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Beyond Insulin:  
Innovative research in T1D  
prevention and cure 
Speaker’s name: Helen Critchley 

Seminar date: Friday, 27th June 2025, 1-2pm AEDT 

Seminar title: Overview of the regulatory process for approval of new Medicines by the 

Therapeutic Goods Administration (TGA) in Australia 

Zoom link: https://us02web.zoom.us/j/5056623028   Passcode: 230004 

About the speaker(s): Helen trained as an industrial pharmacist in the UK, completing a PhD and 

post-doctoral research fellowship in collaboration with both industry and 

academic partners across Denmark, Sweden, and the USA. With 

over 35 years of extensive experience in drug development 

across a wide range of therapeutic areas, Helen has worked 

with companies ranging from startup biotech to large 

pharmaceutical organisations. She currently serves as the 

industry co-chair of the Medicines Australia Regulatory Affairs 

Working Group and is dedicated to partnership with 

government to create an optimal regulatory framework that both 

protects public health and supports innovation. 

Brief outline of seminar content:  Registration represents the final phase in the Research and 

Development (R&D) process, essential for validating the benefit-risk assessment, facilitating the 

introduction of innovative medicines to patients, and enabling the reimbursement process. This 

seminar will provide a comprehensive overview of the registration process, including key timelines, 

available pathways, and the regulatory framework. It will also highlight how regulatory guidance, 

which sets the technical requirements for Therapeutic Goods Administration (TGA) approval, 

differs from the clinical practice guidelines commonly used in healthcare settings. 

 

For more information about the seminar series, please contact Michelle So mso@svi.edu.au  
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