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Real world impact: biomarker-targeted therapies

7

37.5% of patients have a T1-3 biomarker (prospective clinical evidence for benefit)

Lin et al. Criteria-based curation of a therapy-focused compendium to support treatment recommendations in precision oncology. 2022 npj Precision Oncology

Frank Lin
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Priority item for Australia: Victorian Cancer Plan 2016-2020
>Address inequitable access to cancer clinical trials for regional 

patients 

Clinical Trials in Victoria 2017: 

Cancer Council Victoria Clinical Trials Management System 

* 2017 Cancer Council Victoria, Clinical Trials Management System







Addressing need to embed TT: 
Four significant teletrial programs in Victoria

Australian Teletrials Program (funded by MRFF $75.2m, Implemented in Victoria by Dept of Jobs 
Precincts and Regions) 

Regional Trials Network-Victoria and ReViTALISE program (RTN funded by Vic Cancer Agency; 
ReViTALISE projects funded by MRFF $18.6m)

TrialHub Alfred Health  (funded by Govt of Australia, Department of Health $24.6m) 

Victorian Comprehensive Cancer Centre Alliance (VCCC Alliance) Strategic Research Plan – Fast 
Track Innovations in regions with poorest outcomes (funded by Victoria Department of Health) 



Victorian Teletrials 
Collaborative
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Pre- pandemic use of telehealth 



FDA Guidance: Conduct of clinical trials during 
pandemic : March 2020 (updated August 2021) 









Kate Burbury MBBS(Hons) FRACP FRCPA DPhil
Haematologist, Director Digital and Healthcare Innovations 

Peter MacCallum Cancer Centre and Melbourne Health

On behalf of the TARGET-TP trial team 

Insert name here
Insert twitter handle here

TARGET-TP: phase 3 RCT 
Utilising the teletrial strategy for access and advancement of science 



Some aspects of COSA TT model used for conduct
TARGET-TP 

Feasible to do at 
satellite sites, low risk

Supervision

SIV/training- online 

Delegation 
log/supervision plan

Monthly supervision 
meetings- online 

Remote data entry 
(Redcap)

Remote monitoring



Proof concept - TARGET-TP - PROGRESS: Sept 2021

Key Dates First patient on study

Peter Mac 28/06/2018

Border 10/01/2019

Bendigo 30/01/2019

Ballarat 15/04/2020

Shepparton 01/06/2020

Enrolment No. (target)

Peter Mac 176 (160)

Border 61 (60)

Bendigo 74 (60)

Ballarat 5 (28)

Shepparton 12 (28)

Screen Fail

6 
*due to TE or indication 

for therapeutic coag at Dx

On study 328

Risk stratification No. %

High risk PTP
100

* Target 100
30%

High risk Control
100

*Target 100
30%

Low risk Observation 128 39%

Completed accrual, last pt. enrolled June 2021
 Target = 200 in high risk randomised cohort 
Primary Endpoint Dec 2021

Regional: 152
46%
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JAMA Oncology Sept 2023 Risk-Directed Ambulatory Thromboprophylaxis in Lung and Gastrointestinal 

Cancers The TARGET-TP Randomized Clinical Trial doi:10.1001/jamaoncol.2023.3634

IQVIA audits x2  -no major findings of any deviation of the Target TP trial from the operational process for 

Teletrials

Consumer Perspectives Qualitative Study- https://doi.org/10.1177/1357633X20950180

Teletrials Online Education Module- https://www.viccompcancerctr.org/what-we-do/clinical-trials-

expansion/teletrials/online-modules/

Implementation Toolkit – https://www.viccompcancerctr.org/what-we-do/clinical-trials-

expansion/teletrials/resources/

Teletrials: implementation of a new paradigm for Clinical Trials (MJA)  https://doi.org/10.5694/mja2.50741

Health Economic Evaluation-Dec 2023  Telehealth in oncology: a cost analysis to evaluate the financial 

impact of implementing regional trial hubs within a phase 3 cancer clinical 

trial https://doi.org/10.1111/imj.16292

JAMA Oncology Feb 2024 Special Communication: Decentralized Clinical Trials as a New Paradigm of Trial 

Delivery to Improve Equity of Access doi:10.1001/jamaoncol.2023.6565

Rigorous Evaluation 

https://doi.org/10.1177%2F1357633X20950180
https://doi.org/10.5694/mja2.50741
https://doi.org/10.1111/imj.16292
https://onlinelibrary.wiley.com/doi/10.1111/imj.16292


TT v DCT 



Teletrials Framework

Site capacity, 
capability, trial 
complexity and 

sponsor acceptance 
will determine 

whether teletrial is 
feasible 

The principle 
investigator is 

responsible for the 
overall conduct of 
the study across all 
sites in the cluster 
according to GCP

Most regulatory 
aspects already 

governed by local 
and state 

jurisdictions with 
minor amendments 
or creation of new 
templates for the 

model

Process for ensuring 
the transfer of 
reliable source 

documentation to 
primary site in the 
absence of state 

wide EMR system

Same TGA 
requirements for 
both the primary 
and satellite sites

Feasibility Study Conduct Regulatory Data Management Pharmacovigilance

Key components for implementation

Teletrials to be conducted in accordance with ICH-GCP and meet all regulatory requirements as governed by local 
and state jurisdictions for clinical trials





Feasibility
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It’s Time!  
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