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Pre-submission

Researchers to determine
submission requirements via WH
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Submission

Submission of Application by
PI/ Study Coordinator via ERM

website or contact OfR

i

Create HREA Form on ERM

.

Obtain SOAs from HoD & HoSD on
ERM/Statement of Approval
Forms preferred by HoD/SoSD

I

Investigators to complete GCP
Training/Provide evidence of GCP
training (within 3 years)

!

If applicable, complete and
submit Honorary Researcher
Application forms for external
researchers

.

If applicable, submit Research
Agreement for legal endorsement

I

For funded projects, submit
itemised budget for BA
endorsement

.

Make payment for Research
Governance review

Cover Letter
HREA (submitted via ERM)
VSM
Protocol
WH LREP Site Specific Form
SOAs from HoD & HoSD on ERM/
Statement of Approval forms preferred by
HoD/HoSD
WH Researcher CV & WH Researcher
Code
Evidence of GCP Training (within 3 years)
Other documents as applicable:
PICF
Advertisements
Surveys/Questionnaires
Telephone scripts
Letters of invtiations
Honorary Researcher Appointment
Form
Databank Registration Form
Research Agreement
o  Budget
Application Fee
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Click here for detailed submission
requirements on our website

AND email notification of
formal submission

Resubmit:
v
fR Prelim Review Changes
completed within required
5 business days

Researchers given 3
business days to
address requirements

Application sent to the
reviewer and chairperson

Review completed N.o
within 10 business gthmal—b
days Issues

OfR Governance
REVIEW ONLY

44— Resubmit

Changes required

Researchers to respond
within 10 business days

Ethics & Governance Review
of Response by OfR/LREP

Changes required
researchers to resubmit within
10 bus.days (1st review)

OfR/LREP to notify of
decision within
10 bus.days for 1st review
5 bus.days for further reviews

Changes satisfactory

Project Approved \

5 bus.days (further reviews)

OfR notify of Researchers to

Changes

<within 5 business daysj‘

Project rectified
at the meeting

decision required respond within
(5 bus.days) q 5 business days
Changes
satisfactory
-

Pl: Principal Investigator
OfR: Office for Research
LREP: Low Risk Ethics Panel
HREA: Human Research Ethics Application
ERM: Ethical Review Manager
VSM: Victorian Specific Module
SOAs: Statement of Approvals
HoD: Head of Department/s
HoSD: Head of Supporting Depatment/s
GCP: Good Clinical Practice
BA: Business Analyst
PICF: Participant Information and Consent Form


https://www.westernhealth.org.au/EducationandResearch/Research/Research%20Ethics/Pages/Low-Risk-Projects.aspx
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