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Topics covered:

e Overview of HREC ethical review processes

e Processes for parallel ethical and governance submissions
e Review of current MNHHS research governance processes
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e , L Metro North MNHHS
i ) ° " e Research background in physical
e Coordinator for the RBWH activity behaviour and epidemiology;
Human Research Ethics completed
Committee (HREC) for the past post-doctoral research program with the Medical
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e Has worked in Queensland Health for over thirteen departments to Idad and drive change to improve
years (twelve and a half years in the Research Ethics internal efficiencies, build stakeholder support, engage
Office). consumers and improve patient-centred care.

e Has vast experience providing advice to researchers
on ethical topics, HREC applications and processes.
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Metro North HRECs

¢ There are 2 HRECs in Metro North Health:

»the Royal Brisbane & Women’s Hospital (RBWH) HREC
»The Prince Charles Hospital (TPCH) HREC.

- The RBWH HREC meets on the 2" Monday of every month and TPCH HREC meets usually on the
4t Thursday of every month

* Meeting dates, HREC memberships, Terms of Reference and Standard Operating Procedures can be
accessed on the Metro North Ethics and Governance webpage**.

« ** hitps://metronorth.health.gld.gov.au/research/ethics-and-governance/human-research-ethics-committee

V[XX] Effective: [MM/YYYY] Review: [MM/YYYY] 5

ETHICS REVIEW MANAGER (ERM)

« All submissions to the HREC require uploading into Ethics Review Manager (ERM) -
https://au.forms.ethicalreviewmanager.com/:

»New HREAs (for both greater than low risk studies and low risk studies) and the LNR form for requests for
Exemption from HREC review for QA/Audit projects

»Post approval documents, e.g. Amendments, Progress Reports (Annual/Final/Notifications), Safety
Reports, SUSARSs, SAEs, DSURSs, Protocol Deviations, Investigator’s Brochures, Commencement Forms
etc.

»Responses to HREC reviews

For any ERM issues, please contact the relevant HREC office:
- RBWH HREC: 3647 1007
- TPCH HREC: 3139 4500
OR for technical support - HIRO Reg@health.gld.gov.au
- Helpdesk@infonetica.net



https://metronorth.health.qld.gov.au/research/ethics-and-governance/human-research-ethics-committee
https://au.forms.ethicalreviewmanager.com/
mailto:HIIRO_Reg@health.qld.gov.au
mailto:Helpdesk@infonetica.net
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SUBMISSION GUIDANCE

» The MNHHS Ethics & Governance website provides guidance for submitting to the RBWH HREC and TPCH
HREC: https://metronorth.health.qld.gov.au/research/ethics-and-governance

* The RBWH Research website is another useful resource tool and provides step-by-step instructions on
ERM submission processes, as well as links to guidance documents:
https://metronorth.health.gld.gov.au/rbwh/research/ethics

Ethical Review

» The HREC reviews applications in accordance with the National Statement** principles of Research Merit &
Integrity, Justice, Beneficence and Respect.

Ethical considerations include:

- the aims, design and methodology of the study (Research Merit)

- the experience and qualifications of researchers (Integrity)

- the identification of participants and how and by whom they will be
recruited (Justice)

- Risks and how they will be managed (Beneficence)

- Information provided to participants to afford informed consent (Respect)

** https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018

V[XX] Effective: [MM/YYYY] Review: [MM/YYYY]


https://metronorth.health.qld.gov.au/research/ethics-and-governance
https://metronorth.health.qld.gov.au/rbwh/research/ethics
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018
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STUDY DESIGN / PROTOCOL

« A Protocol should be submitted with every application (whether a research study or Quality Assurance [QA]
project).

« To address ethical concerns, it is important that a Research Protocol is clear and robust.

« Aguideline on what is required in a Protocol can be accessed on both the MNHHS Ethics & Governance website
(https://metronorth.health.gld.gov.au/research/ethics-and-governance/ethics-approval)
and the RBWH Research website (https://metronorth.health.gld.gov.au/rbwh/research/ethics/pre-approval)

* Other useful website links for Protocol information and templates are:

“+The Equator Network (SPIRIT) website - https://www.equator-network.org/reporting-guidelines/spirit-
2013-statement-defining-standard-protocol-items-for-clinical-trials/

<+*Metro North Allied Health website - https://gheps.health.gld.gov.au/metronorth/allied-
health/research/research-resource-map/protocol-proposal

SUBMISSION REQUIREMENTS

« All study documentation must be uploaded into the application in ERM, e.g. Cover Letter, Protocol,
Participant Information Sheets & Consent Forms (PICFs), Surveys, Data Collection Sheets, Investigator
Brochures, CVs, etc.

» All documents need identifiers in the footers, i.e. document identifier, version number, date and page
numbers (page 1 of 6, page 2 of 6, etc.).

» The application should clearly list the sites for approval, details of the Coordinating Principal Investigator and
Principal Investigators.

* If requesting a waiver of consent for the confidential use of health information in a research project, please
justify the request in the application in accordance with the National Statement section 2.3.10 **

» For multi-centre studies, only ‘Master’ documents should be submitted to the HREC. Site-Specific
documents (based on the approved Master documents) are submitted to the relevant Research Governance
Office.

** https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018



https://metronorth.health.qld.gov.au/research/ethics-and-governance/ethics-approval
https://metronorth.health.qld.gov.au/rbwh/research/ethics/pre-approval
https://www.equator-network.org/reporting-guidelines/spirit-2013-statement-defining-standard-protocol-items-for-clinical-trials/
https://qheps.health.qld.gov.au/metronorth/allied-health/research/research-resource-map/protocol-proposal
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018
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SUBMITTING RESPONSES TO HREC REVIEW

* Responses to the HREC review for new studies are to be uploaded into the original HREA.

» Any amended documents (tracked and clean copies with new versions and dates in the footers) should also
be uploaded into the original application.

» Once responses and amended documents are uploaded into the HREA, resign the application and then
press ‘Submit’.

» Responses will not be accepted if they are submitted via the Correspondence tab. Similarly, do not submit
responses via the amendment tab in ‘Create a sub-Form’.

Research vs Quality Improvement / Audit Activities

» A Research project is designed to gain new knowledge, understanding and insights.

» A Quality Improvement (QI) project is to monitor and evaluate local practice and the results will be used by
local staff to improve healthcare and service delivery.

 Audit projects measure against a pre-determined (existing) standard.

 For guidance on Ql/Audit activities, please refer to the NHMRC publication on Ethical Considerations in
Quality Assurance and Evaluation Activities (https://www.nhmrc.gov.au/about-us/resources/ethical-
considerations-guality-assurance-and-evaluation-activities)



https://www.nhmrc.gov.au/about-us/resources/ethical-considerations-quality-assurance-and-evaluation-activities
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EXEMPTION SUBMISSION PROCESS

« Exemption requests for Quality Improvement / Audit / Service Evaluation projects and Case Reports, are to
be submitted on the Qld Health Exemption Form via ERM.

* The Metro North Ethics and Governance webpage** provides relevant information regarding requests for
exemption, as well as a link to ‘Requesting an exemption from HREC review guideline’.

» The RBWH Research website# also provides guidance and links, specific to requests to the RBWH HREC.

» A Site-Specific Assessment (SSA) is not required for Quality Improvement activities — SSAs are only
required for ‘research’ studies.

« Institutional approval procedures must be followed for quality improvement and evaluation activities.

« ** https://metronorth.health.qgld.gov.au/research/ethics-and-governance/ethics-approval/request-exemption-hrec-review

« # https://metronorth.health.gld.gov.au/rbwh/research/ethics/pre-approval

REVIEW PROCESSES

» The RBWH and TPCH HRECs provide an expedited review process for low risk research projects.
[A project is ‘low risk’ where the only foreseeable risk is discomfort, e.g. minor side effects of medication;
discomforts relating to measuring blood pressure; anxiety induced by an interviewer. Where the risk is
more than discomfort, the research is not low risk (NS** 2.1.6)].

» Greater than low risk studies are submitted for a closing date, however, the RBWH HREC has introduced a
process whereby greater than low risk research applications are sent out to HREC reviewers as soon as
they are submitted. This has the advantage of questions and responses being able to be actioned prior to
the HREC meeting. This process reduces the number of days to approval for greater than low risk research
studies.

o ** hitps://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018
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WHO NEEDS TO SIGN MY APPLICATION?

* The HREA should be signed by the Coordinating Principal Investigator (CPI).

« If the CPl is a student, the HREA should also be signed by the CPI's supervisor/s.

» More signatures will be required when submitting your Site-Specific Assessment (SSA) to the Research
Governance Office.**

» ** Metro North Research Governance & Site Authorisation webpage:
https://metronorth.health.gld.gov.au/research/ethics-and-governance/research-governance

15
WHERE IS MY APPLICATION?
* There have been occasions where the HREC has not received an application in the Ethics Work Area on
ERM. This could be related to 2 things:
» 2 different HRECs have been chosen in the application — firstly early on in the application under ‘Select
the committee that your ethics application will be submitted o’ and then later in the application at
Question 4.3.
If the response at these 2 questions is not the same, the application will appear to have been
submitted, but will have been submitted to a ‘Default Committee’ and will not go anywhere. Ensure
that the HREC listed is exactly the same at the two places.
» The researcher has not pressed ‘Submit’ when the application is complete.
16
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INFORMATION CLINICS

» Metro North Research provides weekly Information Clinics to assist researchers with their pending
submissions. These clinics provide clarification on requirements for submission to both the HREC and
RGO. Itis recommended that researchers attend an Information Clinic prior to the submission to the HREC
and RGO.

» Researchers have the opportunity of meeting for a 30-minute face-to-face consultation.
2 x 30-minute timeslots are available from 9.00am on a Monday and Tuesday morning each week.

» Appointments can be made through the Metro North Research Governance Office (Telephone: 3647 1004 —
Email: MNHHS-RGO@health.gld.gov.au)

17

Research Governance and Site Specific Assessment

Rebekah Steele, Research Governance Manager
Metro North Hospital and Health Service
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Site Specific Assessment
« The HREC considers the ethical acceptability of the study

« Site-specific authorisation (‘governance’) considers the appropriateness of conducting the research project at the site:
— Resource implications (financial, human, equipment, infrastructure)
— Expertise & experience of the researchers
— Legal requirements (Need for research contracts with external collaborators eg: universities)

Regulatory approvals, including compliance of the research project with relevant laws, policies & codes of conduct

Recommendation
made to the CE
Delegate

SSA review by
RGO

20
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SA submission requirements

Metro North Hospital and Health Service 7et{iy people fiat

Guidance Note - Site Specific Assessment (SSA)

Use this guidance note to assist with the completion of your SSA, and mandatory checklist and cover letter.

Further information and contact detalls for MNHHS Research Governance Office (RGO) are avalable on our webste.

Checklist
Mandatory
1. Checklist
2. st

te Specific
Appication (SSA)

3. Signatures
apl
b. BM
c. HoD

4. Approvals

Supporting HoDs
Queensiand
Pathology

!
-
£

d. Coronial Material

Guidance note
Required for all SSA applications
The MNHHS checkist & cover letter is required with your SSA to identify the relevant
documents and information associated with the governance submission.
To submit your SSA form, create itin ERM as a sub-form of the Human Research Ethics
Application (HREA)
You will then be required to upload all relevant documents and cick the Submit action,
The ERM User Guide and FAQs documents are available to assist you with accessing
and using ERM
The final SSA form must include the signatures of the:

a. Principal Investigator (P1)

b, Business Manager (BM) or finance delegate (Redciffe, Cabociture & Kilcoy

Fospital, Community, Indigenous Subacute Services, please contact the lccal
RGO)

©. Head of Department (HoD)
The Head of Department Is typically considered the Manager or Director for the MNHHS
Principal Investigator's empioying department
The Business Manager s typically the business manager for the Service Line. Please.
contact your RGO for further information.
The name. date and position of the signatory are required. Electronic signatures or wet
Ink signatures are permitted.

If your study goes across departments. uses the senvices of Queensiand Pathology andior

inciudes use of coronial material, the following is required:

‘Supporting ‘Head(s) of Department must aiso give their approval for any

research conducted in their department. Evidence of Supperting Head(s) of

Department is required with your submission.

b, The Director, Pathology Queensiand needs 1o give spproval f resuls or data are
required from Pathology Queensland (even if the pathology resaits are located
within the patient's medical records). Information contained in pathology reports
s owned by Pathoiogy Queensland and not the HHS.

©. Director, Radiology/Medical Imaging needs to give approval if patient radiology

data are required for use in research.

Forensic and Scientific Services (FSS) approval is required where studies require

access to coronial material heid by Queensland Heakth FSS.

®

a

Key elements

* Completed SSA via ERM

* Signatures/approvals

* HREC Approval

* HREC Approved documentation

* Budget

» Agreement (if involving external entities)

» Public Health Act approval (if waiver of
consent)

» Other regulatory documents (e.g for

clinical trials)

https://metronorth.health.qgld.gov.au/research/ethics-and-governance/research-governance
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# 1 Who needs to review and approve the SSA application?

* Principal Investigator (PI)

» Head of Departments (HoD)

- Department that ‘hosts’ the study
- Department of the PI

Declaration by delegated Department Head/s

D by

« I certify that | have read the project details in this SSA for the research project application named above.

* Supporting departments (sHoD)
- Pathology, Medical Imaging, Pharmacy

* Business Manager (BM)

Head/s at the site where the Principal Investigator/Site Coordinator will conduct the research for the purpose of resourcing the research project.

« I centify that | have discussed this research project and the resource implications for this Department, with the Principal Investigator/Site Coardinator.
« I centify that there are suitable and adequate facilities and resources for the research praject to be conducted at this site. This is for ‘Actual costs' and ‘In kind’ contribution.
« My signature indicates that | support this research project being carried out using such resources.

Will the Head of Department sign this document electronically through this website, provide an emall or letter of support this p , or with a "wet-ink” signature?

For instructions on kow to abtain a wet ink signature on this form, please click on the Information feon in the ght hand side of this question.

O Electronic signature

pload document

O Wet-ink sign after printing

Upload Letter of Support/Wet Ink Signature

Type Document Name

Letter of support MWA vs SABR Signatures HOD BM

22

File Name

Date Version

MWA vs SABR Signatures HOD BM.pdf 25/08/2020 1

4/05/2021

size

2428 KB

11
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# 2 Can | submit my SSA with documents still pending?

Guide to parallel submission for Research Ethics and Governance

\co Tettins
i ftal and Health Sewvice Pttty
applications - Metro North Hospital a
documents
. L must listal the
Ethics Administration Research Governance 1o bo submitied with your SSA and ‘omation.
toquired Hotes for more informat!
i chackst and coveretter £ SO ror o our SSA QuIdanct KIS
iacluded in your su g )
i ver letter
b assessment (SSA) application checklist 1 €0
" s
Earycommuication L. e 0 nec site Specific
ERM No
pate: MREC No:
Step 215 oyl .
Rescarche senersts S5 va ERM Site Contact
Step2(0) sito PH:
IRp— Surmary

Sty supec Cinical TriglsiCommert

remnts

wandatory
Step 3

HBEC reviews bmision 30 provhdes feedback 1 resssrenar -

1. Checkist

Chesisl

ssh

Signatures

Approvals

HREA & HRE
approval

HREC appro
documents
listed elsew!
on this form
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Queensland

Metra North Hospital and Health Service Government

Research Services
The Royal Brisbane and Women's Hospitat
4 December 2020

Research Governance Manager
Research Services

Royal Brisbane and Women's Hospital

Project Id: 12345

Project title:
roject title: | have document spending and this lstter is to let you know
We would fike to

ubmit th
following: € above study for research governance review. Please note the

This is a paraliel submissior
n a
%SEC 1 December 2020 e s
'€ agreement is being di
Your oo e g discussed with our collaborators and will be provided to
Supporting Head of Departs
ment
Vil o g Head o aps pass:;) ‘;pproval has been escalated for signing and

submit our ethics application to the RBWH

All pending documentation will be uploaded to ERM once received.

Your sincerely

# 3 | am doing this study on my own time do | need a

budget?

Study Budget
 Cash contributions Roal S asgammens g TR RV
. . . . e ™ + |Amount = ~ |potes =
* In-kind contributions (during QH hours/donated sis500
t| me) Z;:MF W““"‘/ Amount $ in-ind §* rina
» For example, if you anticipate spending 20 Etys ' i imemc FrEee e
hours on a research project during work hours conie: Tt i
as a PrInCIpaI lnveStlgator and Metro North Principle investigator 0.1 FTExd0weeks| §20,000.00 s 20,000.00 | Nocost 0.1 FTE as clinical researcher
Aggregate total of inkind'for all
Hospital and Health Service employee, you PN 50 P P
need to quantify the in-kind contribution (e.g. -
Pathology quatas $15,000.00 | 510,00000 | S 5,000.00 |QP have agreed to contribute $50000
sonrs S 6,000.00 S 6,000.00 100 hours data transcription
20 hours x hourly salary) for the SSA study oner
vouchers S 5,000.00| S 5,000.00
budget. T e FE T S e
$81,579.00 | 549,579.00[ § 32,000.00 [§ 81,579.00
in-kind) B 43,579.00
;rgs;mvw@éwm;zm/;m:mm
s N A Facily

N U S S T ——
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#4 Do | need a PHA?
Data / PHA Requests

identifiable or p

Where a researcher wants to use re-identifiable health information without the consent of the
participant or substitute decision maker (e.g NOK) for research purposes (i.e the HREC has granted a waiver of consent) there

are two ways that this may occur:

1. Approval under Chapter 6 Part 4 2. Permission under Section 150 of
of the Public Health Act 2005 (Qld) the Hospital and Health Boards Act
2011 (“Section 150 Permission”)

(“"PHA Approval”)

Any researcher applying for access to identifiable or Section 150 of the Hospital and Health Boards Act 2011

potentially re-identifiable data held by the Royal Brisb provides that a ‘desi d person' may disclose

and Women's Hospital (RBWH), who is unable to obtain ! inf ion’ to another 'd d person' if

participant consent, must make an application under the the disclosure is for the purpose of 'evaluating, managing,
monitoring or planning health services'.

Public Health Act 2005 (PHA) and receive approval from
the Director General of Queensland Health.

Read m

- Metro North Hospital and Health Service Futting peaple first
Royal Brisbane and Women's Hospital

Data custodian approval checklist

This checklist is to be used when;
you are requesting data for a clinical audit and have received Human Research Ethics Committee (HREC)

Approval under Chapter 6 Part 4 of the Public Health
Act 2005 (Qld) (PHA Approval)

Any researcher applying for access to identifiable or potentially re-identifiable data held by the Royal Brisbane and Women's
Hospital (RBWH), whe is unable te obtain participant consent, must make an application under the Public Health Act 2005 (PHA)
1
Exemption - Complete page 1 and sign on page 2. OR
you have been granted a waiver of consent from HREC and are seeking access to data for research under
Section 150 of the Hospital and Health Boards Act 2011°. Please complete all pages and sign. You will

and receive approval from the Director General of Queensland Health
need to provide this approval to the Research Governance Office with your Site-Specific Assessment

Researchers can apply for the release of confidential information for the purposes of research under 5280 Public Health Act 2005
(Qid). In assessing applications consideration given to whether the disclosure is in the public interest s284(2) and (3) Public

»

Health Act 2005 (Qld).
application.

25

#5 Do | need an agreement? b s
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#6 1 am doing my
study across multiple
MNHHS sites — do |
need to submit
multiple SSA?

1.1 What is the name of the site (or satellite site if you chose o

RBWH; TPCH; Herston Biofab Inslitute; STARS

1.2 To which Q land Health R ch Governance Office

Metro North HHS - RBWH RGO

27

4/05/2021

MNHHS Research Governance

Single Site-Specific Assessment (SSA)

Factsheet

This factsheet describes the process for obtaining Research Governance approval
for research projects being conducted at more than one Metro North Hospital and

Health Service (MNHHS) facility or service

Background

In 2019/2020 a trial was conducted in Metro North
which enable submission of a single SSA to one
Research Governance Officer (RGO), for studies being
conducted at more than one MNHHS facility. This was
conducted to reducing duplication and enhance
consistency of research governance review. This trial
received positive feedback and accordingly, is now
being implemented as standard practice in MNHHS.

What do | do?

For studies involving more than one MNHHS facility,
complete a single (one) SSA for a MNHHS research
project in Ethical Review Manager (ERM) and submit to
the lead MNHHS site. If there is no lead site, please
select the site you are located. Please note this will
change in the foreseeable future as the process is
rolled out further.

What changes?

The main change for researchers is the reduced
number of SSAs required to be submitted for multi-site
research in MNHHS. One research governance
approval letter will be issued for multi-site research
projects in MNHHS, listing all MNHHS sites involved.

#7 How do | get help?

Home / Research / Ethics and governance / Research Ethics & Governance Information Clinics

Research Ethics & Governance Information Clinics

1 pracess, come ta an Inf

Are you thinking of starting a research pr mation
Clinic to obtain ad

Research Governance Office

Ethics Committee

ailable to provide 2

The Clinics are held on a Monday and a Tuesday morning each week, with 2 x 30 minute timeslots available on both days,
at 9.00am

Appointments can be made by callin 002 or 3647 100

https://metronorth.health.qld.gov.au/research/ethics-and-governance/clinics
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Contact Us

Single site research projects are still processed through
the facility RGO as per standard processes.

What if my project begins at one MNHHS
site and then other sites are added on
later?

Please submit the SSA to the RGO who reviewed the
initial site. The first site will be approved, and other sites
may be added at a later stage. If this occurs, please
submit the budget, head of department signatures and
any other relevant documentation pertaining to the new
sites to the same RGO who initially approved the study.

Post approvals

Please submit all post approval amendments and
reports to the approving RGO of the single SSA. Only
one submission is required.

Who do | contact for questions, concerns,
queries and feedback?

To provide feedback on the single SSA process, please
contact your site RGO.

Royal Brisbane and Women's Hospital
P: 3646 8579

E- DRIAI DA hackh ald o

Metro North Office of Research

The Metro North Office of Research provides strategic oversight and direction for research in Metro North Hospital and Health
Service through operational implementation of the Metro North Research Strategy. The Metro North Office of Research works
collabaratively with the Metro Narth Executive and leadership team, Research Directors, Administrators and Managers across the
Health Service, external academic partners and with researchers to support and enable research excellence.

B cContact Details

Metro North Research Governance Office

B Contact Details

* Research Governance Manager, Rebekah Steele

Phone; Monday/Tuesday (07) 3647 9550 ; Wednesday-Friday (07) 3646 8579

« Research Governance Officer, Ascar Yu

Phone: Monday/Tuesday (07) 3646 5033; Wednesday-Friday (07) 3139 4407

* Research Governance Officer, Vanessa Constable

Phone: Monday/Tuesday (07) 3646 5047; Wednesday-Friday (07) 3883 7243

Email: MNHHS-RGO@health.gld.gov.au

Human Research Ethics Committee (HREC)

https://metronorth.health.qld.gov.au/research/ethics-and-governance/clinics
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Other frequently asked questions....

I need help with ERM?
- Health, Investment and Research Office website: https://www.health.gld.gov.au/hiiro/html/regu/regu_home/erm-ethics-review-
manager

Multisite studies - PICF version control —what is required?

- Local details of the site Pl, RGO details for complaints
- The site version and date must be in the footer and reference the master version and date
o MNHHS Site Specific PICF v1.0 30/01/2020 based on Master PICF v4.0 25/03/2019

How long will the review and approval take?
- SSA approval is typically received within 2-4 weeks of a valid application

Are there any fees associated with my SSA?

- There are fees for site authorisation of commercially sponsored research. A fee template signed by the sponsor should be
submitted with your SSA. The fee template is available on the MNHHS website

- https://metronorth.health.gld.gov.au/research/ethics-and-governance/research-governance

4/05/2021
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