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Imagion set to complete the MagSense® HER2 Phase 1 Study 
 
Highlights 

 Study achieves enrolment target  

 Study to formally close to new enrolments on 31 July 

 Study results support further clinical development as MRI imaging agent 
 
MELBOURNE — Imagion Biosystems Limited (ASX: IBX), a company dedicated to improving 
healthcare through the earlier detecƟon of cancer, is pleased to report that the MagSense® HER2 
imaging agent Phase 1 study (IBI10103) has achieved its enrolment target and that the Company has 
iniƟated its plans to close the study as was indicated in the Company’s AGM held on 25th May 2023. 
 
“CompleƟng the target enrolment numbers for the Phase 1 study is a great achievement for our first 
clinical study,” said Bob Proulx, Imagion’s CEO. “Whilst recruitment has been challenging, by all 
accounts the Phase 1 study has been a success, and we truly thank the breast cancer paƟents that 
volunteered to parƟcipate and the study invesƟgators and staff that have diligently worked with us.  
We have truly broken new ground, having done something in medical imaging never done before.  
This now provides strong fooƟng for us to move ahead with our HER2 breast cancer program and 
with the confidence that we have a unique plaƞorm in our targeted nanoparƟcle technology to 
develop imaging agents for other types of cancer.” 
 
The study has been instrumental in revealing the potenƟal clinical uƟlity of the MagSense® HER2 
Imaging Agent and confirmaƟon that the Company’s targeted nanoparƟcle technology has the 
potenƟal to change how MRI can be used to specifically detect cancer. A total of thirteen paƟents 
have been enrolled to-date, meeƟng the original goal of 10 -15 paƟents, and the Company now 
intends to close enrolment effecƟve July 31st. Any addiƟonal paƟents enrolled between now and the 
end of July will complete their follow ups as per the protocol schedule of events. 
 
The Company, with its invesƟgators, plans to publish results from the study in due course and will use 
the data in support of an InvesƟgaƟonal New Drug (IND) applicaƟon expected late this year or the 
beginning of 2024.  To-date, the emerging data are supporƟve of the Phase 1 study objecƟves, and 
include:  
 

 Safety and tolerability - there having been no safety issues, toxicity or adverse events reported 
related to the imaging agent; 
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 Detectability - the MagSense® imaging agent is detectable by both imaging methods 
employed in study, the Company’s proprietary magneƟc relaxometry technology and 
convenƟonal MagneƟc Resonance Imaging (MRI); and 

 PotenƟal UƟlity – the change in image contrast in nodes highly suspicious for tumour is 
disƟnctly different from the contrast seen in non-involved nodes. 

 
The asserƟon that the MagSense® imaging agent provides new informaƟon for the radiologist not 
available through ultrasound, which is currently used as standard of care, has been corroborated by 
an independent panel of expert radiologist. 
 
IND and Phase 2 study 
 
In March 2023 the Company received feedback from the FDA pertaining to its clinical development 
plans and intent to proceed with a mulƟ-site Phase 2 study in the U.S. The Phase 2 study will be used 
to opƟmize dose and imaging schedules as well as explore various endpoints for clinical validity. 
 
As part of the preparaƟon for the IND filing and subsequent Phase 2 clinical trial the acƟvity and 
upcoming milestones are outlined below. 
 

 Manufacturing new lot of the MagSense® HER2 imaging agent; 

 Complete IND enabling studies in line with FDA guidance; and  

 Establish lead U.S invesƟgator(s) and iniƟal site(s) 
 
AddiƟonally, the Company seeks to recruit one or two addiƟonal paƟents in a satellite cohort under 
an already approved amendment to the Phase 1 Study to explore the imaging of nodes aŌer they 
have been removed from breast cancer paƟents under current standard surgical pracƟces.  The 
exploraƟon of such ex vivo imaging has been encouraged by the FDA. These data, from even a small 
number of paƟents, could be included in the data package being prepared for the FDA and could be 
used to establish methods to evaluate node level correlaƟon between MRI findings and pathology in 
the Phase 2 study. 
 

 ENDS  
 
 
About Imagion Biosystems 
Imagion Biosystems is developing a new non-radioacƟve and precision diagnosƟc molecular imaging 
technology. Combining biotechnology and nanotechnology, the Company aims to detect cancer and 
other diseases earlier and with higher specificity than is currently possible. 
 
For more informaƟon, visit hƩps://imagionbiosystems.com/investor-hub/ 
 
Imagion Biosystems Interac ve Investor Hub 
Engage with us directly by asking quesƟons, watching video summaries, and seeing what other 
shareholders have to say about this and past announcements at our Investor Hub: 
hƩps://investorhub.imagionbiosystems.com/ 
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Authorisa on & Addi onal informa on 
This announcement was authorised by the Disclosure CommiƩee of Imagion Biosystems Limited 
 
 
Australian Media & Investor Rela ons: 
Hannah HowleƩ, WE CommunicaƟons   
We-AUImagionBiosystems@we-worldwide.com 
+61 450 648 064 

U.S. Media Contact 
Casie Ost 
casie.ost@imagionbio.com 
+1-619-693-4428  
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