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Introduction
Welcome to your new clinical trials team. 

The International Council for Harmonisation 
(ICH) Good Clinical Practice (GCP) Guideline 
stipulates that each member of the clinical 
trials team’s must be ‘qualified by education, 
training and experience to discharge her/his/
their role in the study’.

To provide evidence of compliance with 
this requirement to regulatory authorities, 
records of clinical trials team experience, 
education and training are required. The 
maintenance of current training records 
provides a means of demonstrating the 
training and experience of staff involved in 
the conduct of clinical trials. 

Training can be obtained from a variety of 
sources including training provided by your 
employer, endorsed training and certification 
programs, external hospital accepted 
training and certification program(s), and 
commercially available training. This training 
plan provides you with access to information 
on accepted training and resources for your 
orientation to clinical trials.

Clinical Trial staff members will also receive 
training in accordance with organisational 
Policies on the My Health Learning Platform 
including basic life support and emergency 

management commensurate with your role 
and responsibilities.

Following completion of this orientation 
plan, it is your responsibility to maintain 
and update your own training records in 
accordance with professional development 
requirements and to provide evidence of 
training to your manager/ supervisor in 
accordance with procedures for your clinical 
trial unit. This evidence may include:

• Evidence of TransCelerate accredited
ICH GCP Training

• A curriculum vitae (CV) including
relevant registration details (where
applicable)

• A current job description

• Relevant University degree, Registration
and training certificates

This plan may be customised by your 
manager to add or remove additional items 
specific to your needs. 

References

ICH GCP (E6 R2): Good Clinical Practice 
Guidelines - Annotated with TGA comments

Acknowledgement 
We gratefully acknowledge that this document has been adapted with permission 
from the Clinical Cancer Research Network staff orientation training checklist.
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Staff Name:

Manager/Supervisor Name:

Start Date:

Staff Role:

Essential components of training plan

Actions/Training needed N/A Trainer 
responsible

Due Initial 
and date 
completed

Human Resources and Hospital Mandatory Orientation

Name Badge/ Employee number/ 

Work entitlements/ etc

Human 

Resources (ASAP)

Position Description given/signed Human 

Resources (ASAP)

Hospital Orientation including general policies, 

guidelines and procedures commensurate 

with role and responsibilities.

Human 

Resources (ASAP)

Administration

Workstation set up:  desk, phone / 

mobile, office keys, security etc

CTU Manager 

or delegate (ASAP)

Explanation regarding timesheet, leave forms etc CTU Manager 

or delegate (week 1)

Generation and explanation of personnel 

file and staff training records

CTU Manager 

or delegate (week 1)

Clinical Trial Unit (CTU) overview

CTU Overview, introduction to 

staff, description of role.

CTU Manager
(week 1)

CTU Computer and eISF (or Clinical Conductor eREG) CTU Manager 

or delegate (week 1)

Completion of the A-CTEC Competency Assessment 
& Skills Tracker commensurate with your role. 
•	 Research Office Staff Competency Framework 
•	 Clinical Research Coordinator/Clinical 

Research Nurse Competency Framework 
•	 Investigator Competency Framework
•	 Clinical Trial Assistant (CTA) 

Competency Framework

CTU Manager
To be 

completed 

per tracker or 

per manager

Clinical Trials Unit CTMS training 

– Clinical Conductor Site

CTU Manager 

or delegate (week 3-4)
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Actions/Training needed N/A Trainer 
responsible

Due Initial 
and date 
completed

Computer Access and Information Technology Requirements

Computer/email/internet connection Computer / 

IT services (week 1)

Access & Training in electronic medical 

records (specific to each organisation. 

E.g. DMR, CAP, ARIA,, CHIME etc)

Computer / 

IT services 

and/or CTU 

Manager

(week 1-2)

Good Clinical Practice

Copy of annotated International Council 

for Harmonisation Guideline for Good 

Clinical Practice (ICH GCP) 

CTU Manager 

/Self-Directed (weeks 1-3)

Copy of  National Statement on Ethical 

Conduct in Human Research

CTU Manager 

/Self-Directed (weeks 1-3)

A-CTEC Trials Essentials for Research 

Support Team (15 hours)

This introductory package of 6 courses will 

give you foundational knowledge about 

running clinical trials in Australia. 

1.	 Introduction to clinical trials

2.	 Running clinical trials from start to finish

3.	 The regulatory environment of clinical trials

4.	 Ethics and governance application process

5.	 Safety reporting in clinical trials

6.	 Monitoring and auditing clinical trials

This package is mutually recognised and listed 

by TransCelerate as meeting the minimum 

requirements of ICH E6 (R2) GCP.  

*If directed by your manager this introductory 

package should be  completed with reference 

to the NSW Health Research Ethics and 

Governance information and REGIS How To 

information on NSW submission requirements.

A-CTEC 

/Self-Directed (weeks 1-3)

Standard Operating Procedures (SOPs)

Review organisational and CTU Specific 

SOPs and Working Instructions

CTU Manager 
/ Self 

Directed
(weeks 1-4)
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Components of training plan to be completed as Directed by Manager

Actions/Training needed N/A Trainer 
responsible

Due Initial 
and date 
completed

Ethics and Research Governance

Read the NSW Health Research Ethics 

and Governance Overview

NSW Health As directed by 

manager only

Regis - how to guides Human 

Resources

As directed by 

manager only

Clinical Study Operations (Good Clinical Practice)

Vital Signs- Introduction to Baseline Observations 

Duration: 2 Hours 

CPD micro-credential course

CQUniversity 

Australia-

As directed by 

manager only

Self-directed Learning

Clinical trial terminology 

https://clinicaltrials.gov/ct2/about-studies/glossary 3 months

Clinical Trial acronyms  

Clinical Trials Acronyms » Sydney Health Partners Self-directed

Declaration of Helsinki – (2004)  

https://www.wma.net/policies-post/wma-

declaration-of-helsinki-ethical-principles-for-

medical-research-involving-human-subjects/ 

3- 4 Months

Belmont Report – (1979) 

https://www.hhs.gov/ohrp/regulations-

and-policy/belmont-report/index.html 

3- 4 Months

TGA website 

http://www.tga.gov.au/ 3- 4 Months

Group and Associations/Helpful websites

clnicaltrialsNSW Clinical Trials Toolkit Self directed

Society of Clinical Trial Sites (SCRS) 

http://myscrs.org/

Self directed

TransCelerate Biopharma Inc. 

http://www.transceleratebiopharmainc.com/

Self directed

Up to date online 

http://www.uptodate.com/contents/search

Self directed

ClinTrial Refer (clintrialreferapp.com) Self directed

ARCS Australia (arcs.com.au)
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https://www.medicalresearch.nsw.gov.au/ethics-governance-overview/
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Amendment history

Amendment history Version Date Amended By Details of Amendment
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