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Purpose

Barwon Health is a public health care organisation that is insured by the Victorian Managed Insurance
Authority (VMIA). Employees of Barwon Health (including people who hold joint appointments with
Barwon Health and a partner organisation) are covered under the VMIA, provided they carry out their
duties in accordance with their conditions of employment.

External researchers, who are not employees of Barwon Health or who do not hold a joint appointment
between Barwon Health and the partner organisation are not subject to Barwon Health conditions of
employment and present a governance risk to the organisation.

In recognition that Barwon Health is engaged in health-related research across all stages of life and has
strong collaborations with several organisations, this procedure is intended to support:

1. facilitating visiting researcher appointments, in circumstances where an external researcher is
supporting a research project with a Barwon Health Principal Investigator and the research is of
potential benefit to Barwon Health.

2. mitigating Barwon Health'’s risk exposure.

Link to Policy
The Visiting Researcher procedure is linked to the Research Policy

Target Audience

All external researchers excluding students, and clinical researchers conducting a project at Barwon
Health.

Students — Please complete a Student Placement Agreement and Induction contact RDU
(RDU@barwonhealth.org.au) for direction

Clinical Researchers — Please complete a credentialing application contact RDU
(RDU@barwonhealth.org.au) for direction.



https://app.prompt.org.au/download/207094?code=77f3987e-4ba5-40f1-91bb-a12de516b5df
mailto:RDU@barwonhealth.org.au
mailto:RDU@barwonhealth.org.au

Title: Visiting Researcher ”

Department: Research PROCEDURE Barwon
Approved by:  Chief Medical Officer Health
Definitions
Definition Meaning
ERM Ethics Research Manager is an online ethics and
Governance system for research projects.
Non clinical research Research that involves access to Barwon Health

sites or data or internal systems but has no direct
contact with participants

Principal Investigator The person responsible, individually or as a
leader of the research team at a site, for the
conduct of a clinical trial at Barwon Health site.
As such, the Principal Investigator is responsible
for adequately supervising their research team.
Research procedure. Research tasks to be undertaken by researchers
who must be qualified by education, training and
registration as required under ICH-GCP and be
delegated the tasks by the sponsor on a
delegation log.

Research program. A series of research projects conducted by the
same research team working in a research area

Research project One HREC approved research protocol.
RMC Research Management Committee
Background

Barwon Health must have strict controls as to who is permitted to hold visiting researcher status and
under what conditions. The status of Visiting Researchers is not administered by People and Culture.
The appointment is coordinated by the Research Directorate. Applications should be submitted to the
Research Development Unit (RDU) via email or ERM.

To be eligible to apply for visiting researcher status, the following principles are applied:

1. The Visiting Researcher status must be linked to the functions and requirements of a specific
research study.

2. The Visiting Researcher should hold an appointment with an institution partnering with Barwon
Health for the Research Project.

3. Approval for Visiting Researcher status will be considered if the research study has obtained
Human Research Ethics Approval and Site Authorisation at Barwon Health.

4. Barwon Health may grant Visiting Researcher status if the study involves a Barwon Health
Principal Investigator, and the research team are able to demonstrate how the research may
potentially benefit Barwon Health.

The Barwon Health Principal Investigator agrees that they will hold responsibility for oversight of the
Visiting Researcher and will immediately report to RDU, any issues that may impact on the safety of
Barwon Health patients, staff or resources.

Procedure
Application process

1. The external researcher must complete a Visiting Researcher Application Form General
(Appendix A) or the Visiting Researcher Application Form Scientist (Appendix B) and seek
support from the Barwon Health Principal Investigator and Head of Department


mailto:RDU@barwonhealth.org.au
https://au.forms.ethicalreviewmanager.com/
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e The Visiting Researcher Application Form General (Appendix A) is for researchers who
are not working on a clinical trial and are conducting research such as conducting
interviews or non-clinical data collection.

e The Visiting Researcher Application Form Scientist (Appendix B) is for researchers with
a science qualification who would be working in this capacity on a clinical trial.

2. The external researcher must submit the application form along with supporting documents via
email to: RDU@barwonhealth.org.au or via ERM.

3. The applicants’ details are entered into the Visiting Researcher Register along with the
supporting documents by RDU staff. This register may be accessed by authorised
representatives of People and Culture, Barwon Health Executive or other authorised staff for the
purposes of verifying information and quality assurance purposes.

Approval process
1. RDU will review the visiting researcher application and supporting documents,

2. A RMC subcommittee consisting of CMO, clinical director and co-director of research are sent a
link to the application documents for review.

3. The application is submitted to the Research Management Committee (RMC) for endorsement
by the subcommittee and the approval recorded in the RMC minutes.

4. Once the visiting researcher has been endorsed at RMC, RDU will provide certificate of
approval for the researcher.

5. RDU will keep a record of approved applications on visiting researcher register

Post approval.

1. The Barwon Health Principal Investigator and researchers must comply with the following
conditions whilst conducting approved research activities at Barwon Health:

o Conduct research in accordance with both the Human Research Ethics Approval and
Site-Specific Authorisation issued by Barwon Health.

o The Barwon Health Principal Investigator is responsible for the supervision
arrangements of the visiting researcher.

o An executed Agreement between Barwon Health and the external organisation’s
employer which is compliant with the Barwon Health Instrument of Delegation Section
25 plus approval as a researcher at Barwon Health must be in place for each
protocol prior to commencing research activities at Barwon Health. Site Specific
Authorisation to commence the study will not be granted without a suitable fully
executed Agreement.

o If the visiting researcher is from overseas and does not hold an Australian medical
history, a statutory declaration stating all mandated immunisations have been
undertaken must be provided together with a certified version of the available
immunisation certificate.

2. Training: If relevant, the visiting researcher must complete any required Barwon Health
training such as Privacy Training, Hand Hygiene, Cyber Safety.

On-site presence:

Visiting researchers are permitted on site at Barwon Health in accordance with any restrictions and
conditions imposed upon Barwon Health by the Minister for Health. Please refer to Barwon Health’s
website for all current restrictions and conditions.



mailto:RDU@barwonhealth.org.au
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It is the responsibility of the Visiting Researcher to ensure that their vaccinations are up to date per the
Barwon Health immunisation requirements.

At all times refer to the current Staff Immunisation Procedure for vaccination requirements.

Standard Requirements
When undertaking any interaction with a consumer, researchers are expected to:

* Perform routine hand hygiene. Refer to the Hand Hygiene directions.

* Introduce themselves to the Consumer and Carer/ Family if in attendance.

* Obtain consent as per the HREC approved protocol.

» Keep the patient/carer informed and involve them in decision making.

» Document interaction in the research source notes and if applicable to a consumer, make
these available to the treating team at Barwon Health via submitting a copy to Health
Information Services for scanning into the EMR.

Evaluation
Regular document revision and review of processes will be conducted by the Research Directorate.

Related Documentation
o Fit2Work — visiting researcher responsible for payment for check.
e Working with Children Check — visiting researcher responsible for payment for check.

Key Aligned Documents
Conflict of Interest in Research

Intellectual Property Research Policy

Research Data and Records Management Procedure

Key Legislation, Acts & Standards

Health Records Act 2001 (Vic);

Health Services Act 1988 (Vic);

Human Tissue Act 1985 (Vic); and Human Tissue Act 1983 (Commonwealth).

Infertility Treatment Act 1995 (Vic);

Medical Treatment Planning and Decisions Act 2016 (Vic);

Mental Health and Wellbeing Act (Vic) 2022;

National Safety and Quality Health Service Standards Second edition. (2017, November).

National Clinical Trials Governance Framework February 2022

National Health and Medical Research Council Act 1992 (Commonwealth);

National Statement on Ethical Conduct in Research Involving Humans 2007 (updated 2018),

Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95) Annotated with TGA comments. (July
2000);

State and National Privacy legislation;
The Australian Code for the Responsible Conduct of Research 2007; and other NHMRC guidelines.

Ethical conduct in research with Aboriginal and Torres Strait Islander Peoples and communities:
Guidelines for researchers and stakeholders, 2018



https://app.prompt.org.au/download/112120?code=a969c1ed6677b80c2272a2b826243bb3
https://app.prompt.org.au/download/112530?code=4fb5313a7f9f3b99da34a0f29cf0f860
https://www.fit2work.com.au/IndividualCheck.aspx?id=ICHC
https://www.workingwithchildren.vic.gov.au/
https://app.prompt.org.au/download/127466?code=2c88c96908fdfdcda5ba85bea9647d29
https://app.prompt.org.au/download/112242?code=8dec85f64476044aecbc8a6b7c3cc33d
https://app.prompt.org.au/download/114486?code=87b62bfa493bf4902370f33b579eb0b2
https://www.health.vic.gov.au/legislation/health-records-act
https://www.legislation.vic.gov.au/in-force/acts/health-services-act-1988/181
https://www.legislation.vic.gov.au/in-force/acts/human-tissue-act-1982/045
http://www8.austlii.edu.au/cgi-bin/viewdb/au/legis/nsw/consol_act/hta1983160/
https://www.legislation.vic.gov.au/repealed-revoked/acts/infertility-treatment-act-1995/031
https://www.health.vic.gov.au/patient-care/medical-treatment-planning-and-decisions-act-2016
https://www.legislation.vic.gov.au/as-made/acts/mental-health-and-wellbeing-act-2022
https://www.safetyandquality.gov.au/wp-content/uploads/2017/11/National-Safety-and-Quality-Health-Service-Standards-second-edition.pdf
https://www.safetyandquality.gov.au/standards/national-clinical-trials-governance-framework
https://www.legislation.gov.au/C2004A04516/2006-07-01
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2018
https://www.tga.gov.au/sites/default/files/ich13595an.pdf
https://www.tga.gov.au/sites/default/files/ich13595an.pdf
https://www.oaic.gov.au/privacy/privacy-legislation/state-and-territory-privacy-legislation/state-and-territory-privacy-legislation
https://www.nhmrc.gov.au/about-us/publications/australian-code-responsible-conduct-research-2007

¥

Title: Visiting Researcher
Department: Research PROCEDURE Barwon
Approved by:  Chief Medical Officer Health

The Therapeutic Goods Act 1989 (Commonwealth) and the Therapeutic Goods Administration (TGA

quidelines);
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All researchers whether employed by Barwon Health or externally are required to be registered and
pre-screened by the Research Development Unit (RDU) to undertake research activities at Barwon
Health (BH).

This form is for researchers who are not employed by Barwon Health and need to come on-site and/or
need access to Barwon Health held data for research purposes (not for use with students - Students —
Please contact RDU@barwonhealth.org.au to complete a Student Placement Agreement and
Induction).

Please do not commence research activities until BH’s RDU gives approval for your registration and the
project has BH HREC approval and Site Governance RGO authorisation.

Full name

Telephone number

Email address

Organisation where the Visiting Researcher
is Employed

Proposed Commencement Date
Approval is valid for up to three years from this date
subject to ongoing employment with Organisation

Expiry date: RDU Use RDU UsE ONLY i
Description of duties

Description of the duties the researcher will PLEASE INCLUDE YOUR AREA AND RESEARCH GROUP
be performing in the research (Approved

Purpose)

Please include study reference/s, if known

NB: This cannot include any clinical duties under this
arrangement. For clinical duties please email
ACCTC@barwonhealth.org.au

Documents needed for Visting Researcher Registration at Barwon Health:

INCLUDED WITH | NOT
THIS FORM APPLICABLE
CURRICULUM VITAE O
GoobD CLINICAL PRACTICES (GCP) O O
FIT2WORK POLICE CHECK DATED WITHIN THE LAST 12 MONTHS O O
CURRENT WORKING WITH CHILDREN CHECK, if program has face-to- O d
face, physical, written, oral or electronic contact with young people
aged under 18 years.
MEDICARE IMMUNISATION CERTIFICATE
EVIDENCE YOU HAVE WATCHED THE Onboarding training video
(SCREENSHOT OF COMPLETION PAGE REQUIRED, PLEASE SIGN AND DATE)
SIGNED CONFIDENTIALLY AGREEMENT (ACCESSED VIA THE TRAINING O
MODULE ABOVE)

1. Who is the Barwon Health Principal Investigator supervising the Researcher?


mailto:RDU@barwonhealth.org.au
https://rise.articulate.com/share/Kfrcm0xNhptd62TZB1Bmh8uZvJMMk9PJ#/lessons/KyuT2iweCiO_yNz9SrY1UGXxHVbLd0lq
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FULL NAME
EMAIL ADDRESS

2. Please list the access that is required for the Visiting Researcher. (E.g. Access to which
buildings and locations, any IT systems)

3. DECLARATION AND CONFIDENTIALITY UNDERTAKING OF RESEARCHER

1, [individual’s name], of [Organisation] in relation to
information, materials, equipment and/or facilities (collectively called Information) owned or controlled
by Barwon Health which | receive or have access to undertake as follows:

a. | have been given access to the Information for the sole purpose of undertaking the Approved
Purpose.

b. [will, at all times, only collect, use and disclose information: in accordance with the relevant
legislation and Barwon Health policies, procedures and guidelines; and to the extent that it is
necessary to fulfil the functions of the Approved Purpose with Barwon Health.

c. | will not access information unless it is required to fulfil the functions of the Approved Purpose with
Barwon Health — this includes not accessing information about other staff members, myself or
family members.

d. 1 will not discuss patient details or information in places where it may be overheard by unauthorised
persons.

e. | will not divulge that | have seen a person attend any Barwon Health service to unauthorised
persons (including family or friends).

f. 1 will not alter or destroy information other than in prescribed circumstances, as required by law.

g. | will not remove information from any Barwon Health site, unless required to do so to fulfil the
functions of the Approved Purpose, but only to the extent necessary to do so.

h. I will not divulge any of my system passwords or device access codes to any other person; or leave
a device or system open and available for any other person to access.

i. 1 will report any activities that | suspect may breach this agreement to the Research Development
Unit.

j. lunderstand and agree that my access to Barwon Health systems may be subject to audit and
investigation.

k. Where | am uncertain on the collection, use or disclosure of information, | will refer to my site
supervisor prior to any action.

I. I agree to uphold these obligations after the Approved Purpose ceases.
m. | provide with this Confidentiality Undertaking, a Fit to Work Police Check, Working with Children
Check if applicable and evidence of current Influenza vaccination.

n. | will recognise Barwon Health and its staff in any communications and publications arising from the
Approved Purpose.

o. | agree to be listed on the Barwon Health Researcher Register.
Researcher to sign:

Name of Researcher (print):

Signature:
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Date: / /

4. Barwon Health Principal Investigator Declaration and Signature

| declare on behalf of the research team that | will be responsible for overseeing the conduct of the
Researcher named above and will ensure that the study is conducted in accordance with the Human
Research Ethics Committee and Site Authorisation conditions of approval.

Name (print):

Signature:

Date: / /

5. Head of Department Approval
(To be signed by the Barwon Health Head of Department of the Principal Investigator)

Name (print):

Signature:

Date: / /

Please attach this form and all supporting documents to your ERM application alternatively please
email this form and all supporting documents to RDU@barwonhealth.org.au

RDU use only.
6. RMC Approval Date

(To be dated when the application is tabled before the Barwon Health Research Management
Committee)

Date: / /
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All researchers whether employed by Barwon Health or externally are required to be registered and
pre-screened by the Research Development Unit (RDU) to undertake research activities at Barwon
Health (BH).

This form is for researchers who are not employed by Barwon Health and need to come on-site and/or
need access to Barwon Health held data for research purposes (not for use with students - Students —
Please contact RDU@barwonhealth.org.au to complete a Student Placement Agreement and
Induction).

Please do not commence research activities until BH’s RDU gives approval for your registration and the
project has BH HREC approval and Site Governance RGO authorisation.

Full name

Telephone number

Email address

Organisation where the Visiting Researcher is
Employed

Proposed Commencement Date
Approval is valid for up to three years from this date subject to
ongoing employment with Organisation

Expiry date: RDU Use RDU USE ONLY /7
Research project title Reference

Research Reference ID (ERM or BH Ref)

Are you working on a clinical trial? Please circle Y/N

Please note that for clinical trials some tasks must be performed by a medically qualified researcher in line
with their scope of practice

Tasks associated are marked with *

The Approved Purpose

Details of the duties the external researcher will be performing in the research. In the case of
research assistant/Scientist role with no clinical intervention involved, demonstration that the
person holds the skills to undertake the specific duties is required.

Please tick all that apply and upload supporting evidence (or provide delegation log/operational plan
signed by the Barwon Health Principal Investigator)

SOME EXAMPLES OF DUTIES ARE LISTED BUT THIS IS NOT EXHAUSTIVE.

Coordinates ethics and governance communications and submissions O
Obtains Informed Consent (inc. sign off) * ]
Confirms eligibility (inclusion/exclusion) * O
Obtains medical and/or medication history O
Performs physical examination with or without vital signs* U
(Please specify you may require vitals training as below)

Maintains essential documents ]
Activities related to regulatory submissions O
Perform study activities ]
Unblind/Unmask* O
Evaluates study related test results® O



mailto:RDU@barwonhealth.org.au
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Recruits’ participants

Assesses AEs / SAEs*

Reports AEs / SAEs

Assess safety notifications*

Prepares/dispenses study drug/device (investigational product) *

Perform study drug/device (investigational product) accountability

Administer study drug/device (investigational product) *

Manage investigational product receipt/storage/temperature monitor

Collects/ Processes biological sample

(Please specify, a Certificate Ill in pathology collection is required for ECG’s,
venepuncture and nasal swabs)

O g gl g g o g o)™

Ships biological sample

Signs off e/CRFs*

Resolves data queries

Makes entries / corrects e/CRFs

Randomisation (e.g. IVRS)

Follow up phone calls

Provision of discharge instructions

O gy gy ol g g g

Other — please specify

Documents needed for Visiting Researcher Registration at Barwon Health:

INCLUDED WITH THIS FORM

circumference, temperature, pulse, RR, BP, Sp02, BSL, heel prick, urine
dipstick or pregnancy testing please contact

acctc@barwonhealth.org.au, PH 03 4215 3053

CURRICULUM VITAE O
GoobD CLINICAL PRACTICES (GCP) O
FIT2WORK POLICE CHECK DATED WITHIN THE LAST 12 MONTHS O
CURRENT WORKING WITH CHILDREN CHECK, if program has face-to-face, O
physical, written, oral or electronic contact with young people aged

under 18 years.

MEDICARE IMMUNISATION CERTIFICATE, IT WILL BE NECESSARY TO MEET O
THE REQUIREMENTS OF THE STAFF IMMUNISATION POLICY. PLEASE

CONTACT RDU@Barwonhealth.org.au FOR A COPY OF THE POLICY

EVIDENCE YOU HAVE WATCHED THE Onboarding training video O
(SCREENSHOT OF COMPLETION PAGE REQUIRED, PLEASE SIGN AND DATE)

SIGNED CONFIDENTIALLY AGREEMENT (ACCESSED VIA THE TRAINING O
MODULE ABOVE)

Supporting evidence for all activities listed as part of the approved O
purpose e.g. delegation log

If completing patient assessments including height, weight, waist O



mailto:RDU@barwonhealth.org.au
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INCLUDED WITH THIS FORM

To complete the vital signs assessment, please upload evidence of
completion

If Deakin staff working in HERB building, please provide evidence of ]
Deakin onboarding

1. Who is the Barwon Health Principal Investigator supervising the Researcher?

FULL NAME
EMAIL ADDRESS

2. Please list the access that is required for the Visiting Researcher. (E.g. Access to which
buildings and locations, any IT systems)

3. DECLARATION AND CONFIDENTIALITY UNDERTAKING OF RESEARCHER

1, [individual’'s name], of [Organisation] in relation to
information, materials, equipment and/or facilities (collectively called Information) owned or controlled
by Barwon Health which | receive or have access to undertake as follows:

a. | have been given access to the Information for the sole purpose of undertaking the Approved
Purpose.

b. 1 will, at all times, only collect, use and disclose information: in accordance with the relevant
legislation and Barwon Health policies, procedures and guidelines; and to the extent that it is
necessary to fulfil the functions of the Approved Purpose with Barwon Health.

c. | will not access information unless it is required to fulfil the functions of the Approved Purpose with
Barwon Health — this includes not accessing information about other staff members, myself or
family members.

d. 1 will not discuss patient details or information in places where it may be overheard by unauthorised
persons.

e. | will not divulge that | have seen a person attend any Barwon Health service to unauthorised
persons (including family or friends).

f. 1 will not alter or destroy information other than in prescribed circumstances, as required by law.

g. | will not remove information from any Barwon Health site, unless required to do so to fulfil the
functions of the Approved Purpose, but only to the extent necessary to do so.

h. [ will not divulge any of my system passwords or device access codes to any other person; or leave

a device or system open and available for any other person to access.

i. I'will report any activities that | suspect may breach this agreement to the Research Development
Unit.

j- lunderstand and agree that my access to Barwon Health systems may be subject to audit and
investigation.

k. Where | am uncertain on the collection, use or disclosure of information, | will refer to my site
supervisor prior to any action.

I. | agree to uphold these obligations after the Approved Purpose ceases.
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m. | provide with this Confidentiality Undertaking, a Fit to Work Police Check, Working with Children
Check if applicable and evidence of current Influenza vaccination.

n. | will recognise Barwon Health and its staff in any communications and publications arising from the
Approved Purpose.

o. | agree to be listed on the Barwon Health Researcher Register.
Researcher to sign:

Name of Researcher (print):

Signature:

Date: / /

4. Barwon Health Principal Investigator Declaration and Signature

| declare on behalf of the research team that | will be responsible for overseeing the conduct of the
Researcher named above and will ensure that the study is conducted in accordance with the Human
Research Ethics Committee and Site Authorisation conditions of approval.

Name (print):

Signature:

Date: / /

5. Head of Department Approval
(To be signed by the Barwon Health Head of Department of the Principal Investigator)

Name (print):

Signature:

Date: / /

Please attach this form and all supporting documents to your ERM application alternatively please
email this form and all supporting documents to RDU@barwonhealth.org.au

RDU use only.
6. RMC Approval Date

(To be dated when the application is tabled before the Barwon Health Research Management
Committee)

Date: / /




