is protectable by law. There is wide diversity in the types of IP that are
generated in WA Health. These include new drugs, medical devices, data, software,
teaching and training materials, reports or business processes. In some cases these
products can have actual or potential commercial value, and may require some form of
protection. In WA Health this is generally through Copyright and Patenting.
Copyright refers to a series of rights granted to the author or creator of an original work,
including the right to copy, distribute and adapt the work. Copyright does not protect ideas,
only their expression or fixation. Under the Copyright Act (Commonwealth 1968) copyright
arises upon fixation and does not need to be formally registered.
Patents are applicable to inventions or innovations that potentially lead to new and
improved products or processes. They provide a time-limited monopoly over
commercialisation, and require formal registration procedures, that are complex, costly
and require specialist advice. Care must be taken with respect to documentation, prior use
or public disclosure, and the establishment of ‘first to invent’ status may apply.

Risk
•

Non-compliance with CAHS research policy and procedures.

Key Points
The WA Health Code of Conduct states that staff will “Protect and responsibly manage the
intellectual property developed in, or used by, WA Health. The intellectual property we
create in the course of our employment may remain the property of WA Health”.1
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Process/Procedure
1. When a CAHS employee is involved in a research project that has been approved
by the Institution, the Institution supports this project by providing indemnity and
insurance. If there are reasonable grounds to anticipate that significant IP could be
developed in the study, the employee will be requested to acknowledge the
ownership of this IP by the State of Western Australia, represented by CAHS. The
appropriate form can be obtained from the RGO.
2. CAHS staff must make every effort to identify and acknowledge any third-party IP
that they might use, and avoid any infringement of the IP rights of the other
party(ies). This also applies to material that carries no evident ownership
disclaimers, such as can be downloaded from the internet.
3. The ownership and use of both Background (pre-existing) IP and newly developed
(Project) IP in collaborative research should be specified in written contractual
agreements between the participating parties. These agreements will need to be
approved by the RGO, which may consult with the Research Development Unit
(RDU), DoH . Background and Project IP can, in some circumstances, be assigned
to another party, but only upon specific approval by the RGO, in consultation with
the RDU.
4. Patent protection or commercialisation of CAHS IP must not be undertaken without
prior authorisation and guidance from the RGO which may consult with RDU,
DoHWA.
5. The Medical Research Commercialisation Fund (MRCF) is able to offer WA Health
researchers the opportunity to apply for MRCF funding for early stage development
and commercialisation of intellectual property.
6. The possible benefits to WA Health employees resulting from the commercialisation
of IP are considered in the document: Encouraging Innovation by Government
Employees.
7. Authorship of scientific publications resulting from research projects will be
governed by the guidelines of the International Committee of Medical Journal
Editors. Most scientific, technical and medical publications require that the IP rights
to published articles be assigned to the Journal, although some open-access
publications do not require this.
8. Unless IP assignment is required by the publisher, any publication, whether in print
or electronic form, arising from WA Health activities must carry the copyright
disclaimer available on the DoH IP Management website.
9. Any queries in relation to IP matters in WA Health/CAHS must be directed in the
first instance to the RGO at CAHS. If required these may be then referred to the
RDU.
1

Department of Health - Code of Conduct
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References (if required)
Department of Health - Code of Conduct
https://healthpoint.hdwa.health.wa.gov.au/integrity/codeofconduct/Pages/default.aspx

Useful resources (including related forms)
Department of Health – Intellectual Property
https://ww2.health.wa.gov.au/Health-for/Researchers-and-educators/Intellectual-property
Department of Health - Procedures for the protection and commercialisation of WA Health
IP
https://ww2.health.wa.gov.au/Articles/F_I/IP-Management-in-WA-Health
Government of Western Australia - WA Government IP Policy 2015
https://www.jtsi.wa.gov.au/docs/default-source/default-document-library/industrydevelopment---key-legislation---wa-ip-policy-2015.pdf?sfvrsn=a64e6c1c_2
MCRF - Medical Research Commercialisation Fund
http://www.mrcf.com.au
NHMRC - National principles of IP management for publicly funded research
https://www.nhmrc.gov.au/about-us/resources/national-principles-ip-management-publiclyfunded-research
Department of Health - Code of Conduct
https://healthpoint.hdwa.health.wa.gov.au/integrity/codeofconduct/Pages/default.aspx
Department of Health - Encouraging Innovation by Government Employees

http://www.commerce.wa.gov.au/sites/default/files/atoms/files/encouraging_innovation_by
_government_employees.pdf
International Committee of Medical Journal Editors - Recommendations
http://www.icmje.org/recommendations
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209 - Insurance and research studies

PROCEDURE - 209
209 - Insurance and research studies
Outlines the process of review of insurance provisions provided for a research project by
the RGO
Scope (Staff):

All researchers wishing to undertake research within CAHS

Scope (Area):

Child and Adolescent Health Service and external institutes utilising
CAHS patient and patient information and CAHS facilities.

Aim
To ensure the insurance provisions for research are adequate.

Background
Reviewing other parties’ insurance is a risk management strategy which seeks to ensure
that research activities are adequately covered by robust insurance provisions. This not
only protects the interests of WA public hospitals but importantly also protects the interests
of research participants, as well as Sponsors and supporting Clinical Research
Organisations (CROs).

Risk
•

Non-compliance with CAHS research policy and procedures.

Key Points
RiskCover manages the Western Australian Government’s self-insurance arrangements,
which incorporate the WA Health system including research activities. RiskCover protects
public institutions under the legal liability cover and also provides insurance and risk
management advice to its public clients. Where a hospital employed researcher initiates a
research project, the proposal must be reviewed by the RGO, including examination of any
external parties’ insurances. RiskCover provides a support service in scrutiny and advice
regarding these insurances, for consideration by the RGO.
The Clinical Trial Research Agreement (CTRA) stipulates what insurance requirements
must be met.

Process/Procedure
1. Where insurance is required, an insurance certificate at the very least must be provided
with the submission documentation. A full copy of the insurance policy wording is
preferable and research staff are encouraged to request this document from the
Sponsor. The RGO will assess the insurance information provided against the 13
points of insurance that have been outlined by RiskCover as the minimum amount of
information that needs to be provided. These are listed in Schedule 4 of the WA
CTRA’s (Forms A, B and D) and are as follows:
1.1. Name and address of the insurer, including its Internet website address.
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1.2. Name and address of the insured. If the insurance extends to other parties relevant
to the agreement, details must be provided. The Institution needs to be satisfied
that the Sponsor is actually an insured under the policy.
1.3. Policy number.
1.4. Period of insurance.
1.5. Class of insurance.
1.6. Sum insured per event including any sub limits.
1.7. Aggregate sum insured.
1.8. If applicable, any excess of loss/umbrella policy information.
1.9. Deductibles/excesses.
1.10.
Whether the policy is constructed on an “occurrence” or “claims made”
wording.
1.11.
Scope of cover. For example, “Legal liability of the insured for death and
bodily injury arising from clinical trials, including products liability risks”. There may
be a need to quote the operative clause of the policy to capture the correct
interpretation.
1.12.
Territorial limits of the policy. It is essential that the policy respond to claims
lodged and processed in an Australian jurisdiction. Notwithstanding that the cover
may apply anywhere in the World, if there are any restrictions on claims in an
Australian jurisdiction, these must be detailed (if an overseas sponsor is providing
insurance, it needs to be clarified that if a claim were to be made that it would not
be required to be heard in a court overseas).
1.13.
Relevant policy exclusions and conditions must be listed and detailed if
appropriate. Exclusions relating to contractual liabilities, specific drugs and
implements may be important (this is important as the RGO has found examples
where the very product being trialled is listed as an exclusion on the insurance
policy, rendering the insurance policy provided for that research study as useless,
leaving WA Health open to a claim).
2. The Institution will review insurance limits with reference to the risks of the project
however the minimum requirements for a sponsor and/or CRO are:
2.1. public liability insurance for the minimum sum insured of AUD $5,000,000 any one
occurrence; and
2.2. liability insurance covering:
2.2.1. clinical trial / product liability (or equivalent) and professional indemnity; and
2.2.2. the contractual obligations of the Sponsor and the CRO contained in the
Agreement,
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I.

without limiting the indemnity obligations of the Sponsor and the CRO
set out in Schedule 3 of the Agreement;

II.

for minimum sum insured of AUD $10,000,000 any one claim and
also in the aggregate during any one twelve (12) month period of
insurance and which does not contain an excess/deductible or self-
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insured retention amount greater than AUD $25,000 for each and
every claim or series of claims arising out of one originating cause.
3. Where the 13 points of insurance information have not been provided, the project team
will be sent a request by the RGO for the balance of information that is to be obtained
from the Sponsor/CRO. Once this information is received by the RGO and deemed to
be in order, then the insurance review is complete.
4. If a CRO is acting as a local sponsor it should be either named as an additional insured
on the sponsor’s insurance policy or provide evidence of its company’s policy.
5. Any employee of an external institution attending site for research purposes (eg. CRO
for site initiation or monitoring visits) should be covered by public liability insurance.
Evidence of such insurance should be provided with the submission documentation.
6. When the RGO receives information regarding insurance that does not comply with
RiskCover’s recommendations or is difficult to understand or analyse, RiskCover will be
contacted for further advice.
7. If a policy has been provided that does not comply with requirements and no further
information/documentation is forthcoming from the sponsor/CRO, then the RGO will
take the information to the CAHS Executive to decide if the trial can proceed based on
the insurance provisions provided.

Related internal policies, procedures and guidelines (if required)
Procedure 206: Clinical trial research agreements (CTRA)
Procedure 207: Medicines Australia Form of Indemnity for Clinical Trials

Useful resources (including related forms)
Medicines Australia - Clinical Trial Research Agreements
https://medicinesaustralia.com.au/policy/clinical-trials/clinical-trials-research-agreements
Insurance Commission of Western Australia – Risk Cover
https://www.icwa.wa.gov.au/riskcover
Australian Prudential Regulation Authority – Register of Institutions authorised to provide
general insurance (including for clinical trials)
https://www.apra.gov.au/register-general-insurance
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210 - Adult Research Participants

Procedure - 210
210 - Adult Research Participants
To explain the process for seeking research approval for a study onsite at CAHS involving
adult participants.
Scope (Staff):

All researchers undertaking research within Child and Adolescent Health
Service (CAHS).

Scope (Area):

CAHS and external institutes undertaking research with CAHS staff,
facilities, patients, patient samples or information.

Aim
To explain the process for seeking research approval for a study involving adult
participants.

Background
As the Child and Adolescent Health Service most research activity will be focused
predominantly on children and adolescents as well as their families. It is expected that
clinicians and associated staff at CAHS conducting research will be appropriately
experienced and/or supervised in appropriate oversight with the paediatric cohort of
participants. However there are additional considerations specific to conducting adult
research in a paediatric facility - as opposed to an adult facility at another WA Health
service.
For research involving adult participants that fall outside the parameters described in this
procedure, Investigators are required to seek support from the CAHS Executive prior to
submitting a research application to CAHS.
It is considered appropriate by the CAHS HREC and Child Health Research and Education
Advisory Council (CHREAC) to support research in adults involving:
•

parents of participants;

•

siblings of participants;

•

adolescent and youth participants up to 25 years of age;

•

ante-natal visits with parents of future participants;

•

healthcare workers / staff participants (e.g. CAHS, Telethon Kids Institute and/or
Universities)

Risk
•

Non-compliance with CAHS research policy and procedures.

Procedure
1. It is the Investigator’s responsibility to ensure all possible risks associated with the
study have been considered, minimised and are appropriately monitored specific to
the adult population.
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2. When the study involves adult participants receiving an intervention, a safety
monitoring plan is required specific to the adult cohort. The plan should include the
following:
a) Details of any Data Safety Monitoring Committee or independent adult clinician
who has the expertise in the research area to review the protocol and monitor
the ongoing safety of the study
b) The procedure to monitor the outcome of the study intervention including:
duration and frequency of monitoring of the intervention throughout the study
period
c) Details of the process to determine whether or not an adult participant should
continue on the study; the contact details of a clinician who is able to authorise
discharge following the interventional activity; and an outline of the information
and resources that will be supplied to study participants on discharge.
d) The Procedure that will be followed if an adverse event occurs while an adult
participant is on site at CAHS.
e) A description of the availability and accessibility of a suitable clinician(s) in the
event of an adverse safety issue.
f) A description of the skills and qualifications of the fully trained staff who will be
managing the study on site at CAHS.
3. Investigators need to establish a separate webPAS clinic code to separate the adult
participants and ensure medical records are not automatically called or created for
this cohort.

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
NHMRC - Safety Monitoring and Reporting in Clinical Trials Involving Therapeutic Goods;
November 2016
https://nhmrc.gov.au/about-us/publications/safety-monitoring-and-reporting-clinical-trialsinvolving-therapeutic-goods

Page 86 of 157

Standard operational procedures for the approval of research

211 - Site approval

PROCEDURE - 211
211 - Site approval
The process of issuing a site approval letter to conduct research
Scope (Staff):

Child and Adolescent Health Service and external institutes undertaking
research with CAHS patients, their samples or information and/or CAHS
facilities

Scope (Area):

Child and Adolescent Health Service and external institutes undertaking
research with CAHS patients, their samples or information and/or CAHS
facilities

Aim
To describe the process of issuing a site approval letter authorising the conduct of a
project

Background
The Research Governance Office (RGO) reviews projects on behalf of the Institution. The
Institution grants approval to conduct research within the sites that are a part of the Child
and Adolescent Health Service (CAHS).

Key Points
Risk
•

Non-compliance with CAHS research policy and procedures.

Procedure
1. After a project has been reviewed and approved by both the Scientific Advisory Safety
Committee (SASC), and the HREC the application for site approval will be reviewed by
the RGO. The RGO will, if appropriate, recommend to the authorised member of the
CAHS Executive that the project be given site approval. Currently the authorised
member of the CAHS Executive is the Executive Director Medical Services (EDMS).
2. When site approval has been granted by the Institution, the Principal Investigator (PI)
will be notified by letter via the RGS that the project has been granted approval. The
project may then commence.
3. The terms of approval will be attached to the site approval letter and these must be
abided by to prevent withdrawal of the approval as stated in SOP 705.
4. All projects approved by CAHS will need to submit annual reports to the RGO. The
Coordinating Principal Investigator (CPI), the PI and their delegate(s) will be sent a
reminder by the RGS via email one (1) month and one (1) week prior to the deadline
for the annual report.
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Related internal policies, procedures and guidelines (if required)
Procedure 201: Research governance review process

Useful resources (including related forms)
Research Governance Service
https://rgs.health.wa.gov.au/Pages/Research-Governance-Framework.aspx
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301 - Expiry of approval

PROCEDURE - 301
301 - Expiry of approval
To explain the administrative process for granting an extension to the approval to conduct
research
Scope (Staff):

Child and Adolescent Health Service and external institutes undertaking
research with CAHS patients, patient samples or information and /or
CAHS facilities.

Scope (Area):

Child and Adolescent Health Service and external institutes undertaking
research with CAHS patients, patient samples or information and/or
CAHS facilities.

Aim
To explain the administrative process for granting an extension to the HREC approval to
conduct research.

Background
CAHS HREC issues approval for a period of 3 years. Institutional approval at CAHS is
valid, once granted, while there is ongoing HREC approval. Approval granted from an
external Lead HREC under NMA may be for a different period of time. It is the
responsibility of the researcher to be aware of any requirements from the approving HREC
for continued approval.

Key Points
•

CAHS HREC, and thus institutional approval is valid for a period of three years, this
can be extended if an acceptable justification is provided to the HREC and the
continuation of the project meets the requirements of the institution.

•

Continued HREC endorsement is conditional on the receipt of annual reports.

•

The HREC has the discretion to recommend immediate suspension or termination
of a project to the institution.

•

The expiry date of HREC approval will be included in the initial HREC approval
letter and in the annual report reminders sent to the Coordinating Principal
Investigator (CPI) and their delegate.

•

The research must not continue beyond the HREC approval expiry date without an
extension being granted.

Risk
•

Cancellation of approval for research projects.

•

Non-compliance with CAHS research policy and procedures.
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Procedure
1. If the research is to continue beyond the HREC approval expiry date given on the
initial approval letter the CPI (or their delegate) must apply for an extension of the
HREC approval. To do this the CPI (or their delegate) must submit an amendment
form to the HREC via the RGS. HREC approval can be extended for up to 3 years
at the discretion of the HREC. This amendment, once approved by the HREC,
should be submitted to CAHS RGO to determine if the continuation of the project
has any implications to the Institution
2. Further extension requests can be submitted after the first request by the same
process. Approval of each extension request will be at the discretion of the HREC.
3. The HREC may set a project specific approval period depending on the level of risk
and complexity of the project.

Related internal policies, procedures and guidelines (if required)
Procedure 117: CAHS HREC Approval
Procedure 211: Site Approval

Useful resources (including related forms)
Research Governance Service
https://rgs.health.wa.gov.au/Pages/Research-Governance-Framework.aspx
RGS User Guide Monitoring – Amendments
https://rgs.health.wa.gov.au/rgshelp/Pages/Amendments.aspx
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302 - Communication with Sponsors

PROCEDURE - 302
302 - Communication with Sponsors
To describe the process of communicating with a research sponsor
Scope (Staff):

Child and Adolescent Health Service and external institutes undertaking
research with CAHS patients, patient samples or information and/or
CAHS facilities.

Scope (Area):

Child and Adolescent Health Service and external institutes undertaking
research with CAHS patients, patient samples or information and/or
CAHS facilities.

Aim
To describe the process of communicating with a research sponsor

Background
Key Points
•

This SOP is written in accordance with Section 5.2.22 of the National Health and
Medical Research Council’s (NHMRC) National Statement on Ethical Conduct in
Human Research (the National Statement).

•

There will be no communication by any members of the HREC or the Scientific
Advisory Safety Committee (SASC) with research sponsors in their capacity as
committee members.

Risk
•

Non-compliance with CAHS research policy and procedures.

Procedure
1. In accordance with the National Statement (Section 5.4.5), if a committee member
is aware of a potential conflict of interest (COI) with a particular sponsored research
application they are required to absent themselves from all discussions about that
project .
2. The HREC will record the COI in accordance with the requirements of the National
Statement (Section 5.4.5) and the WA Health Management of Conflicts of Interest
Policy (Section 2.4(b)).
3. The HREC Office and the secretary will have no correspondence with sponsors. All
correspondence with sponsors will be undertaken by the Research Governance
office.
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Related internal policies, procedures and guidelines (if required)
Procedure 110: Conflicts of Interest: Members of the SASC and HREC

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
WA Health Management of Conflicts of Interest Policy - Effective 11 June 2020
Managing Conflict of Interest Policy and Guidelines
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303 - Schedule of fees

PROCEDURE - 303
303 - Schedule of fees
To notify researchers and industry of the fees that the Child and Adolescent Health
Service (CAHS) charge for research review
Scope (Staff):

All researchers submitting either a new research application or
amendment for review

Scope (Area):

Child and Adolescent Health Service and external institutes undertaking
research with CAHS facilities, patients, patient samples or information.

Aim
To notify researchers of the fees that the CAHS HREC charge for research review

Background
The CAHS HREC and Governance office spend significant amounts of time reviewing
research projects to ensure they are safe, realistic, appropriate for the intended outcome,
and within the requirements of the National Health and Medical Research Council
(NHMRC) guidelines and governance requirements. Fees may be considered in-kind if
there is no external funding or competitive grant funding provided for the research study. If
the research study is commercially funded or initiated, then review fees will be charged. If
the study is not considered to be a commercially funded project but has significant external
funding please contact the governance office to confirm if there will be a fee or if in kind
support will be available.

Key Points
Industry and non-industry submissions of incomplete applications requiring significant
additional administrative workload may be subject to additional fees both for sponsored
and non-sponsored studies.
Substantial amendments that introduce major new aims (i.e. a new primary or secondary
objective) or which introduce major new safety considerations and which require extended
scientific and/or ethical review may attract a higher fee. This includes new sub-studies.
All projects must be submitted via the RGS.

Risk
•

Delay or rejection of project approval by the CAHS HREC

•

Delay or rejection of project approval by CAHS

•

Non-compliance with CAHS research policy and procedures.

Procedure
1. Applications for studies that are fully sponsored by external commercial agencies, e.g.
pharmaceutical companies or other commercial bodies attract a submission fee. Fees
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are payable on submission. Additional fees may be charged for amendments,
particularly those of a substantive nature. .
2. Commercial sponsorship may be financial or in-kind (e.g. provision of drugs or
devices). Fees for in-kind support by commercial agencies may be waived for
research-initiated studies if the following conditions are included in a WA Health
approved clinical trial agreement:
a) The IP arising from the project is not restricted by the commercial agency
b) The data arising from the project is not provided to the commercial agency for
marketing or publicity purposes, and
c) The researcher retains full publication rights. There should not be a right-ofreview restriction by the commercial agency. Applications by individual
researchers for non-sponsored projects or for competitive grant applications will
not attract a fee.
3. All substantial amendments for studies that are fully sponsored by external commercial
agencies attract a submission fee.
4. Applications by researchers for non-sponsored research do not attract a submission
fee. Competitive research grant funded applications do not incur a fee. If the research
is not considered to be a commercially funded project but has significant external
funding please contact the governance office to confirm if there will be a fee or if in kind
support will be available.
5. The schedule of fees can be found on the CAHS Research Governance and Ethics
website, (see link to website listed under ‘useful resources’ at the end of this
document).

Useful resources (including related forms)
Application fees to the HREC
https://ww2.health.wa.gov.au/~/media/Files/Corporate/general%20documents/CAHS/Hum
an%20research%20ethics/HREC_Feestructure_Jul2018.pdf
Application fees for site authorisation
https://ww2.health.wa.gov.au/~/media/Files/Corporate/general%20documents/CAHS/Hum
an%20research%20ethics/GovernanceFeestructure_Jul2018.pdf
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304 - Types of amendments

PROCEDURE - 304
304 - Types of amendments
To inform researchers of their responsibilities to advise the HREC and/or CAHS RGO of
any changes to their research once approval has been granted
Scope (Staff):

Researchers who make changes to their CAHS approved research
projects

Scope (Area):

Child and Adolescent Health Service and external institutes undertaking
research with CAHS patients, patient samples or information and/or
CAHS facilities.

Aim
To inform researchers of their responsibilities to advise the HREC and/or CAHS RGO of
any changes to their project once approval has been granted.

Background
Amendments can only be made to a project once it has received its initial approval from
the reviewing HREC.
All amendments to research projects must be submitted for review and approval by a
HREC as well as the institution.

Risk
•

Non-compliance with CAHS research policy and procedures.

Key Points
•

An amendment is required when there has been a change to a project following initial
HREC approval. All supporting documents should be submitted with the amendment
form in RGS.

•

There are two types of amendment forms, the Amendment Form and the Governance
Only Amendment Form.

•

The Amendment Form can be submitted to both the HREC and Research Governance
Office (RGO) if there are no site specific documents related to the changes to the
project.

•

The Governance Only Amendment Form is used when the amendment involves site
specific changes. The Governance Only Amendment Form can be linked to an
Amendment Form if the update to site specific documentation is related to an
Amendment.

•

Changes to a project that necessitate an amendment submission to CAHS HREC are:
a) Changes to the project protocol and other documentation following HREC
approval
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b) Changes to the research team involving the CPI, PI or an AI following HREC
approval
c) The addition of site following HREC approval
d) An extension of approval for the project
•

Changes to a project that necessitate a Governance Only Amendment to be submitted
to CAHS RGO are:
a) Changes to site specific project documentation following site approval from
CAHS
b) Updates to an Insurance Policy following site approval from CAHS
c) Changes to the Clinical Trial Agreement following site approval from CAHS
d) Changes to the budget following site approval from CAHS
e) Changes to a protocol following HREC approval from an HREC other than
CAHS
f) Changes to the PI if the project has been approved an HREC other than CAHS

Related internal policies, procedures and guidelines (if required)
Procedure 305: Amendments for review by CAHS HREC
Procedure 306: Amendment for review by CAHS RGO

Useful resources (including related forms)
RGS Help Wiki – User Guides
https://rgs.health.wa.gov.au/rgshelp/Pages/User-Guides.aspx
WA Health Research Authorisation and Monitoring Forms Guidelines
https://rgs.health.wa.gov.au/Documents/WA%20Health%20Research%20Authorisation%2
0Monitoring%20Form%20Guidelines.pdf
RGS User Guide Monitoring – Amendments
https://rgs.health.wa.gov.au/rgshelp/Pages/Amendments.aspx
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305 - Amendments for review by CAHS HREC

PROCEDURE - 305
305 - Amendments for review by CAHS HREC
To describe the process for the submission and approval of substantial amendments to the
CAHS HREC
Scope (Staff):

Researchers submitting amendments to the CAHS HREC

Scope (Area):

Child and Adolescent Health Service and external institutes undertaking
research with CAHS patients, patient samples or information and/or
CAHS facilities.

Aim
To describe the procedures for the submission and CAHS HREC review of requests for
amendment and renewal (extension) of HREC approval for approved projects.

Key Points
•

The SASC has been delegated the authority by the HREC to approve amendments.

•

The SASC has the discretionary ability to refer the amendment to the full HREC for
review.

Risk
•

Non-compliance with CAHS research policy and procedures

•

Delay or rejection of project approval by CAHS HREC

Procedure
1. Proposed changes to approved research projects or conduct of the research
(amendments) and requests for extensions to HREC approval (renewals) must be
submitted by the CPI/PI or their delegates through the RGS for review and
approval. Please refer to RGS for guidelines on the preparation and submission of
your amendment. (See link to RGS listed under ‘useful resources’ at the end of this
document).
2. Amendments must outline the nature of the proposed changes and/or request for
extension, reason/s for the request, and an assessment of any ethical implications
arising from the request on the conduct of the research. All amended documents
must have tracked changes, a clean copy and contain revised version number and
dates.
Requests for amendments and renewals undergo a two tier review; 1) scientific & 2)
Ethical:
1) Scientific Review:
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a) A scientific review is undertaken by the Scientific Advisory Safety Committee
(SASC) at their monthly meetings. A schedule of meetings and the application
deadlines is available on the CAHS Research Governance and Ethics website,
(see link to website listed under ‘useful resources’ at the end of this document).
b) If no scientific queries are raised by SASC then the amendment may be
approved by SASC on behalf of HREC at this point.
c) Alternatively, SASC may recommend the amendment proceed to the next
available HREC meeting for their review if ethical considerations are identified.
d) If SASC raises queries, these queries and requests for clarifications will be
relayed to the CPI/PI and their delegates via email generated through RGS
within 3 working days of the receipt of the scientific review.
e) The email will request clarifications and contain instructions for submission
(updating documents where necessary). The email will also advise if approval
will be given by SASC on behalf of HREC subject to satisfactory responses
being received.
f) SASC may recommend the amendment proceed to the next available HREC
meeting for their review subject to queries or clarifications being addressed to
their satisfaction by the CPI/PI. A deadline will be given for the queries to be
addressed to ensure the amendment is included on the agenda for the very next
HREC meeting. If a satisfactory response is not received by the deadline given,
the amendment will not proceed to HREC for their review until responses and
updated documents (if applicable) have been received and SASC are satisfied.
2) Ethical review:
a) An ethical review according to the schedule of meetings is conducted by a full
CAHS HREC.
b) If the amendment is approved, an email via RGS will be issued to CPI/PI and
their delegates following the meeting advising of the ethical approval outcome of
the proposed amendment and/or request for extension. A signed letter will be
attached with a wet ink copy available for collection from the Ethics
Administration Office.
c) If ethical comments, queries or request for clarification are raised, these are
forwarded by email via RGS to CPI/PI and their delegates who is responsible for
replying to these queries (updating documents where necessary) before final
approval can be granted by the HREC.
d) If the HREC determines that further information, clarification or amendment is

required for the consideration of the request for amendment or extension,
correspondence to the researcher clearly articulates the reasons for this
determination and outlines the information that is required. Where possible,
requests for additional information, clarification and/or amendment refer to the
National Statement or relevant requirements.
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e) Amendment and renewal requests approved by SASC are ratified by the HREC
at a subsequent meeting. Researchers do not need to wait for the HREC
ratification to occur before proceeding.
f) Where an urgent protocol amendment is required for safety reasons, the
researcher should contact the HREC office requesting an urgent out of session
review. The researcher should submit the amendment with a cover letter
outlining the reasons that an urgent review is requested. If an urgent out of
session review is granted, 3 members of the SASC will review. If an approval
for the amendment is granted by SASC on behalf of HREC, the amendment will
be ratified by HREC at the next available HREC. As above, researchers do not
need to wait for the HREC ratification to occur before proceeding.
g) All reviewed and approved requests for amendment and extensions are
recorded, and the status of the project is updated on the RGS database.
h) An approval letter from CAHS HREC constitutes ethical approval only.
Submission and approval must be sought from the site RGO (see SOP604).
Please refer to RGS for guidelines on how to submit an amendment to RGO
(See link to RGS listed under ‘useful resources’ at the end of this document).
i) For projects approved by another WA Health HREC or a HREC under National
Mutual Acceptance (NMA) known as the “Lead HREC”, amendments need only
to be submitted to the CAHS RGO (see SOP 604), and not to the CAHS HREC.

Related internal policies, procedures and guidelines (if required)
Procedure 304: Types of amendments
Procedure 306: Amendments for review by CAHS RGO

Useful resources (including related forms)
RGS User Guide Monitoring – Amendments
https://rgs.health.wa.gov.au/rgshelp/Pages/Amendments.aspx
RGS Help Wiki – User Guides
https://rgs.health.wa.gov.au/rgshelp/Pages/User-Guides.aspx
WA Health Research Authorisation and Monitoring Forms Guidelines
https://rgs.health.wa.gov.au/Documents/WA%20Health%20Research%20Authorisation%2
0Monitoring%20Form%20Guidelines.pdf
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Child & Adolescent Health Service - Governance & Ethics
https://cahs.health.wa.gov.au/Research/For-researchers/Ethics-and-governanceapproval/~/link.aspx?_id=87B1B2144D9B4098B30B7771CF4189B2&_z=z
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306 - Amendments for review by CAHS RGO

PROCEDURE - 306
306 - Amendments for review by CAHS RGO
To describe the process for the submission and approval of substantial amendments to the
CAHS RGO
Scope (Staff):

Researchers submitting substantial amendments to the CAHS RGO

Scope (Area):

Child and Adolescent Health Service and external institutes undertaking
research with CAHS patients, patient samples or information and/or
CAHS facilities.

Aim
This procedure provides guidance on how to successfully submit amendments to the
Research Governance Office (RGO).

Key Points
•

An amendment must satisfy both ethical and institutional requirements in order to be
approved. The latter is achieved by a governance review to safeguard the continuation
of the ethical, legal and professional standards of the project and ensures that the
amendment does not impact on the safety of project participants or increase the risk to
the staff and Institution.

•

Please refer to RGS for guidelines on the preparation and submission of your
amendment (See link to RGS listed under ‘useful resources’ at the end of this
document).

Risk
•

Non-compliance with CAHS research policy and procedures

Procedure
•

An amendment is required to be submitted to CAHS RGO through the RGS for
approval in the following instances.
1. Following CAHS HREC approval or approval for a for a project that received ethical
review by the ‘WA Health single ethical review’ pathway, the approved amendment
form is required to be submitted to CAHS RGO for site approval for the following
changes:
a) Changes to the project protocol and other documentation
b) Changes to the research team involving the CPI, PI or an AI
c) The addition of site
d) An extension of approval for the project
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2. For a project that that received ethical review by the ‘National Mutual Acceptance
single ethical review’ pathway, A Governance Only Amendment Form is required to
be submitted to CAHS RGO. If the CAHS HREC is the lead HREC under NMA the
submission should include the CAHS HREC Amendment form. The following
changes are required to be submitted to CAHS RGO:
a)
b)
c)
d)
e)

Changes to site specific project documentation
Updates to an Insurance Policy
Changes to the Clinical Trial Agreement
Changes to the budget
Changes to a protocol following HREC approval from an HREC other than
CAHS
f) Changes to the PI if the project has been approved an HREC other than
CAHS

If the project gained HREC approval by the ‘National Mutual Acceptance single
ethical review’ pathway and the Lead HREC is not CAHS then the following
documentation must be submitted as part of the Governance Only Amendment
a) A copy of the Lead HREC Approval letter
b) A copy of any Master documents tracked from the last HREC approved version
of that Master document.
3. A Governance Only Amendment is required to be submitted to CAHS RGO for site
approval at any time point after site approval has been granted for the following
irrespective of which HREC gave ethical approval for the project:
a) Change to budget
b) Change to agreements
c) Updated insurance policy
•

Once submitted via the RGS, the amendment application will be validated and
reviewed by RGO staff.

•

The RGO review will:
a) Determine if the amendment will result in any changes to the research
project’s vital documents e.g. CTRA or CTN.
b) Assess if the amendment will be included under the existing insurance
provisions.
c) Conduct a site specific assessment to determine if the amendment has
additional impact on any department within CAHS.
d) Assess whether the amendment documentation includes all the required
changes and updated documents.

•

The RGO may request further information or clarification and/or updates to documents
where necessary from the researcher before approving the amendment. Any such
request will be communicated to the researcher by the RGO via email generated
through the RGS.

•

Any responses and/or amended documentation are to be submitted through the RGS.
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•

Once recommended for approval approved by the RGO, an institutional approval letter
will be forwarded to the Executive Director Medical Services for consideration and
signature. An amendment is considered approved from the date of the letter.

•

The institutional approval letter will be sent to the PI by the RGO through the RGS with
a wet ink copy available for collection from the Governance Administration Office.

Related internal policies, procedures and guidelines (if required)
Procedure 304: Types of amendments
Procedure 305: Amendments for review by CAHS HREC

Useful resources (including related forms)
RGS User Guide Monitoring – Amendments
https://rgs.health.wa.gov.au/rgshelp/Pages/Amendments.aspx
RGS Help Wiki – User Guides
https://rgs.health.wa.gov.au/rgshelp/Pages/User-Guides.aspx
WA Health Research Authorisation and Monitoring Forms Guidelines
https://rgs.health.wa.gov.au/Documents/WA%20Health%20Research%20Authorisation%2
0Monitoring%20Form%20Guidelines.pdf
Child & Adolescent Health Service - Governance & Ethics
https://pch.health.wa.gov.au/Research/For-researchers/Governance_Ethics
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307 – Safety and Adverse Event Reporting

PROCEDURE - 307
307 – Safety and Adverse Event Reporting
Scope (Staff):

All researchers undertaking research within Child and Adolescent Health
Service (CAHS).

Scope (Area):

CAHS and external institutes undertaking research with CAHS staff,
facilities, patients, patient samples or information.

Aim
The purpose of this document is to outline the requirements for the reporting, review and
communication to the Child and Adolescent Health Service (CAHS), as an institution of the
type, frequency, seriousness and severity of adverse events arising as a result of research
conducted at CAHS.
The reporting requirements are indicated as they apply where CAHS is the approving
HREC, approving institution and/or CAHS is the named Sponsor.

Risk
•

Non-compliance with CAHS research policy and procedures

Background
In November 2016 the NHMRC issued their guidance document “Safety Monitoring and
Reporting in Clinical Trials Involving Therapeutic Goods”.1 This document clarifies the
onus for the assessment of safety reports has been shifted from the HREC to the study
sponsor. This change has necessitated the development of a process to ensure that
(CAHS) as an institution (irrespective of whether or not it is acting as a sponsor), is fully
aware of the type, frequency, seriousness and severity of events that have occurred as a
direct result of research activities conducted within its auspices. This information provides
the Institution with the oversight it requires to inform any changes in practice, policy,
resourcing and infrastructure that may be required as a result of adverse events that are
associated with research.
CAHS is the sponsor if CAHS/PCH is named as the sponsor in the CTN form or if the
project is a single site, investigator-initiated project. CAHS will delegate to the Coordinating
Principal Investigator (CPI)/ Principal Investigator (PI) and the protocol defined Data Safety
Monitoring Committee/Board (DSMC/B), the responsibility for communicating safety
information to the Institution, the HREC, other Investigators and the TGA as outlined in the
NHMRC guidance document.

1 NHMRC - Safety Monitoring and Reporting in Clinical Trials Involving Therapeutic Goods; NHMRC
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From 01 December 2018 all Safety Reports required for ethical review are to be submitted
online via the RGS. Reports required for ethical review, where CAHS is the leading HREC,
include:
•
•
•

Serious Breach
Significant Safety Issue (SSI) – Urgent Safety Measure (USM), Temporary Halt for
Safety Reasons, Early Termination for Safety Reasons
Annual Safety Report

Safety Reports requiring institutional review include local SUSAR/USADE to be reported
via RGS.
Additionally there may be some events that must be reported to CAHS as the sponsor.
These should be reported directly to the ethics administration/governance office on the
form titled: CAHS SAE and AE Report to Site
In practice, the CPI/PI will send safety reports to the HREC via RGS and/or the institution
outside of RGS depending upon the classification of the event and dependent on the
sponsor of the event as defined by the NHMRC guidance document (see Diagram 307.1).
Where CAHS is the sponsor any SAE involving a participant enrolled via CAHS must be
reported on the form titled: CAHS SAE and AE Report to Site.
If CAHS is not the sponsor but the SAE occurs to a participant enrolled via CAHS, events
related to study participation must also be reported to CAHS using the same form, titled:
CAHS SAE and AE Report to Site

Procedure
1. Investigators are required to review adverse event reports, SUSAR reports and
other safety reports and determine the level of reporting required. Reporting to
CAHS as the approving HREC must occur via RGS for safety implications across
the whole project. Reporting to the Research Governance office must also occur via
RGS if the report has safety implications for the site. Reporting to CAHS as the
sponsor of the research does not occur via RGS and requires completion of a form
titled: CAHS SAE and AE Report to Site
2. Reports should be reviewed by the study team and consideration given to whether
any action will be taken as result of the event, such as changes in:
(a) Trial protocols
(b) Participant documentation
(c) Participant information
3. For projects approved by the CAHS HREC and/or approved by CAHS as a site any
recommendations or comments from the DSMC/B related to any adverse events
and safety concerns must be submitted to the CAHS HREC/site in a prompt manner
but should not delay the initial reporting of the event. Where CAHS is the sponsor of
the project reporting to the DSMC/B must occur with 24 hours and the opinion of the
DSMC/B be provided to CAHS as soon as possible.
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4. Where CAHS is the approving HREC and/or listed as the sponsor, the CPI/PI is
required to submit to CAHS, reports of any SSIs or USMs where there is a material
impact on the continued ethical acceptability or the event indicates a need to
change the protocol, within 24 hours (sponsor) and 72 hours (approving HREC) of
becoming aware of the event.
5. If the PI considers there is no material impact on the continued ethical acceptability
of the research then the event must still be reported to CAHS as the sponsor within
72 hours. All updates of the initial event should also be reported.
6. Where CAHS is listed as the sponsor, the PI is responsible for reporting all SAEs
(as per protocol) within 24 hours. This is reported to CAHS via the Ethics /RGO
office directly and not via RGS. Reporting is via the form titled: CAHS SAE and AE
Report to Site
7. Where CAHS is listed as the sponsor, the CPI/PI is also responsible for reporting
SUSARs and significant SSIs reported as USM, as notification or as a temporary
halt/early termination of a trial to the TGA within the time frames specified by the
TGA.
8. An Annual Safety Report (or Development Update Safety Report) and/or
updated/addenda or annual IB and/or product information summarising the evolving
safety profile of the project should be submitted to the HREC annually. Where
CAHS is the sponsor it is the CPI/PI responsibility to work with the DSMC/B to
ensure this report is submitted. The annual report may be aligned with the annual
progress report or the reporting cycles of global sponsors.
9. For multi-centre research where CAHS is not the lead HREC or sponsor, reporting
is required according to NHMRC guidelines and approving lead HREC
requirements. Site reporting to CAHS is as per RGO requirements for the site.
10. In addition to above (point 9) the PI is required to submit to CAHS any SAEs/AEs
that are assessed as related to study participation occurring to CAHS participants.
This occurs via completion of the form CAHS SAE/AE Report to Site. If the SAE/AE
is expected and is noted in the protocol and PICF it does not need to be submitted
unless there is an impact on the facilities at CAHS (for example an emergency code
has been called).
11. See Diagram 307.1 for schematic mechanisms of SSIs and SAE reporting
and reviewing process.
12. Reporting Requirements are summarised in the Table 307.2 below.
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13. All safety reports are to be submitted to CAHS HREC/RGO online via the RGS
within the monitoring section or via e-mail as per schematic 307.1.
The RGS homepage can be accessed via the link:
https://rgs.health.wa.gov.au/Pages/Home.aspx
RGS submission guidelines can be accessed via the link:
https://rgs.health.wa.gov.au/rgshelp/Pages/User-Guides.aspx
14. CAHS HREC/RGO team will acknowledge the receipt of the report via RGS within
24 hours.
15. CAHS has delegated responsibility for the review of all Safety reports to members
of the Scientific Advisory Safety Committee (SASC), Senior Health Researcher, and
Clinical Trial Pharmacist. They will be forwarded the report by the ethics
administrative team within 24 hours of receipt.
16. Detail of events as well as the reviewers’ comments will be entered into the Child
and Adolescent Health Service Sponsor Safety Monitoring Database. A monthly
report detailing SAEs with the reviewers’ comments is tabled at SASC and HREC
meetings. For any severe and urgent matters, out of session meeting will be
determined by the Chair of SASC and/or the Chair of Ethics Committee.
17. Following a review of the report by the designated reviewers, the HREC office will
provide detailed written recommendations, referencing the relevant sections of
National Statement, to the investigator.
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Diagram 307.1 Schematic mechanisms of SAE reporting and reviewing

Investigator

Submit SAE report for
site review within 24
hours if CAHS is
sponsor (via e-mail)
Out of session
meeting for
urgent and
severe matters

Submit SSI/USM
within 72 hours (via
RGS) -if material
impact- CAHS as
HREC

Additional
information
requested if
required

Ethics Office
CAHS.Ethics@health.wa.gov.au

Safety Review – on behalf of Sponsor/CAHS or on

All reports should be submitted
to the ethics office (via RGS or
e-mail as indicated) who will
facilitate review either on behalf
of the ethics committee or on
behalf of the institution – a
submission via RGS to the
CAHS HREC will automatically
be directed to the Ethics office

behalf of HREC

Senior Health Researcher and delegated SASC
members

Safety Governance
• Reports generated and tabled at SASC, HREC for

review (SASC also operate as safety review
committee for CAHS as sponsor) :
o SAE overview report (Number. of SAE per each
trial and trial status)
o SAE report (Details of each SAE & comment)

•
•
•
•

SASC and HREC make recommendations
Monitored by Senior Health Researcher
All SAE will be recorded in the SAE database
Escalation within Institution of reported events as
required or recommended by SASC

*Please contact the Ethics office for advice if you require guidance with report
submission*
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Table 307.2 Reporting table
Type of Reporting

Event

24 hours to CAHS via email to the Ethics office

A safety event occurring at CAHS and related entities where CAHS
is the Sponsor or an event related to study participation in a CAHS
participant (unless it was anticipated in the protocol and PICF).
Any event in a CAHS research participant that requires an
emergency code to be called must be reported (for example
anaphylaxis in a food challenge).

72 Hours to CAHS HREC
and RGO (Via RGS)

Information which materially impacts on the safety and wellbeing of
trial participants(for example a serious breach); or
Information that requires, or indicates the need for a change to the
study protocol including changes to safety monitoring as
recommended by the Investigator or Sponsor

72 Hours to CAHS HREC
(where there is an impact
to the project) and RGO
(where there is an impact
to the site) – REPORTED
Via RGS

Any SSI / USM within 72 hours of the USM being taken

72 Hours to CAHS RGO
(Via RGS)

Any local Site SUSARs/USADEs

In a prompt manner to
CAHS (via e-mail) and or
CAHS HREC/RGO (Via
RGS)

Comments from DSMC/B related to any adverse events and safety
concerns

15 days to CAHS HREC
(Via RGS)

An Amendment resulting from an SSI within 15 days of becoming
aware of the issues.
Temporary halt/early termination within 15 days of making a
decision to halt/terminate the trial.

Annually to CAHS HREC
(Via RGS)
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•

An Annual Safety Report / updated Investigator brochure; or

•

current, approved Product Information, if appropriate, e.g., in a
study for a product approved in Australia or where and
Investigator Brochure is no longer maintained; or

•

other reports consistent with Safety Monitoring and Reporting
in Clinical Trials Involving Therapeutic Goods (November
2016) and Good Clinical Practice as adopted by the
Therapeutic Goods Administration
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* CAHS is the sponsor if CAHS/PCH is named as the sponsor in the CTN form or if the project is a
single site, investigator-initiated project.

Related internal policies, procedures and guidelines (if required)
CAHS SAE and AE Report to Site form
Procedure 308: Reporting Device Incidents in Clinical Trials
Procedure 309: Data and Safety Monitoring Plan Requirements

References (if required)
NHMRC - Safety Monitoring and Reporting in Clinical Trials Involving Therapeutic Goods;
November 2016
https://nhmrc.gov.au/about-us/publications/safety-monitoring-and-reporting-clinical-trialsinvolving-therapeutic-goods
WA Health Research Authorisation and Monitoring Forms Guidelines

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
NHMRC - Safety Monitoring and Reporting in Clinical Trials Involving Therapeutic Goods;
November 2016
https://nhmrc.gov.au/about-us/publications/safety-monitoring-and-reporting-clinical-trialsinvolving-therapeutic-goods
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308 - Reporting Device Incidents in Clinical Trials

PROCEDURE - 308
308 - Reporting Device Incidents in Clinical Trials
Scope (Staff):

All researchers using a device as part of their research within Child and
Adolescent Health Service (CAHS).

Scope (Area):

CAHS and external institutes undertaking research with CAHS facilities,
patients, patient samples or information.

Aim
To describe the process for reporting of device incidents.

Risk
•

Potential of injury

•

Non-compliance with CAHS research policy and procedures

Key Points
•

This procedure is written in accordance to the National Statement.

•

All medical device clinical trials need to be compliant with WA Health Research
Governance Policy and Procedures 2012 OD 0411-12 (refer to link below).

Procedure
1. When medical device adverse incidents, involving actual or possible harm to the
patient/caregiver occurs, the investigator will notify Executive Director Medical Services
and CAHS Quality/ Risk Manager in addition to CAHS HREC/RGO reporting
requirements
2. The investigator will work with Executive Director Medical Services and CAHS Quality/
Risk Manager to notify the supplier of the device and the Therapeutic Goods
Administration (TGA).
3. Examples of device incidents may include:
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•

Multifactorial causes

•

Mechanical or material failure

•

Design issues

•

Labelling, packaging or manufacturing errors

•

Software deficiencies

•

Device interactions

•

User/systemic errors
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4. In order to comply with the TGA’s medical device incident reporting and investigation
scheme (IRIS) requirements investigators must complete the online IRIS form (access
via the link below in the useful references section)
5. Sponsors and manufacturers will complete a separate form, as required (access link
below in the useful references section)
6. Reporting should align with the NHMRC requirements as referenced in Standard
Procedure 307.

Related internal policies, procedures and guidelines (if required)
Procedure 307: Safety and Adverse Event Reporting
Procedure 309: Data and Safety Monitoring Plan Requirements
CAHS HREC Terms of Reference
https://cahs.health.wa.gov.au//media/HSPs/CAHS/Documents/Research/EthicsGovernance/HREC_ToR_Sept2016.pdf

Useful resources (including related forms)
WA Health Research Governance Policy and Procedures 2012 OD 0411-12
https://ww2.health.wa.gov.au/About-us/Policy-frameworks/Research/Mandatoryrequirements/WA-Health-Research-Governance-Policy-and-Procedures
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
NHMRC - Safety Monitoring and Reporting in Clinical Trials Involving Therapeutic Goods;
November 2016
https://nhmrc.gov.au/about-us/publications/safety-monitoring-and-reporting-clinical-trialsinvolving-therapeutic-goods
Therapeutic Goods Administration - Report a medical device adverse event
(sponsor/manufacturer)
http://www.tga.gov.au/form/report-medical-device-adverse-event-sponsormanufacturer
Therapeutic Goods Administration - Users Medical Device Incident Report
https://apps.tga.gov.au/prod/mdir/udir03.aspx?sid=-57210438
Therapeutic Goods Administration – Sponsor / Manufacturer Medical Device Incident
Report
http://www.tga.gov.au/form/report-medical-device-adverse-event-sponsormanufacturer
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309 - Data and Safety Monitoring Plan Requirements

Procedure - 309
309 - Data and Safety Monitoring Plan Requirements
To outline the requirements of a data safety monitoring plan and a data and safety review
process in interventional research.
Scope (Staff):

All researchers undertaking research within Child and Adolescent Health
Service (CAHS).

Scope (Area):

CAHS and external institutes undertaking research with CAHS staff,
facilities, patients, patient samples or information.

Aim
The purpose of this document is to outline the requirements of a data safety monitoring
plan and review process to researchers within the Child and Adolescent Health Service
(CAHS).

Background
A data and safety monitoring plan is the minimum requirement in all clinical interventional
research to ensure participant safety. The plan should include the following information:
1. Protocol or procedure to monitor trial progress and safety;
2. A plan to assess data quality, timeliness, participant recruitment, accrual and
retention;
3. A plan to assure data accuracy and protocol compliance;
4. Definition of specific triggers or stopping rules that will dictate the required follow up
actions;
5. A plan to assure compliance with CAHS HREC safety and adverse events reporting
requirements (SOP 701) which should include:
a. A process or procedure for detecting and reporting severe adverse event
(SAE) and/or problems involving risk to participants;
b. Nominated persons to monitor, collect, and report adverse events;
6. Details of the Data Safety Monitoring Committee/Board (DSMC/B)

Risk
•

Non-compliance with CAHS research policy and procedures

Procedure
1. Data Safety Monitoring Committee/Board (DSMC/B) is considered a critical
component to determine safe and effective conduct of an interventional trial. It is an
independent group of experts which provide their expertise and recommendations
to the study investigators, sponsors and the approving HREC. All clinical trials
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require safety monitoring, but not all trials require monitoring by a formal committee
that may be external to the trial sponsors and investigators (Diagram 702.1).
2. NHMRC has published the ‘Data Safety Monitoring Boards (DSMBs) in 2018. This
document provides the scope of guidance on DSMB and covers the following key
topics:
a) What is a DSMB and what is its role
b) Does the DSMB need to be independent
c) How is a DSMB established
d) What training and experience should DSMB members have
e) How is the role and function of the DSMB documents
f) Alternatives to DSMBs
3. Researchers are required to follow the guidance provided by the NHMRC. See
Diagram 702.1- Decision Making Tree for Establishment of a DSMB provided by
NHMRC
4. Where CAHS is the sponsor, the investigators have to ensure appropriate
arrangements are in place to monitor the safety of participants during the trial by
implementing a data safety monitoring plan that is adequately described in the
protocol and ethics application.
5. In the absence of an independent DSMC for an investigator initiated single centre
study then it is recommended that Investigators consider, discuss and present
accumulated study data and adverse events at the departmental meetings on a
regular basis. Where the investigator is also Head of Department then it is
advisable to have at least one independent clinician at the departmental meeting.
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Diagram 309.1 Decision marking tree for establishment of a DSMB1

1 NHMRC – Data Safety Monitoring Boards (DSMBs) 2018
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Related internal policies, procedures and guidelines (if required)
Procedure 307: Adverse Event Reporting
Procedure 308: Reporting Device Incidents in Clinical Trials

References (if required)
NHMRC – Data Safety Monitoring Boards (DSMBs) 2018
https://www.australianclinicaltrials.gov.au/sites/default/files/content/For%20researchers/Da
ta%20Safety%20Monitoring%20Boards_1.pdf

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
NHMRC - Safety Monitoring and Reporting in Clinical Trials Involving Therapeutic Goods;
November 2016
https://nhmrc.gov.au/about-us/publications/safety-monitoring-and-reporting-clinical-trialsinvolving-therapeutic-goods
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310 - Research governance review process of safety reporting

PROCEDURE - 310
310 - Research governance review process of safety reporting
Outlines the process of review of safety reports by research governance office (RGO).
Scope (Staff):

All researchers wishing to undertake research within the Child and
Adolescent Health Service (CAHS).

Scope (Area):

CAHS and external institutes utilising CAHS patients and facilities.

Aim
To ensure all safety issues and safety reports are captured and reviewed by the relevant
research governance personnel prior to commencement and for the duration of the project.

Background
All interventional research projects reviewed by the CAHS HREC are assessed for any
potential safety concerns during the review process, in part by assessment of a Participant
Safety Checklist for Management of Interventional Research Activity. After a project
commences, safety reports are submitted to the CAHS HREC as required (guided by the
NHMRC Safety Monitoring and Reporting in Clinical Trials Involving Therapeutic Goods).
Since August 2017, when CAHS joined the National Mutual Acceptance scheme, any
projects reviewed by a non-CAHS HREC are required to include a Participant Safety
Checklist for Management of Interventional Research Activity with the site authorisation
application and notify the CAHS RGO of any project safety incidents that occur within
CAHS. Such notifications are to be submitted via the RGS, in the Monitoring tab.

Risk
•

Non-compliance with CAHS research policy and procedures.

Key Points
The RGO review will include consideration of safety monitoring processes in place for the
project under review. The RGO may refer to the CAHS Scientific Advisory Safety
Committee for an opinion on the proposed safety management. Completion of the
Participant Safety Checklist for Management of Interventional Research Activity ensures
the research team have considered any requirements related to the conduct of the
research on site at CAHS

Process/Procedure
1. When researchers are completing a RGS submission (see Procedure 201) for
projects that have been reviewed by a non-CAHS HREC and include a clinical
intervention, a checklist for management of adverse events should be included
in the application. This document is available from the CAHS RGO.

Page 118 of 157

Standard operational procedures for the approval of research

2. Once a project has gained site approval all safety reports that are required to be
submitted for CAHS RGO review (see Procedure307) are to be submitted online
via the RGS within the monitoring section. The RGS homepage can be
accessed via the link: https://rgs.health.wa.gov.au/Pages/Home.aspx RGS
submission
guidelines
can
be
accessed
via
the
link:
https://rgs.health.wa.gov.au/rgshelp/Pages/User-Guides.aspx
3. CAHS has delegated responsibility for the review of all SAE reports to members
of the Scientific Advisory Safety Committee (SASC), Senior Health Researcher,
and Clinical Trial Pharmacist. They will be forwarded the reports received by the
CAHS RGO within 24 hours of receipt.
4. Following a review of the report by the designated reviewers, any additional
information deemed necessary will be requested from the investigator. The
report will then be tabled for notice at the next SASC meeting as a safety report
submitted to the

Related internal policies, procedures and guidelines (if required)
Procedure 201: Research Governance Review Process
Procedure 307: Adverse Event Reporting

Useful resources (including related forms)
CAHS Ethics and Governance website
https://cahs.health.wa.gov.au/en/Research/For-researchers/Ethics-and-governanceapproval
Participant Safety Checklist for Management of Interventional Research Activity
https://ww2.health.wa.gov.au/~/media/Files/Corporate/general%20documents/CAHS/Hum
an%20research%20ethics/ParticipantSafetyChecklist_researchactivity.pdf
NHMRC Safety Monitoring and Reporting in Clinical Trials Involving Therapeutic Goods
https://www.nhmrc.gov.au/about-us/publications/safety-monitoring-and-reporting-clinicaltrials-involving-therapeutic-goods
RGS User Guide Monitoring – Safety Reports
https://rgs.health.wa.gov.au/rgshelp/Documents/User%20Guide%20Monitoring%20%20Safety%20Reports.pdf
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311 - Annual Report

PROCEDURE - 311
311 - Annual Report
To outline the procedure for the submission of annual reports.
Scope (Staff):

All researchers who have had research approved by Child and
Adolescent Health Service (CAHS).

Scope (Area):

CAHS and external institutes undertaking research with CAHS facilities,
patients, patient samples or information.

Aim
To outline the requirements to researchers for submitting annual reports to CAHS where
CAHS is the approving HREC or Institution.

Background
From 01 December 2018 annual reports are to be completed and submitted online via the
RGS.

Risk
•

Non-compliance with CAHS research policy and procedures

Key Points
•

This SOP is written in accordance with Section 5.5.5 of the National Statement and
the CAHS HREC Terms of Reference. All research approved by CAHS must
continue to meet these standards.

•

Annual reports are due on the anniversary of the date on which approval for the
project was granted from the Lead HREC.

•

The CAHS SASC has been delegated the authority by the HREC to approve annual
reports and may, at their discretion, refer them to the HREC.

•

Governance evaluation of annual reports from projects with CAHS HREC approval
where CAHS has also provided site approval will be undertaken by CAHS SASC.
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Procedure
1. Once HREC approval has been granted for the project, researchers are required to
submit annual reports detailing the progress of the approved project. Annual
reports are due annually from the Lead HREC approval date.
2. For multi-centre research the Coordinating PI (CPI) will collate the site reports into a
report to be submitted to the Lead HREC. The CAHS HREC will receive this report
for projects where it is the Lead HREC and it should include site specific information
for all sites under the HREC approval.
3. The CAHS Research Governance Office (RGO) will receive a site annual report
from the site Principal Investigator (PI) for CAHS site(s) where the project does not
fall under the CAHS HREC.
4. A reminder email will be sent via RGS to the CPI, CPI Delegate, PI and PI delegate
one month and one week prior to the due date of the annual report.
5. A week past the due date, a third and final reminder will be sent. Failing to submit
an annual report can lead to suspension or termination of approval for the project.
6. Annual reports are to be submitted to CAHS by the due date via the RGS within the
monitoring section – progress report (access via the link below in the useful
references section).
7. The annual report should include but is not limited to the following information:
a) Adverse events (SAE’s, SUSAR, SAR, SADR) and any changes arising from
these events (submission of an annual safety report may also be required for
interventional studies – refer to SOP 701)
b) Recruitment figures
c) Changes to research personnel
d) Progress of the project; is it progressing as anticipated when the project was
designed?
e) Assessment of recruitment targets; is recruitment faster or slower than
expected recruitment or results?
f) Whether the project is progressing as expected
g) Publications resulting from the research
8. Annual reports will be reviewed by the delegated responsible person and tabled at

the next SASC meeting for further review. The SASC may refer review of annual
reports to the HREC for consideration of ethical issues. Any clarifications required
will be requested from the researcher and the response reviewed and accepted
prior to approval being issued.

9. Once approved, a letter referencing to the relevant sections of National Statement,

will be sent to the researcher.
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Related internal policies, procedures and guidelines (if required)
CAHS HREC Terms of Reference
https://cahs.health.wa.gov.au//media/HSPs/CAHS/Documents/Research/EthicsGovernance/HREC_ToR_Sept2016.pd

References (if required)

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
The RGS homepage:
https://rgs.health.wa.gov.au/Pages/Home.aspx
RGS User Guide – Progress Reports
https://rgs.health.wa.gov.au/rgshelp/Documents/User%20Guide%20Monitoring%20%20Progress%20Reports.pdf
National Mutual Acceptance Single Ethical Review of Multi-centre Human Research
Projects Monitoring and Reporting Tables
https://rgs.health.wa.gov.au/Documents/NMA%20Monitoring%20and%20Reporting%20Ta
bles.pdf
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312 - Final Report

PROCEDURE - 312
312 - Final Report
To outline the procedure for the submission of a final report.
Scope (Staff):

All researchers undertaking research within the Child and Adolescent
Health Service (CAHS).

Scope (Area):

CAHS and external institutes undertaking research with CAHS facilities,
patients, patient samples or information.

Aim
To inform researchers of their responsibilities for submitting a final report to CAHS where
CAHS is the approving HREC or institution.

Background
From 01 December 2018 final reports are to be completed and submitted online via the
RGS.

Risk
•

Non-compliance with CAHS research policy and procedures

Key Points
•

This SOP is written in accordance with Section 5.5 of the National Statement and
the CAHS HREC Terms of Reference. All research approved by CAHS must
continue to meet these standards.

•

A final report is required to notify the Lead HREC that the project is completed and
all sites are closed.

•

Each site listed in the project must be closed before the final report is to be
submitted to the HREC and the project can be closed.

•

The CAHS SASC has been delegated the authority by the HREC to review and
approve final reports. These may be referred on eth the HREC at the discretion of
the SASC.

Procedure
1. Once a research project has been closed and/or the final close out visit with the
sponsor has been completed, a final report and project summary is to be sent to the
Lead HREC. It is the responsibility of the researcher to complete and submit final
reports.
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2. A final report is only to be submitted to the HREC once all sites have been closed
and all involvement with the project has been finalised. A report will not be listed as
final in the case of recruitment completion or at the close of any activity other than
the final stage of the project. The project outcomes should be included in the final
report submitted to the HREC.
3. A site final report is required to close the project at a WA Health site. Where CAHS
is a site, a site final report is to be submitted to the CAHS Research Governance
Office in the monitoring section via RGS (access link below in the useful references
section) within 30 calendar days of the project completion at the site.
4. Final reports are to be submitted to CAHS HREC via the RGS within the monitoring
section (access link below in the useful references section) following project
completion and project closure at all sites.
5. All sections of the final report form in RGS must be completed and include:
a) Project Details
b) Reporting Requirements
c) Project Progress
d) Project Details
e) Data and Sample Storage
f) Participant Information
g) Privacy Reporting Requirements
h) Declaration
6. Final reports will be forwarded to the delegated responsible person for review and

tabled for review at the next SASC meeting. They may be referred on the HREC at
the discretion of the SASC. Once approved, a letter referencing the relevant
sections of National Statement will be sent to the researcher.

7. After the final report is received and approved, this final report and the
acknowledgement letter from the lead HREC is to be sent to all other institutions
(sites) where the research has been conducted.
8. Where a project is discontinued before the expected completion date the researcher
must inform the approving HREC of the reasons for this in writing and complete a
final report.
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Related internal policies, procedures and guidelines (if required)
CAHS HREC Terms of Reference
https://cahs.health.wa.gov.au//media/HSPs/CAHS/Documents/Research/EthicsGovernance/HREC_ToR_Sept2016.pdf

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018 https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conducthuman-research-2007-updated-2018
The RGS homepage: https://rgs.health.wa.gov.au/Pages/Home.aspx
RGS User Guide – Project Final Reports
https://rgs.health.wa.gov.au/rgshelp/Documents/User%20Guide%20Monitoring%20%20Project%20Final%20Reports.pdf
RGS User Guide – Site Final Reports
https://rgs.health.wa.gov.au/rgshelp/Documents/User%20Guide%20Monitoring%20%20Site%20Final%20Reports.pdf
National Mutual Acceptance Single Ethical Review of Multi-centre Human Research
Projects Monitoring and Reporting Tables
https://rgs.health.wa.gov.au/Documents/NMA%20Monitoring%20and%20Reporting%20Ta
bles.pdf
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313 - Suspension or Early Termination of a Project

PROCEDURE - 313
313 - Suspension or Early Termination of a Project
To outline the procedures for reporting the suspension or early termination of a research
project
Scope (Staff):

All researchers undertaking research within the Child and Adolescent
Health Service (CAHS).

Scope (Area):

CAHS and external institutes undertaking research with CAHS facilities,
patients, patient samples or information.

Aim
To inform researchers of their responsibility for notifying CAHS, where CAHS is the
approving HREC or institution, if a project is suspended or terminated early.

Background
From 01 December 2018 notifications of suspension or early termination of a project are to
be completed and submitted online via the RGS.

Risk
•

Non-compliance with CAHS research policy and procedures

Key Points
• This SOP is written in accordance with Sections 5.5.7of the National Statement and
the CAHS HREC Terms of Reference. All research approved by CAHS must
continue to meet the standards described in the National Statement as well as the
terms of approval set down by CAHS.
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Procedure
1. If a project is suspended or terminated, as decided by the researcher or sponsor,
the Lead HREC must be informed. Where CAHS is the Lead HREC and/or
approving site the researcher must provide the HREC and/or Research Governance
Office (RGO) with the reasons for the decision (as stated in the Terms of Approval).
2. Notification of suspension or early termination pertaining to safety reasons is to be
submitted to CAHS via the RGS within the monitoring section (access via the link
below in the useful references section).
3. The report will then be forwarded to the delegated person for review and tabled for
review at the next SASC meeting.
4. If the research is terminated the HREC will request a final report and information (if
not provided) of what action is being taken to ensure the safety and ongoing care of
participants. Please refer to SOP 7044.
5. If the research is suspended the HREC will request information (if not provided) of
what action is being taken to ensure the safety and ongoing care of participants.
6. If a suspended project is to be recommenced the researcher is required to notify the
CAHS HREC and receive written notification/approval prior to restarting the project
within the CAHS.

Related internal policies, procedures and guidelines (if required)
CAHS HREC Terms of Reference
https://cahs.health.wa.gov.au//media/HSPs/CAHS/Documents/Research/EthicsGovernance/HREC_ToR_Sept2016.pdf
Procedure 703: Final Report

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018 https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conducthuman-research-2007-updated-2018
The RGS homepage: https://rgs.health.wa.gov.au/Pages/Home.aspx
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314 - Withdrawal or Termination of Approval

PROCEDURE - 314
314 - Withdrawal or Termination of Approval
Scope (Staff):

All researchers undertaking research within Child and Adolescent Health
Service (CAHS). whose research has failed to meet the terms of
approval or whose conduct has breached the National Statement

Scope (Area):

CAHS and external institutes undertaking research with CAHS facilities,
patients, patient samples or information.

Aim
To describe the process CAHS will undertake in the event that a project breaches the
CAHS Terms of Approval and the National Statement.

Risk
•

Non-compliance with CAHS research policy and procedures

Key Points
•

This SOP is written in accordance with sections 5.5.8 - 5.5.10 of the National
Statement and the CAHS HREC Terms of Reference.

• All projects approved by the CAHS where CAHS is the approving HREC or

institution must continue to meet the standards described in the National Statement
as well as the terms of approval set down by the CAHS. If the project does not meet
these requirements then the HREC (on advice from SASC), or Research
Governance Office (RGO) may recommend suspension of the approval of a
research project to the CAHS.

•

The CAHS reserves the right to suspend institutional approval of any previously
approved research project without recommendation from the HREC, SASC or RGO.

•

This process must ensure that the researchers and all those associated with the
project are treated with fairness and respect.

Procedure
•

The CAHS may withdraw approval for research in accordance with section 5.5.8 of
the National Statement on Ethical Conduct in Human Research. The researcher will
be notified in writing by the CAHS that approval has been withdrawn with the
reasons for this decision.

•

If approval is withdrawn from a research project, the researcher must immediately
suspend the research.

•

Researchers and the institution must make arrangements to meet the needs of the
participants in the research in accordance with Section 5.5.10 of the National
Statement.
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•

If the CAHS considers that urgent suspension of research is necessary, this
notification will come via the Executive of the CAHS in the form of a telephone call
or email. Such suspension will be confirmed in writing, referencing to the relevant
sections of National Statement, within 24 hours.

•

Researchers will be given the opportunity to assure the CAHS that the conditions
set out in 5.5.10(c) have been met. This will be reviewed by the HREC and
Research Governance and a recommendation, referencing to the relevant sections
of National Statement, made to the CAHS Executive as to whether the research
should recommence.

•

If the case for recommencement of the research is accepted by the CAHS’
Executive, the researcher will be notified in writing by the CAHS that the project can
resume.

•

If the case for recommencement of the project is not accepted by the CAHS
Executive, the withdrawal of approval will stand and the project will be closed.

•

One month and then one week prior to the HREC approval expiry date, an email will
be sent to the Coordinating Principal Investigator (CPI), CPI Delegate, Principal
Investigator (PI) and PI delegate advising that the approval for the trial is due to
expire. If the project is to be continued an amendment to the HREC requesting an
extension of approval needs to be submitted via RGS. If the project has ceased, a
final report needs to be completed and submitted via RGS (access link below in the
useful references section).

•

If neither the extension request nor a final report is received by the approval expiry
date, one further reminder with a specified due date, will be sent and researchers
will be advised that the project may be terminated.

•

If neither the extension request nor a final report is received by the specified due
date, the project will be tabled at the following HREC Meeting for a recommendation
of immediate closure. A letter, referencing to the relevant sections of National
Statement, advising the termination of the project and requesting a final report, will
be sent to both the researcher and head of department supporting the research.

•

All documentation relating to a closed study will be archived in accordance with
SOP 707.
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Related internal policies, procedures and guidelines (if required)
CAHS HREC Terms of Reference
https://cahs.health.wa.gov.au//media/HSPs/CAHS/Documents/Research/EthicsGovernance/HREC_ToR_Sept2016.pdf
Procedure 315: Recording Keeping

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
The RGS homepage:
https://rgs.health.wa.gov.au/Pages/Home.aspx
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315 - Record Keeping

PROCEDURE - 315
315 - Record Keeping
Scope (Staff):

The offices of the Human Research Ethics Committee and its Safety
Committee.

Scope (Area):

Child and Adolescent Health Service (CAHS) and external institutes
undertaking research with CAHS facilities, patients, patient samples or
information.

Aim
To describe the process for the retention and handling of research project data and
paperwork.

Background
From 17 January 2017 research data records pertaining to new applications are stored
electronically within the RGS system. In November 2018 active projects approved prior to
the RGS were migrated into the RGS and from 01 December 2018 forms and documents
pertaining to monitoring (safety reports, progress reports, amendments, final reports) for all
active research projects are stored electronically within the RGS. Research records prior
to these dates are stored in both paper form and electronically on the WA health drive.

Risk
•

Non-compliance with CAHS research policy and procedures

Key Points
•

All project records received and reviewed are maintained in accordance with
section 5.2.25 of the National Statement and the DoH Retention and Disposal
Schedule for Administrative and Functional Records 2007 (refer to link below).

•

All data provided to the CAHS HREC, SASC and RGO, including details of the
project and contact information is kept private and confidential.

•

Only those staff members involved with the project that is the subject of an inquiry
may access the HREC records. Researchers adding additional staff members to the
research team are required to submit notification of this to the HREC/RGO via an
amendment online in the RGS.

•

Any researchers wishing to give individuals who are not involved with their project
access to details of their application are required to confirm these intentions in
writing to the HREC.

•

The CAHS HREC retains and archives records in accordance with the DoH Record
Keeping Plan Retention and Disposal Schedule.
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Procedure
1. From 17 January 2017 all documents pertaining to a new submission, including
HREC and RGO approvals, are retained within the RGS.
2. From 01 December 2018 all documents pertaining to amendments for projects that
were active at that time are retained within the RGS.
3. Once the final HREC and / or site report is received and approved, and the project
has been closed, all documentation for that project will be archived within the RGS.
4. Project records stored outside the RGS are archived off-site. The records will be
retained in accordance with the Department of Health Retention and Disposal
Schedule for Administrative and Functional Records 2007.

References (if required)
Department of Health Retention and Disposal Schedule for Administrative and Functional
Records 2007
https://ww2.health.wa.gov.au/About-us/Policy-Frameworks

Useful resources (including related forms)
Government of WA – Legislation Impacting Recordkeeping
http://www.sro.wa.gov.au/state-recordkeeping/legislative-requirements/legislationimpacting-recordkeeping
https://rgs.health.wa.gov.au/rgshelp/Pages/User-Guides.aspx
RGS Researcher User Guide (Part A)
RGS Researcher User Guide (Part B)
User Guide Monitoring – Amendments
User Guide Monitoring – Documents
User Guide Monitoring – Progress Reports
User Guide Monitoring – Safety Reports
User Guide Monitoring – Site Final Report
User Guide Monitoring – Project Final Report
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316 - Routine and For Cause Monitoring/Auditing of Research Projects

PROCEDURE- 316
316 - Routine and For Cause Monitoring/Auditing of Research Projects
Scope (Staff):

All research staff involved with research projects as per below scope

Scope (Area):

All approved human research projects approved by CAHS HREC or
conducted on site at CAHS facilities

Aim
The purpose of trial monitoring is to oversee the progress of a trial, to protect the rights
and well-being of trial participants and to give reassurance that the trial protocol and
procedures are being followed, that legal/governance requirements are being complied
with, and that the critical data collected are reliable. 1
Mechanisms for monitoring can include:
• reports from researchers;
• reports from independent agencies (such as a Data and Safety Monitoring
Committee/Board);
• review of adverse event reports;
• random inspections of research sites, data, or consent documentation; and
• interviews with research participants or other forms of feedback from them. 2

Background
The Responsibility for ensuring that research is reliably monitored lies with the institution
under which the research is conducted. 2
CAHS as an institution approves research that occurs on site according to the WA Health
Research Governance and Single Ethical Review Operating Procedures. 3
The CAHS HREC is registered with the NHMRC and is accountable to the Executive
Director Medical Services. This Committee adheres to the NHMRC requirements and
follows the WA Health Research Governance and Single Ethical Review Operating
Procedures. 3
CAHS sponsors trials involving therapeutic goods that are investigator initiated.
All sponsors of clinical trials conducted in Australia have an obligation to ensure that their
trials are designed, managed and monitored in a way that ensures participants are
protected and the trial data generated are both reliable and robust. 1

1 Risk-based Management and Monitoring of Clinical Trials Involving Therapeutic Goods - NHMRC
2 National Statement on Ethical Conduct in Human Research-NHMRC 2007(updated 2018)
3 WA Health Research Governance and Single Ethical Review Operating Procedures
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Risk
There is a risk to the institution as a sponsor of the research, a risk to the institution as the
site the research is conducted at, and a risk to the overseeing HREC if monitoring is not
performed as the quality of the overall conduct of the trial at site cannot be verified.
The risks of a clinical trial depend on a number of factors but can be broadly categorised
as:
•

the risks of the investigational medicinal product (IMP)

•

the risks associated with trial conduct, design and methods. 1

Risks related to trial conduct, design and methods precipitates risks to participants’ rights
and the reliability of results. These risks would be dependent upon, for example, the
protocol complexity, patient population (e.g. patients who are undergoing emergency care,
who have impaired mental capacity, or who are children), therapeutic indication and nature
of endpoints, clinical trial setting, and complexity of trial procedures or measurements. 1
Risk Categories according to the NHMRC Document Risk Based Management and
Monitoring of Clinical Trials Involving Therapeutic Goods 1 in relation to a medicinal
product are:
TYPE A Risk comparable to standard medical care
TYPE B Risk associated with modified use of an existing product
TYPE C Risk associated with use of an unlicensed product
The NHMRC allows for monitoring to be risk based. 1,2
The trial risk assessment should be used to determine the intensity, focus and type of
monitoring undertaken and should be determined by the reviewer when preparing to
conduct the monitoring/audit.

Key Points
A CAHS HREC or CAHS Governance administrator or HREC or Governance designee
(reviewer) may perform routine and for-cause monitoring/audits using systematic methods
to evaluate compliance with the National Statement on Ethical Conduct in Human
Research (2007 – updated 2018), Good Clinical Practice and WA Health and CAHS
policies and procedures and to verify that research is conducted in accordance with the
HREC and site approved protocols. Routine monitoring at CAHS can include centralised
monitoring via review of safety reports, annual reports and monitoring submissions. It can
also include “on site” monitoring with the conduct of a monitoring visit.
Routine centralised monitoring will report to the HREC monthly in accordance with the
meeting schedule and to the Safety and Quality Executive Committee every 3 months
unless urgent escalation via EDMS (within 48 hours) is required due to a potential impact
on patient safety or data integrity.
The objective of a routine monitoring visit/audit (“on –site”) is to ensure proper
documentation, record keeping, data analysis, and adherence to NHMRC
recommendations. It also includes review against institutional and HREC policies in order
to monitor, measure, and improve the effectiveness of the human research conducted
under CAHS auspices. The monitoring/audit assesses the study conduct procedure,
identifies errors and omissions, and is a means to provide the investigator with
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recommendations for corrections and improvements in order to improve research conduct
and protect the rights and welfare of research participants.
The objective of a “for - cause” audit/monitoring visit is as above but is also to:
1. respond to any unanticipated problems involving risks to participants or others
2. investigate whether or not serious or continuing noncompliance with the approved
protocol or policies is occurring
3. determine if suspension or termination of the protocol is needed
4. to identify what required remedial actions are required by the Principal Investigator
(PI) to remedy the problems identified by the audit
In this procedure a CAHS HREC or Governance designee refers to a person designated
by the HREC Chair or Executive Director Medical Services to assume the role of reviewer.

Equipment
•

Relevant CAHS monitoring/audit checklists for use at on site visit:
1. Regulatory Documentation
2. Site Operations
3. Protocol Compliance
4. Informed Consent Documentation
5. Subject Records
6. Safety Monitoring
7. Drug/Device/Test Article Accountability

•

Self-Audit/ Self-Assessment Checklist

Process/Procedure.
1. Procedures for Initiating a Routine Audit
1.1. The reviewer selects an Investigator or study for a routine monitoring based on
criteria which includes, but is not limited to, the following:
a) Studies involving procedures that are greater than minimal risk to subjects
b) Studies involving vulnerable populations
c) Investigator-Initiated drug/device studies
d) Investigators conducting a large number of studies
1.2. The Reviewer contacts the Investigator and establishes a time and place for the
monitoring/audit to take place. They inform the Investigator which documents are
necessary for review. (See 1.3 regarding participant records) The Investigator must
make such documents available at the time of the monitoring/audit. Any other materials
deemed necessary to accurately understand the research process under investigation
shall be made available by the Investigator upon request.
1.3 The reviewer will contact the PI or his/her designee to determine the total number
of participants that have been enrolled in the study to date. The number of records to
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be reviewed at the site will depend on the number of participants that have been
enrolled to date. A minimum of 10 % but preferably 20 - 30% of the total number of
cases will be reviewed. The selection of cases may also depend on when, since the
beginning of the study, participants were enrolled. This allows the reviewer to select
cases that have been enrolled at different times during the life of the study. Once a
decision about the total number of cases to be reviewed and the list of participant
numbers has been generated the cases for review will be randomly selected by the
reviewer. These will be the cases reviewed for the monitoring/audit.
2. Procedure for Initiating a For-Cause Audit
2.1. The HREC, HREC Chair, Sub-Committee, the Executive Director Medical Services
(EDMS) or Research Governance Officer may request an administrator or designee to
conduct an audit in response to a particular concern. Concerns which may prompt a
for-cause audit include, but are not limited to, the following:
1. Complaints or concerns made by a research participant, family member of the
research participant, research team member, or an employee of CAHS or direct
research collaborator
2. Reports of audits or monitoring conducted by other sponsors, data and safety
monitoring committees/board, or other agencies involved in the conduct of a
study.
3. Issues of non-compliance.
2.2 If the protocol deviations or problems that precipitate the audit do not constitute
immediate and serious risks, an audit may be requested prior to any immediate
restrictions being placed on the research by the HREC/Institution
2.3 If an immediate and serious risk has been identified the research may be
temporarily halted by the approving HREC or institution following advice from the
Senior Health Researcher and Scientific Advisory Safety Committee pending the audit
outcome
2.4 The Reviewer contacts the Investigator and establishes a time and place for the
audit to take place. They inform the investigator which documents are necessary for
the audit. If complete review of participant records is not possible, participants will be
selected randomly as described at 1.3. The Investigator must make such documents
available at the time of the audit. Any other materials deemed necessary to accurately
understand the research process under investigation shall be made available by the
Investigator upon request.
3. Procedure for Conducting an Audit
3.1. Using the CAHS monitoring/audit worksheets and the investigator selfassessment checklist (if completed), the reviewer examines some or all of the aspects
of the research records. The completed checklists may become part of the final written
report or may be referenced in the report.
4. Procedures for Completing an Audit
4.1. After a monitoring visit/audit a meeting is held with the Investigator to verbally
inform them of any findings. The collected data is than analysed and a report
generated. The written report is sent to the EDMS and where CAHS is the approving
HREC to the HREC Chair concurrently. Any comments or recommendations from the
EDMS and HREC are included prior to the report being sent to the PI. Any external
sponsor should also be informed of relevant findings.
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4.2. If the monitoring/audit does not identify any problems, no action is taken.
4.3. If the monitoring/audit identifies problems or deficiencies, the reviewing
administrator includes appropriate corrective and preventive actions in the written
report. The reviewer may consult with the Senior Health Researcher and the Chair of
the SASC to agree on appropriate corrective and preventive action. These proposed
actions are reviewed and endorsed by EDMS/HREC prior to the report being sent to
the Investigator. The Investigator has the opportunity to respond in writing to each
finding in the report, offering additional supporting evidence and/or carrying out the
required actions specified in the report. The investigator is expected to respond or
comply with the corrective and preventive actions in a time frame determined by the
reviewer. The reviewer is responsible for following up on these corrective and
preventive actions with the Investigator to ensure they are completed. The reviewer
may accept confirmation of completion for the corrective actions through a statement
from the Investigator, other documentation from the Investigator, or a follow-up audit
after consultation with the EDMS/HREC. The time frame for resolution is set by the
reviewer in consultation with the research team, the HREC and EDMS.
4.4. If the corrective and preventive actions are not completed or an immediate risk is
detected, the reviewing administrator may request consultation with the Senior Health
Researcher and the Chair of the Scientific Advisory Safety Committee. If their opinion
concurs, recommend to the Institution that a temporary halt be considered for the study
that was audited or for the studies that an Investigator is conducting. The
recommendation will then be put to the EDMS for decision. Where CAHS is the
approving HREC an opinion will concurrently be sought from the HREC regarding a
temporary halt. Any requirement for study halt will be notified in writing to the
investigator.
Where CAHS is not the approving HREC a formal letter will be sent to the approving
HREC notifying them of the findings and site decision.
4.5. If the audit identifies non-compliance, such as lack of oversight, deliberate
falsification or omission, failure to comply with the requirements and determinations of
the HREC, significant protocol violations, or deviations or frequent occurrences of such,
the EDMS and/or HREC may request additional corrective and preventive actions or
refer for additional investigation.
4.6 Any letter of response from the investigator following receipt of the initial report or
subsequent communication related to the resolution of identified issues must be
provided to the EDMS/Chair of the HREC.

Related internal policies, procedures and guidelines (if required)
Procedures 307: Safety and Adverse Event Reporting
Procedures 705: Suspension or Early Termination

References (if required)
External Legislation, Standards and Policy
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WA Health Research Governance and Single Ethical Review Operating Procedures
https://ww2.health.wa.gov.au/About-us/Policy-Frameworks
Research Governance Service
https://rgs.health.wa.gov.au/Pages/Research-Ethics.aspx
Risk-based Management and Monitoring of Clinical Trials Involving Therapeutic Goods
https://www.australianclinicaltrials.gov.au/sites/default/files/content/For%20researchers/Ri
sk-Based%20Management%20and%20Monitoring%20of%20Clinical%20Trials.pdf
National Statement on Ethical Conduct in Human Research
https://nhmrc.gov.au/research-policy/ethics/national-statement-ethical-conduct-humanresearch

Useful resources (including related forms) – available from Ethics office on
request
Forms related to Monitoring/Auditing:
Drug/Device/Test Article Accountability
Informed Consent Documentation
Protocol Compliance
Regulatory Documentation
Safety Monitoring
Self-Audit Checklist
Site Operations
Subject Records
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COMPLAINTS AND OTHER PROCEDURES
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401 - Complaints on the Conduct of Research

PROCEDURE - 401
401 - Complaints on the Conduct of Research
To outline the process for to the management of complaints concerning the conduct of an
approved research project
Scope (Staff):

All participants, researchers, staff of institutions and other interested
persons.

Scope (Area):

Child and Adolescent Health Service (CAHS) and external institutes
utilising CAHS patients, patient information and/or CAHS facilities.

Aim
To describe the process for receiving, managing and responding to complaints concerning
the conduct of an approved project.

Background
This SOP is written in accordance with Chapter 5.6 of the National Statement, the CAHS
HREC Terms of Reference and CAHS policy on Complaints and Compliments
Management.

Key Points
Regardless of which NHMRC Certified HRECs provided ethical approval for the project,
either under National Mutual Acceptance (NMA) or single-ethical review, the complaint
must initially be directed to the institution the complainant attended and/or the complaint is
regarding. If the complaint relates to a project under the NMA, the Principal Investigator
(PI) of the project must refer this back to the approving (lead) HREC, where that HREC is
not Child and Adolescent Health Service HREC, and work with the approving (lead)
HREC, institution and complainant until resolution.

Risk
•

Potential for a serious breach in relation to the integrity of the research data or
safety of the participants

•

Non-compliance with CAHS research policy and procedures

Procedure
1. Complaints can be made in a variety of ways; via phone contact, written
correspondence, or in person. Depending on the method of complaint, consent to
share details to allow the complaint to be dealt with may be required
2. Complainants have the right for their complaint to be:
a) received and treated in confidence1
b) treated with respect and dignity1
c) addressed in a spirit of helpful co-operation1
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d) dealt with in a manner that includes appropriate communication and progress
updates1
e) treated as genuine and properly investigated1
3. All complaints in relation to projects approved by the CAHS HREC are to be forwarded
immediately by the CAHS HREC Office to the Executive Director Medical Services
4. The Executive Director Medical Services will write to the complainant acknowledging
the complaint and advising that further investigation is underway
5. The Executive Director Medical Services will inform the CAHS HREC Office and Chair
of Scientific Advisory Safety Committee (SASC) within three working days of receipt of
a complaint and provide copies of sufficient information to enable identification of the
project referred to in the complaint
6. The Chair of SASC will meet at the earliest opportunity after receiving notice of a
complaint with Executive Director Medical Services;
a) to discuss the complaint
b) to determine if immediate sanctions or suspension of the project is warranted
7. Upon receiving notice of the complaint the CAHS HREC Office will inform the Chair of
HREC of the complaint and the Chair of SASC will confer with Chair of HREC about
the complaint.
8. Chair of SASC or delegate will, within 3 working days of receiving notification of the
complaint:
a) contact the researcher of the project and supervisor to notify the researcher
and supervisor of the complaint, discuss the complaint and to request further
details of the complaint (where necessary)
b) investigate the circumstances and confirm details surrounding the complaint
c) convene an out-of-session meeting if deemed necessary
d) prepare a report for review by the HREC and the Executive Director Medical
Services
5. The complaint will be tabled at the next HREC meeting after the Ethics
Administrative Officer has received notification of the complaint for notice and
consideration
6. Following receipt of a report from the Chair of SASC, the HREC will forward their
recommendations, referencing to the relevant sections of the National Statement,
regarding the project and complaint to Executive Director Medical Services who will
correspond with the complainant
7. Depending on the nature of the complaint and if it relates to a project under NMA –
the reviewing (lead) HREC will need to be notified alongside approved sites
adhering to local guidelines and institutional procedures

1 CAHS Policy – Complaints and Compliments Management
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Related internal policies, procedures and guidelines (if required)
CAHS HREC Terms of Reference
https://cahs.health.wa.gov.au//media/HSPs/CAHS/Documents/Research/EthicsGovernance/HREC_ToR_Sept2016.pdf
CAHS Policy – Complaints and Compliments Management
https://healthpoint.hdwa.health.wa.gov.au/policies/Policies/CAHS/CAHS.PM.ComplaintsAn
dComplimentsManagement.pdf
Department of Health Complaints Management Policy
https://ww2.health.wa.gov.au/About-us/Policy-frameworks/Clinical-Governance-Safetyand-Quality/Mandatory-requirements/Complaints-Management-Policy
Child and Family Engagement Services
https://pch.health.wa.gov.au/Our-services/Child-and-Family-Engagement-Service

References (if required)
Research Governance Service Complaints
https://rgs.health.wa.gov.au/rgshelp/Pages/Complaints.aspx

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
Australian Code for the Responsible Conduct of Research
https://www.nhmrc.gov.au/about-us/publications/australian-code-responsible-conductresearch-2018
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402 - Complaints on the Conduct of the Human Research Ethics
Committee (HREC)

PROCEDURE – 402
402 - Complaints on the Conduct of the Human Research Ethics Committee (HREC)
Scope (Staff):

All participants, researchers, staff of institutions and other interested
persons

Scope (Area):

Child and Adolescent Health Service (CAHS) and external institutes
utilising CAHS patients, patient information and/or CAHS facilities.

Aim
To describe the procedure for receiving and handling concerns or complaints from
investigators relating to the HREC’s review process.

Risk
•

Non-compliance with CAHS research policy and procedures

Procedure
1. Any concern or complaint received about HREC’s review process will be sent to the
CAHS HREC Office. The information can be received by letter, email or phone,
detailing the grounds of the concern or complaint
2. Such complaints must be directed to the attention of the Chair of HREC and or
delegate
3. The Chair will send a letter of acknowledgement to the complainant within 5 working
days outlining the following mechanism that will be followed
4. The Chair will instigate an investigation of the complaint and its validity, and make a
recommendation to the HREC on the appropriate course of action. This
investigation shall take no longer than 30 working days from the time the notification
of the complaint or concern, unless exceptional circumstances exist
5. Out-of-session meetings may be arranged if deemed necessary by the Chair
6. The complainant will be informed of the outcomes of the Chairs’ investigation
7. If the complainant is not satisfied with the outcome of the Chairs’ investigation, then
the complainant can refer the complaint to the Executive Director Medical Services
or their delegate, or request the Chair to do so
8. The Executive Director Medical Services will determine whether there is to be a
further investigation of the complaint. Where no further investigation is to occur, the
Executive Director Medical Services will inform the complainant and the Chair and
provide justification for the decision
9. If the Executive Director Medical Services decides that there is to be a further
investigation, then the Executive Director Medical Services will convene a suitable
panel to review the Complaint (Panel), ensuring that both the complainant and the
Ethics Committee are afforded the opportunity to make submissions
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10. In conducting its review, the Panel will determine whether the HREC acted in
accordance with the National Statement and its Terms of Reference and whether
the Ethics Committee acted in a fair or unbiased manner
11. The Executive Director Medical Services will notify the complainant and the HREC
of the outcome of the further investigation

Related internal policies, procedures and guidelines (if required)
CAHS HREC Terms of Reference
https://cahs.health.wa.gov.au//media/HSPs/CAHS/Documents/Research/EthicsGovernance/HREC_ToR_Sept2016.pdf

Useful resources (including related forms)
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
Australian Code for the Responsible Conduct of Research
https://www.nhmrc.gov.au/about-us/publications/australian-code-responsible-conductresearch-2018

Page 144 of 157

Standard operational procedures for the approval of research

403 - Authorised Prescriber

PROCEDURE - 403
403 - Authorised Prescriber
Scope (Staff):

Clinicians wishing to become Therapeutic Goods Administration (TGA)
Authorised Prescriber of an unregistered drug or device.

Scope (Area):

Child and Adolescent Health Service staff

Aim
To describe the process and facilitate clinicians to become TGA Authorised Prescribers

Risk
•

Non-compliance with CAHS research policy and procedures

Procedure
1. TGA definition: “Authorised Prescribers are medical practitioners who are approved to
prescribe unapproved therapeutic goods for a particular condition or class of patients in
their immediate care without further approval”. 1
2. Applicants should submit the following documents to both Drug and Therapeutics
Committee (DTC) and HREC:
a) Cover letter addressed to both DTC and HREC: including the justification as
to why the drug/device is required
b) Information and Consent form
c) Supportive documents e.g. research articles, publications
3. DTC will review the application and the therapeutic justification
4. If DTC endorses the therapeutic use, DTC will provide HREC Office with a letter of
endorsement for the notice of the Scientific Advisory Safety Committee (SASC).
5. If DTC requires further information/clarification from the applicant, feedback would be
requested by DTC and resolved if practical. If DTC is unable to progress the request,
HREC will be notified via Senior Health Researcher.
6. The application will be reviewed by the Chair of SASC or delegate and Senior Health
Researcher. If approved by the Chair of SASC or delegate, HREC Office will issue a
letter of HREC endorsement to the applicant
7. The following documents are then to be sent to TGA by the applicant:
a) Letter of endorsement from HREC
b) Completed Form 19(5) from TGA
c) Cover letter to TGA
1

Therapeutic Goods Administration for Authorised Prescribers, Dated 17 December 2018
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8. A list of approvals that have been granted and endorsements provided, out of session,
will be noted in the monthly HREC meeting agenda and minutes.

Related internal policies, procedures and guidelines (if required)
CAHS Drug and Therapeutics Committee (Terms of Reference)
https://cahshealthpoint.hdwa.health.wa.gov.au/directory/officeofthechiefexecutive/committees/Other%
20CAHS%20Committees%20Documents/CAHS%20Drugs%20and%20Therapeutics%20
Committee.pdf

References (if required)

Useful resources (including related forms)
Therapeutic Goods Administration – Prescription medicines: new registrations
www.tga.gov.au/prescription-medicines-new-registrations
https://www.tga.gov.au/prescription-medicines-biologicals-new-registrations
Therapeutic Goods Administration – Authorised Prescribers
https://www.tga.gov.au/form/authorised-prescribers
Therapeutic Goods Act 1989 and the Poisons Standard
https://www.tga.gov.au/therapeutic-goods-act-1989-poisons-standard

Page 146 of 157

Standard operational procedures for the approval of research

404 - Case Report

PROCEDURE - 404
404 - Case Report
To describe the process for the publication of a case report
Scope (Staff):

Any researcher who is interested in publishing a case report

Scope (Area):

Child and Adolescent Health Service (CAHS) and external institutes
utilising CAHS patients, and patient information and/or CAHS facilities.

Aim
To describe the process for the publication of a case report

Background
Case Study: A report of a person with a unique disease or condition, associated treatment
or outcome.
Case Series: A report of 10 or less persons with a unique disease, condition, associated
treatment or outcome.

Key Points
The review of patients to report as a case study or case series is considered anecdotal.
These reviews may proceed without Human Research Ethics Committee (HREC) review
or approval however one of HREC’s important roles is to safeguard patients, researchers,
institutions, and the public, clarifying and reviewing a researchers’ duty of confidentiality to
their patient–participants.

Risk
•

Non-compliance with CAHS research policy and procedures

Procedure
1. If publishing a case report is identified as a possibility, investigators must discuss the
publication with the participant and their parents/guardians
2. It is the researchers’ responsibility to obtain a signed consent form from a participant’s
parents/guardians prior to submission of case report for publication
3. The parents/guardians’ signed consent form must be filed in the medical record
4. Where consent is not able to be obtained (for example the patient has been discharged
from the health service and contact details are out of date) then guidance must be
sought from the Chair of the Scientific Advisory Safety Committee (SASC) on a case by
case basis. The matter may be referred to the HREC if deemed necessary by the Chair
of the SASC
5. A completed declaration form should be provided to the ethics office confirming:

Page 147 of 157

Standard operational procedures for the approval of research

a) Informed consent from the parent/guardian and where appropriate agreement
from the child has been obtained to allow the completion of this report, this may
be verbal or preferably in writing
b) Consent has been documented as obtained and filed in the patient medical
record
c) The treating physician has provided consent to review the patient records
d) Any identifying information in relation to the child or family has been removed
from written text, diagrams and photos
e) The patients/families have been given the opportunity to receive a copy of the
outcomes/publication from this review
f) The requirements for journal publication have been met
g) A copy of the manuscript is attached for review and filing at the ethics office
6. The Case Report submission will be reviewed by the Chair of the SASC or their
delegate and any follow up requested from the author via e-mail from the HREC office
7. HREC Office will then prepare a letter to investigators to confirm the following:
8. The Authors have obtained informed consent from the parents/guardians and patient
for publication of de-identified information contained in this report according to
approved Institutional Procedures and in accordance with the National Statement
Section 2.2.5.

Related internal policies, procedures and guidelines (if required)
Patient Consent Form for Case Report
Case Report Author Declaration
W:\Research\PMH\Clinical Research Ethics\CASE REPORTS\Case Report Declaration
V201Jun17.docx

Useful resources (including related forms)
International Committee of Medical Journal Editors - Recommendations for the Conduct,
Reporting, Editing, and Publication of Scholarly Work in Medical Journals
www.icmje.org/recommendations
NHMRC - National Statement on Ethical Conduct in Human Research (2007) –Updated
2018
https://nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-humanresearch-2007-updated-2018
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405 – Study Start Up Meeting

PROCEDURE - 405
405 – Study Start Up Meeting
To describe the process for conducting a study start up meeting.
Scope (Staff):

Any researcher who wishes to self-attest, requests support from
research compliance or is requested to attend a study start up meeting.

Scope (Area):

Child and Adolescent Health Service (CAHS) and external institutes
utilising CAHS patients, and patient information and/or CAHS facilities.

Aim
To describe the process for a study start up meeting.

Background
A study start up meeting is conducted prior to the study team beginning recruitment to
ensure that all components are in place to allow the study to commence. A study start up
meeting may be requested by an Investigator, or requested by the HREC

Key Points
Where the meeting is requested by the HREC it must take place prior to final approval
being issued by the HREC. The meeting is held between research compliance and or/
HREC delegate and the study team. All members of the local study team should be
present if possible.

Risk
•

Non-compliance with CAHS research policy and procedures

Procedure
1. The purpose of the meeting is to ensure the study processes and procedures in
place enable execution of the protocol as submitted to the HREC/RGO. The study
start up procedure may be a self-assessed checklist by the investigator and/or may
require input form the research compliance officer on behalf of the HREC or on
request from the investigator.
2. The study start checklist is available via the intranet or on request from the ethics
office. It requires the investigator to self-attest that they have procedures in place
and are ready to commence the study and once completed and signed should be
kept in the researcher’s study files.
3. Where the HREC request the study start up meeting the research compliance
officer or HREC delegate will review the study start checklist with the investigator.
The research compliance officer or delegate may request detail in respect to any
study process for example (but not limited to) safety reporting, file maintenance of
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essential study documents, details regarding handling of IMP and consenting
processes.
4. Where the research compliance officer or HREC delegate has concerns regarding
the processes in place to implement the protocol as evident via discussion and
document review these will be brought to the attention of the investigator. This will
be via discussion and follow up e-mail that includes minutes from the meeting
and/or a copy of the checklist. The research compliance officer or delegate may
make suggestions and recommendations to review processes to facilitate study
execution. It is the responsibility of the investigator whether they accept or
implement these suggestions.
5. Follow up correspondence between the study team and reviewer will be copied to
the Chair of the SASC for their information.
6. Where the meeting is requested by the HREC, minutes of the start-up meeting may
be tabled at the following HREC meeting or reviewed on behalf of the HREC by the
HREC Chair or their delegate prior to approval being finalised.
7. The Research Compliance officer will not have authority to override HREC/RGO
approval for a study to commence. However if the HREC have requested a start-up
meeting prior to finalising approval then the recommendation of the reviewer will be
provided to the HREC for consideration with the minutes of the start-up meeting.
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Appendix 1: CAHS Scientific Advisory Safety Committee and Ethics Committee
Review Guidelines & Comments
Study Title
HREC Reference No

RGS _______

Investigator

Review Date
1. Lay Summary
Question
Has lay summary been written in lay terminology?
Does it outline the background, aims of the project, study design, methods sample
size and potential ethical issues?
Comments

2. Staff and Facilities
Question
Are the researchers qualified to conduct the procedures listed in the protocol?
Are there adequate numbers of researchers for the trial to proceed?
Do all members of the study team have GCP certificate?
Does the investigator have adequate facilities to conduct the research?
Are there medical or psychological resources available that participants might
require as a consequence of the research?
Does the investigator have adequate funding for the trial to be conducted safely?
Comments

3. Background
Question
Are the study aims and objectives clearly specified?
Is there adequate preliminary data to justify the research?
Are adequate references provided?
Is there appropriate justification for this research protocol?
Comments

4. Methodology: Study Design and Procedures
Question
Is the hypothesis clear?
Are objectives and valid end points provided?
Is the study design appropriate to reasonably expect to answer the research
question?
Has consumer participation been included and explained?
If no has this been justified?
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Yes

No

N/A

Yes

No

N/A

Yes

No

N/A

Yes

No

N/A
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Will the investigator have access to a population that would allow recruitment of
the required number of participants?
Does the research project involve adult participants?
If yes,
Does the research team have the expertise?
Has the DMSC reviewed the study?
(External review may be required if this study involves adult participants)
Will the investigator have sufficient time to conduct/complete the research?
Will the research contribute to generalized knowledge and is it worth exposing
subjects to risk?
Is there a clear differentiation between research procedures and standard care?
Is the use of any randomisation, placebo control or washout period from current
therapy described and adequately justified?
Does this study involve drawing blood from participants?
Does blood draw comply with the Research Blood Sampling Guideline?
Does the project involve the exposure of participants to ionising radiation
(including normal standard of care)?
Radiation: is the use of radiation reviewed by a medical physicist?
Comments

5. Instruments
Question
Are there any concerns with the survey instruments?
Are there any concerns with the content in the questionnaires or survey or
interview guide?
Comments

6. Drugs and Devices
Question
Is the drug dose and route of administration appropriate?
Is the drug or device safety and efficacy data sufficient to warrant the proposed
phase of testing? (see Section 7 if early phase clinical trials)
Is the drug or device approved by the TGA (or international equivalent) or has it
been prepared in a TGA approved ( or international equivalent) manufacturing
facility?
Is the drug a Genetically Modified Organism? – If Yes refer project to TKI
Institutional Biosafety Committee and request the sponsor provided the licence
from the Office of the Gene Technology Regulator
If there is placebo used in the study
-has provision been made for appropriate patient monitoring throughout the trial?
- has provision been made for trial participant, parent or carer to be able to contact
the PI after hours for questions or emergencies?
Will the PCH Pharmacy be involved in dispensing/supplying the drug?
Is the IB provided?
Comments
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No

N/A

Yes

No
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7. Early phase clinical trials
Question
Is this a first-in-human, first-in-children, or early phase clinical trial?
Does the research team have the expertise to perform early phase clinical trial?
Is the choice of study population appropriate?
Are the non-clinical data (eg PK, toxicology) sufficient to warrant the proposed study?
Is the dosing selection justified?
Is there any dose escalation plan?
Is there a monitoring plan? Has the investigator assured appropriate monitoring of
subjects during and after the research?
Comments

8. Data Monitoring: Safety, Efficacy, Quality Control
Question
Are the risks and benefits adequately identified, evaluated and described?
Are the risks reasonable in relation to the benefits to be gained?
Are the risks minimised to the greatest extent possible?
Would fewer procedures answer the scientific question?
Would fewer participants answer the research question/s?
Has the investigator assured appropriate monitoring of subjects during and after
the research?
Are there any stopping rules?
Does the protocol give details of a data safety monitoring committee(DSMC)
If a DSMC exists:
- Is the frequency of their monitoring explained in the protocol?
- Does the protocol explain which data will be monitored?
If there is no DSMC:
- Does protocol explain who will monitor the data, when the data will be
monitored and which data will be monitored?
Has the study tem provided a ‘Checklist for management of adverse events/SAE’?
Is a specific Anaphylaxis Action Plan required for the study?
Does this study have a participant ID card?
Comments

9. Participant Selection and Respect
Question
Are inclusion and exclusion criteria clearly stated and reasonable?
Does the target population make scientific and ethical sense?
Will there be any participants vulnerable to coercion or undue influence and are
there any safeguards to protect their rights and welfare?

Yes

No

N/A

Yes

No

N/A

Yes

No

N/A

Does the proposal include providing a summary of study results to participants and
other stakeholders in a user friendly format?
If not – is this justified?
Comments
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10. Data analysis : Sample size calculation, data analysis plan
Question
Is the proposed number of participants reasonable?
Were formal sample size calculations performed?
Are the plans for data and statistical analysis defined and justified?
Are end points and stopping rules defined?
For qualitative studies: are data analysis steps, trustworthiness, and data saturation
addressed?
Comments

11. Data Management, Storage, Subject Privacy and Confidentiality
Question
Are there adequate provisions to protect the privacy and assure the confidentiality
of the research subject?
Does protocol explain where data can be stored securely , for how long it will be
stored and who will have access to this data, how it will be disposed of?
Comments

12. Information Sheets
12.a . Adult/Parent/Carer Information sheets
Question
Do the adult/parent / carer information sheets include
- aims of the study and who is conducting research?
- the study design in lay language
- description of drug or device or instrument
- the reason potential participants are being approached?
- expected duration of study?
- statement that participation is voluntary and subject may withdraw at any time
- all procedures the participant would be involved in and the time involved?
- possible benefits to participant or society in the future?
- possible risks and inconveniences to the subject?
-details on efficacy and safety shown in previous trials?
- how participant’s privacy will be maintained and who will have access to this
data ?
- who has approved the study?
- who to contact with any questions about the trial ?
Are additional consents required: ie Genetic research/human biobanks
Presence of In Case of Emergency (ICE) disclaimer if appropriate
Comments
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Yes

No

N/A

Yes

No

N/A

Standard operational procedures for the approval of research

12.b. Adolescent & Child Information Sheet
Question
Is the adolescent information sheet written in language appropriate for a 12
year old subjects?
Is the child information sheet written in language appropriate for a child from 7
to 11 years of age?
Do the adolescent and child information sheets explain:
- aims of the study and who is conducting research?
- the study design in lay language
- description of drug or device or instrument
- the reason why a child is being asked to participate ?
- expected duration of study?
- statement that participation is voluntary and subject may withdraw at any time
- all procedures participants would be involved in and the time involved?
- possible benefits to them or society in the future?
- possible risks and inconveniences?
- how privacy will be maintained and who will have access to this data ?
- who has approved the study?
- who to contact regarding any questions about the trial ?

Yes

No

N/A

Comments

This application has been approved by CAHS Ethics Scientific Advisory Safety Committee
Signature of Chair ____________________
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Would this project be eligible for Low/Negligible Risk Review Stream if that was
available?
Does the research project involve ANY of the following? (Tick all that apply)

YES

NO

1.

Use of an intervention
e.g. drug or device licensed or not, surgical procedure, diagnostic procedure,
therapeutic procedure, public health or mental health intervention, collection of
fresh bio-specimens in children, collection of fresh biospeciemens in adults where
risk is more than discomfort (for example a blood test)
2.
Targeted recruitment of vulnerable participants
e.g. people with mental illness or a cognitive or intellectual impairment or those
who may have been involved in illegal activities, people who are highly dependent
on medical care who may be unable to give consent or women who are pregnant or
foetal tissue
3.
Targeted recruitment of Aboriginal people or Torres Strait Islanders
4.
Genetic testing
e.g use of an individual’s bio specimens where information may be discovered or
generated that is of potential importance to the health of the individual, their
relatives or community or has the potential for the discovery of non-paternity
5.
Use of Stem Cells
The studying of stem cells or use of stem cells or their products to develop new
therapies
6.
Establishment of a Register, Databank or Biobank
7.
Eternal researchers
The research is being conducted by a researcher external to WA Health and/or
external to the institution and there is no one on the research team from this
institution.
The researcher is a student not on placement requesting access to identifiable
information.
8.
Any risk (or the potential for risk) of physical or psychological harm to the
participant, beyond discomfort
9.
Request for a Waiver of Consent
National Statement criteria 2.3.10 MUST be addressed
Note: Retrospective chart review by the clinician is able to be done without
consent for the purposes of improvement or evaluation of health services where the
information is being used within that health service; therefore a Waiver is not
required in this instance if individuals cannot be identified from the data extracted
or provided
10. Request for Opt-Out Approach
National Statement criteria 2.3.6 MUST be addressed
If you ticked “Yes” to any item - review by Scientific Advisory Safety Committee and the
Human Research Ethics Committee is required.
If you ticked “No” to all items – this project may meet criteria for a Low & Negligible Risk
application.

Page 156 of 157

Standard operational procedures for the approval of research

This document can be made available in
alternative formats on request for a person
with a disability.
File Path:

W:\Research\PMH\Clinical Research Ethics\SOPPMH\Updated SOP Sep 2020

Document Owner:

Helen Hughes

Reviewer / Team:

Helen Hughes, Prof Cathy Choong, Laurence Cheung, Sunalene Devadason, Jasminka
Murdzoska, Su Min, Lesley Banfield, Rosamund Iddon, Jenny Westgarth-Taylor

Date First Issued:

Updated from 2016 Version – transferred to new
template and updated NHMRC, Research Governance
Service and National Mutual Acceptance requirements
incorporated.

Version:

2016

Last Reviewed:

September 2020

Review Date:

07Sep2020

Approved by:

HREC Chair Person; SASC Chairperson

Date:

07Sep20

Endorsed by:

EDMS – Dr Simon Wood

Date:

16Sep20

Standards Applicable:

NSQHS Standards:
NSMHS: 1, 2, 3, 4, 5, 6, 7, 8, 9, 10.1, 10.2, 10.3, 10.4, 10.5, 10.6,

Printed or personally saved electronic copies of this document are considered uncontrolled

Page 157 of 157

Standard operational procedures for the approval of research

