
IT’S BEYOND GCP!



THE CURRENT NEED

High quality Integration 
in practice

Consumer 
focus

Safety of 
environment

• Unit Managers
• Investigators
• Study team

Trial teams will be 
accountable for 
ensuring 
trial’s………….

Presenter Notes
Presentation Notes
It has been recently identified that the need for high quality clinical trials is crucial for the Victorian and Australian workforce, meeting the requirements of the National Clinical Trials Governance Framework and the growth of the clinical trial sector in Australia.



High quality 
will be 

achieved by Skilled Reliable 
Workforce

Ultimate Goal

Current Need

Presenter Notes
Presentation Notes
High quality clinical trials are best achieved by establishing and retaining a skilled and reliable workforce within health service organisations and medical research institutes.




Barriers for Trial Sites

● Lack of uniform approach to site staff training & certification
● Lack of knowledgeable/skilled staff
● Lack of readily accessible trials education
● Lack of up-to-date trial education materials meeting the fast 

changing pace of trials environment
● Cost $$$$

Presenter Notes
Presentation Notes
The V-CTEC Steering Committee reviewed existing data from various gap analyses in the clinical trials sector, along with existing education offerings in health service and academic settings. It was found that most trial sites are challenged by inconsistency in existing education offerings for their staff, including variability in quality, accessibility and most importantly cost. 
 



Supported by

THE SOLUTION..

Presenter Notes
Presentation Notes
Supported by the Victorian Research Translation Centres, V-CTEC is being established to address this need and the existing shortfalls in metropolitan and regional trials capability building.




V-CTEC VISION

A collaborative contribution from Clinical Trial 
experts across Victorian health services, medical 

research institutes and universities

Leading clinical trial sites education and 
training in Victoria, by providing staff with 

high quality education and training to 
conduct clinical trials with world class 

excellence

Presenter Notes
Presentation Notes
V-CTEC is a not for profit, Victoria wide, member-based education centre enabling all clinical trial professionals to access high quality, world class training at no cost.



TARGETING
Clinical Trials Professionals

Investigators

Interested clinicians

Supporting 
Departments

Clinical Trial 
Pharmacists

Research Staff

HREC/RGO 

Presenter Notes
Presentation Notes
Education opportunities will be offered to all clinical trial professionals, including investigators, research staff, supporting departments such as pharmacy and pathology, and ethics and governance personnel. 
 



STRUCTURE & OVERSIGHT

Dr Eman Nafea
Administration 
Support and LMS 
Maintenance

Education 
Development and 
Centre Direction

Director Admin Support

V-CTEC STEERING COMMITTEE

V-CTEC Education Advisory Committee



V- CTEC STEERING COMMITTEE

Presenter Notes
Presentation Notes
V-CTEC Governance has been formally established.  The Steering Committee is comprised of representatives from the 3 Victorian Health and Research Translation Centres alongside 7 Victorian health service organisations and associated medical research institutes.  




V- CTEC 
Education 
Advisory 

Committee

Clinical Trial Unit/Research 
Managers

Clinician/Investigator

University Academics 

Trial Educators

Experienced 
Study Coordinators

Clinical Educator 

Presenter Notes
Presentation Notes
Additionally, a variety of clinical trial professionals are represented in the V-CTEC Education Advisory Committee.





V-CTEC Reporting Structure

V-CTEC

Victorian Research Translation Centre Collaborative 
Executive Committee

(VRTCC Executive)

Presenter Notes
Presentation Notes
V-CTEC reporting structure is through the Victorian Research Translation Collaborative Committee (VRTCC)



Role –based Competency Framework 
Guiding V-CTEC

Scientific 
Thinking 

Protocol 
Compliance

Study 
Management

Financial 
Management

communications/
Coordination

Data collection & 
Documentation

Interaction with 
Participants

Informed 
Consent Process

Management of 
Clinical Trial 

patients

Patient 
recruitment

Lab 
Operations

Handling 
biological 
samples

Performing 
laboratory 
processes 

Regulatory 
Management

Ethics and 
regulation 

compliance

Professional 
Skills

Professional 
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Presenter Notes
Presentation Notes
Role-based competency frameworks have been developed to:
Assist research staff to understand the responsibilities of their role and identify education and professional development needs
Assist hospitals to provide a uniform approach to staff training and meet the requirements of the National Clinical Trials Governance Framework
Guide V-CTEC to identify training and education to provide clinical trial professionals




INTERACTIVE
LIVE 

PLATFORM

IT’S BEYOND GCP!

Presenter Notes
Presentation Notes
V-CTEC encompasses a dedicated Learning Management System (LMS) hosting a suite of evidence- based, interactive education opportunities. 



V-CTEC 
Engagement 

Survey

• Respondents : 357 

• Positions : Various clinical trials and 
research roles

• Locations: Metropolitan, regional and rural 
Victoria

• Organisation types: Public & private 
health services, primary care,  research 
institutes and universities 

• 188 survey participants indicated their 
willingness to contribute to future V-CTEC 
activities

Presenter Notes
Presentation Notes
To inform the V-CTEC strategic plan for the delivery or education and training to the Victorian clinical trial sector, V-CTEC distributed an engagement survey to Victorian clinical trials and research professionals across the state.

Over 350 responses were received and have informed how V-CTEC can deliver education and training to the sector that is based on the needs and interests of clinical trial professionals in Victoria.




V-CTEC LMS Content

Shared 
Network

Q&A Forum
(Novice & Experts)

GCP in Action

Monthly insights and 
real life scenarios 

(refelctions/problem 
solving) 

Online 
Courses

Course categories related to 
competency areas

Presenter Notes
Presentation Notes
The content V-CTEC offers will include:
Shared professional Network, Online Courses based on identified needs, and offerings of real life scenarios reflecting on GCP and regulatory principles in action.




Live
Webinars/Workshops

Guest speakers sessions
Training Workshop

Annual 
Conference

Celebrating clinical trials 
day every year

Resources 
Gallery

Websites, e-books, Journals, 
tools..

V-CTEC LMS Content

Presenter Notes
Presentation Notes
We will also include regular live webinars and workshops, a gallery of variable resources, as well as running an annual conference to celebrate clinical trials day every year. 



Site Support Services  

Implementing 
Competency Frameworks

New staff orientation 
plans

Career 
Opportunities

Advertised Jobs in 
clinical trials

Needs 
& Feedback

Survey to collect  ongoing 
education needs and 

feedback 

V-CTEC LMS Content

Presenter Notes
Presentation Notes
Additionally, V-CTEC will offer customised site support services, ongoing collection of needs and feedback and opportunities to advertise clinical trial job vacancies. 




V-CTEC is underway..

Launching 
Early 2022!

Presenter Notes
Presentation Notes
We believe that V-CTEC will advance clinical trial education rapidly, meeting the needs of staff and sites into the future. 
The long term aim is for V-CTEC to become recognised globally as a professional centre providing accredited clinical trials education and training.
We appreciate the support of the health sector leaders and community for their ongoing input and valuable suggestions.
V-CTEC will be launching early 2022. So stay tuned!!
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