GOOD CLINICAL PRACTICE (GCP)
& Research Integrity and the Code

Mandatory learning for Cabrini Researchers

All GCP training must meet the minimum criteria for ICH GCP site personnel training identified by
Transcelerate BioPharma to enable mutual recognition of GCP. Training must comply with the
latest updates to the ICH E6(R3) GCP guidelines published 6 January 2025.

GCP must be renewed every 3 years.

FOR NEW RESEARCHERS COMPLETING GCP TRAINING FOR THE FIRST TIME
The Global Health Network Training Centre delivers a free online course (duration 3 hours) that

can be taken at a time that suits you https://globalhealthtrainingcentre.tghn.org/ich-gcp-r3/
*Researchers whose GCP has lapsed by more than 3 months must complete this full course again.

FOR RESEARCHERS WISHING TO RENEW THEIR GCP
Visit https://actec.myopenims.net/ for free Australian content-based online learning
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Select Individual Courses
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Welcome to A-CTEC Online Interactive Courses! i
We offer 2 different pathways of course completion:

« Comprehensive Course Packages: Each consists of a set of courses with a v

certificate on completion of the whole package
« Individual Courses: Range of separate courses in different clinical trials fields,

associated with their own completion certificates N

Keen to get started or find out more about ACTEC packages and courses? Click the links
below.
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> Comprehensive Course Packages
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Select GCP Refresher (ICH E6R3)

Below you will find a range of individual courses in different clinical trials fields, with a certificate

provided for completion of each course.

RN

Category: Online Courses / Individual Courses s Search content Q

GCP Refresher (ICH E6R3)
This TransCelerate recognised refresher GCP E6R3 course provides a focused update on the revised International Council for Harmonisation
Good Clinical Practice (ICH-GCP) guidelines, equipping clinical research professionals with the knowledge to integrate the E6(R3) requirements

into daily practice.

By the end of this course, you will have the practical understanding needed to apply the revised 11 GCP principles, maintain compliance, and
strengthen oversight and accountability in clinical research operations.

Target Audience: This training is focused on Research Investigator and Site Personnel in Australia.

This course is mutually recognised and listed by TransCelerate as meeting the minimum requirements of ICH E6 (R3) GCP.




Results will produce this free online 1-hour course below (review the course disclaimer re early

release):

Introduction

This TransCelerate recognised refresher GCP E6R3 course provides a focused update on the revised International Council for
Harmonisation Good Clinical Practice (ICH-GCP) guidelines, equipping clinical research professionals with the knowledge to
integrate the E6(R3) requirements into daily practice.

By the end of this course, you will be able to:

1. Identify key updates introduced in ICH-GCP E6(R3) and their impact on clinical research practice.
2. Qutline updated requirements for informed consent and continuous participant communication.
3. Understand investigator responsibilities for participant medical care and safety oversight.

4, Explain expectations for accurate and traceable source and essential records.

5. Apply data governance and system validation principles to ensure data integrity.

6. Implement risk-based monitoring and reporting practices aligned with E6(R3).

7. Ensure Principal Investigator accountability by demonstrating effective oversight and delegation.
8. Summarise the revised 11 GCP principles and apply them in day-to-day trial operations.

Expected Time for Completion: 1 hour

Course Disclaimer — Early Release

This course has been released ahead of the finalisation of the Therapeutic Goods Administration (TGA) consultation process for
ICH-GCP E6(R3). While the content reflects the current version of the guideline and best available information, further amendments
may be required once the consultation outcome is published early 2026.

Learners are encouraged to consider this when choosing to complete the course early. Should any material updates arise, all early
completers will be notified and provided with a brief update or additional slide within the course to ensure ongoing accuracy. No re-
issuance of completion certificates will be required.

These are the GCP courses you are required to successfully complete if you wish to
undertake research at Cabrini.

Other Australian GCP courses:

Monash Partners Health Translation Network

GCP in Clinical Trials
» full day in person workshop for researchers without previous training
» 2.5hr online refresher short course
» for paid employees of Monash Partners organisations

Sophie Mepham GCP
Introduction to GCP R3 - $49 4 hours online
Refresher GCP - $29 2 hours online

Genesis Research Services - $20 online 2-4 hours



https://monashpartners.org.au/education-training-and-events/good-clinical-practice-in-clinical-trials/
https://courses.sophiemephamgcp.com/
https://genesisresearchservices.com/product/good-clinical-practice-ich-gcp-r3-online-training-course/

Research Integrity and the Code
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Results will produce the course below:

CONTENTS Q Introduction
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Introduction Target Audience: All researchers who conduct, or assist with the conduct of, research.

Pro 0 The aim of this course: to assist you in conducting your research with integrity and complying with the Code
Evaluation & Completion Certificate principles. This course isn't just about being compliant but about being a good scientific citizen that acts
Pro 3 with integrity and responsibly does research.

+ ) Content Dashboard The course topics follow the research lifecycle, starting from peer review and ethics approval, and ending
with publications and authorship

Expected time for completion: 30 mins
ACKNOWLEDGEMENTS
Course Development By:

This course has been developed through collaboration between Peter MacCallum Cancer Centre (PMCC),
Melbourne Children's Research Institute (MCRI), and Australian Clinical Trials Education Centre (A-CTEC).

This Research Integrity and the Code course takes 30 minutes to complete and is a
requirement for all Principal Investigators of Cabrini research projects.
It is renewable every 3 years.

Good luck!



