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Table 1: Resources to plan data monitoring in Australian clinical studies 

Electronic data capture and monitoring systems 
Designing a data 
management and 
monitoring plan 
 

Examples of data management approaches 
On-site/SDV monitoring  5,  
Risk adapted monitoring 6  
Risk-based monitoring 7 
Triggered and routine monitoring 8  
 
Templates: The Melbourne Children's Research Institute 
(mcri.edu.au/research/training-and-resources/launching-pad)  
provides several excellent templates related to data management, including for a 
clinical monitoring plan, a data and safety monitoring board charter, source 
document plans, and a risk assessment with sections related to data management.  
 

Web-based data 
capture applications 

Examples: Research Electronic Data Capture (REDCap) is a secure, web-based 
software platform designed to support data capture for research studies. It 
provides validated data capture, audit trails to ensure data integrity, automated 
export procedures for common statistical packages, simple reports including 
graphs, and procedures for data integration and interoperability with external 
sources 9, 10. REDCap is free for non-profit organisations, and is well supported 
by online tutorials, additional modules, a Google forum and user guides 
(projectredcap.org/). There are also multiple alternative EDC systems such as 
OpenClinica. 
 
In our experience as researchers, REDCap is extremely useful for university-led 
studies, particularly as a replacement for Excel-based systems for data collection 
and management. The authors are happy to discuss the use of REDCap with 
interested parties.  
 

Staff education and 
training 
 
 

GCP training:  GCP training is available at:  
 globalhealthtrainingcentre.tghn.org/ich-good-clinical-practice/ 
 https://praxisaustralia.com.au/ 
 https://www.whitehalltraining.com/all-good-clinical-practice-gcp-

training-courses-online 
 
The newest revision of the GCP R3 are due in November 2022. 
 
Online courses: Class Central offers an online course in data management using 
REDCap (classcentral.com/course/datamanagement-540). There is a small cost, 
but exemptions can be requested. 
 
Free resources: TransCelerate BioPharma Inc. provides training resources 
regarding risk-based monitoring (transceleratebiopharmainc.com/initiatives/risk-
based-monitoring/) 
 

Protocol papers Guidelines and checklists: For intervention studies, data monitoring should be 
included as outlined in items 19 and 21a of the SPIRIT checklist (spirit-
statement.org/). 
 


