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Disclaimer
This Presentation has been prepared by OncoSil Medical Ltd (ASX:OSL) (OncoSil or the Company)  to provide a general overview of the Company. This Presentation and the information contained may require further 
explanation and/or clarification. Accordingly, this Presentation and the information contained should be read in conjunction with past and future ASX announcements made by OncoSil and should not be relied upon as an 
independent source of information. Please contact OncoSil and/or refer to the Company's website www.oncosil.com for further information. 
Not an Offer for Securities
Nothing in this Presentation constitutes investment advice or should be construed as either an offer to sell or a solicitation of an offer to buy or sell shares in the Company, in any jurisdiction. 
This presentation is not exhaustive of all of the information a potential investor or their professional advisers would require. This presentation does NOT constitute a “Prospectus" or a "Disclosure Document” (as defined in 
the Corporations Act 2001 (Cth) (Corporations Act)) and has not been, and will not be, lodged with the Australian Securities and Investments Commission or any other regulatory authority.  Accordingly, it is not required 
to contain, and may not necessarily contain, all of the information that a Prospectus or like Disclosure Document would be required to contain pursuant to the Corporations Act.
The distribution of this presentation in jurisdictions outside Australia may be restricted by law. Persons who come into possession of this presentation should observe any such restrictions. Any failure to comply with such 
restrictions may constitute a violation of law. Please refer to the international offer restrictions section of this presentation. 
This document does not constitute any part of any offer to sell, or the solicitation of any offer to buy, any securities in the United States or in any jurisdiction in which such offer would be illegal. The New Shares have not 
been, and will not be, registered under the US Securities Act of 1933 or the securities laws of any state or other jurisdiction of the United States, and may not be offered or sold , directly or indirectly, in the United States 
except in transactions exempt from, or not subject to, the registration requirements of the US Securities Act and applicable US state securities laws.
Forward-Looking Statements
This document contains certain forward-looking statements as at the date of this presentation relating to OncoSil’s business, which can be identified by the use of forward-looking terminology such as “promising”, “plans”, 
“anticipated”, “will”, “project”, “believe”, “forecast”, “expected”, “estimated”, “targeting”, “aiming”, “set to”, “potential”, “seeking to”, “goal”, “could provide”, “intends”, “is being developed”, “could be”, “on track”, or similar 
expressions, or by express or implied discussions regarding potential filings or marketing approvals, or potential future sales of product candidates. Such forward-looking statements involve known and unknown risks, 
uncertainties and other factors that may cause actual results to be materially different from any future results, performance or achievements expressed or implied by such statements. There can be no assurance that any 
existing or future regulatory filings will satisfy the FDA and other national and international  authorities’ requirements regarding any one or more product candidates, nor can there be any assurance that such product 
candidates will be approved by any authorities for sale in any market or that they will reach any particular level of sales, nor that that any specific objective of the Company will be achieved or that any particular 
performance of the Company or of its shares will be achieved. 
In particular, the Company's expectations regarding the approval and commercialisation of the product candidates could be affected by, amongst other things, unexpected trial results, including additional analysis of 
existing data, and new data; unexpected regulatory actions or delays, or government regulation generally; changes in legislation or regulatory requirements, our ability to obtain or maintain patent or other proprietary 
intellectual property protection; competition in general; government, industry, and general public pricing pressures; and additional factors that involve significant risks and uncertainties about our Company, products, 
product candidates, financial results and business prospects. Should one or more of these changes, risks or uncertainties materialize, or should underlying assumptions prove incorrect, actual results may vary materially 
from those described herein as anticipated, believed, estimated or expected. OncoSil is providing this information as of the date of this document and does not assume any obligation to update any forward-looking 
statements contained in this document as a result of new information, future events or developments or otherwise. There is NO guarantee of future performance - actual results and future outcomes will in all likelihood 
differ from those outlined herein. You are urged to consider all of the above and advice from your own advisers carefully in evaluating the forward-looking statements and are cautioned not to place undue reliance on the 
forward-looking statements. The information in this presentation is not financial product advice, is not an offer to invest in the securities of OncoSil and does not take into account your investment position or objectives, 
financial situation or any particular requirements. For these and other reasons, you are strongly recommended to obtain your own up to date independent legal, financial and investment advice – those acting without such 
advice do so at their own risk.
Disclaimer
This Presentation and any supplemental materials have been prepared by OncoSil based on available information. Although reasonable care has been taken to ensure the facts stated in this presentation are accurate 
and that the opinions expressed are fair and reasonable, no representation or warranty, express or implied, is made as to the fairness, accuracy, completeness, or correctness of such information and opinions and no 
reliance should be placed on such information or opinions. To the maximum extent permitted by law, none of OncoSil or any of its members, directors, officers, employees, or agents or corporate advisors, nor any other 
person accepts any liability whatsoever for any loss, however arising, from the use of the presentation or its contents or otherwise arising in connection with it, including, without limitation, any liability arising from fault or 
negligence on the part of OncoSil or any of its directors, officers, employees or agents.
The information contained in this presentation is current as at 11 February 2025.
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Achievements against strategy: financial year to date

OncoSil continues to hit material operational targets  

Operational 

 Expanded global presence via exclusive distribution 
agreements in GCC, Egypt and Nordics

 G-BA approval for fully funded clinical trial in Germany 

 Conformity assessment approval certificates in EU and 
UK remove post-market restrictions to enable 
accelerated market access and streamlined commercial 
operations

 1st OncoSil treatment at Instituto Nazionale dei Tumori, 
Italy strengthens EU footprint

 TRIPP-FFX and PANCOSIL trials both exceed 75% 
recruitment 
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Financial

 $0.402 million revenue from commercial sales during 
the six months 31 Dec ‘24 (subject to audit)

 $8.46 million cash and cash equivalents as at 31 Dec 
’24

 $10.93 million (before costs) raised providing a 
strengthened cash position and balance sheet

 $1.05 R&D tax rebate received in Jan ‘25



In detail today
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1. G-BA approval for testing new treatment method "Endoscopic 
injection-implantation of 32P-labeled microparticles in 
unresectable, locally advanced pancreatic tumors” enables fully 
funded Phase III (“CED”) trial. OncoSil device used in trial to be 
reimbursed. 

2. Authorisation by the German Institute for the Hospital 
Remuneration System (InEK) for 120 German hospitals to 
negotiate funding for the OncoSil  device underscores growing 
recognition of OncoSilTM device in German healthcare system and 
further highlights unmet need

3. Medical Device Regulation (MDR) EU certification from BSI 
(following UK certification received in Oct ‘24)

4. Next steps for clinical trials: TRIPP-FFX (78% recruited) and 
PANCOSIL (80% recruited) 

Recent operational achievements and what they mean for strategy 



G-BA fully funded trial in Germany

Mar 
2022

Federal Joint Committee      
(G-BA) recommended a fully-

funded trial take place in 
Germany

Oct
2024

Feb
2025

G-BA approve       
OncoSil  Device

German Institute for Hospital 
Remuneration System (InEK) authorises 

120 German hospitals to negotiate 
funding for OncoSil  Device

G-BA
TBD

Tender for CRO & 
CED Study Protocol

Top 10 German pancreatic cancer centers performed ~2,000 complex surgeries in 2023. 
These represent OncoSil’s primary targets for commercial adoption.

Source: AOK-BV. Mindestmengen-Transparenzliste 16/25                                                                            5                                                                  



Leading to public insurance reimbursement

G-BA fully funded trial in Germany
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Feb 2025: InEK authorized 
120 German hospitals to 
negotiate funding for the 
OncoSilTM device representing 
a 43% increase in potential 
access over 2024 (84 
hospitals). 

Authorization underscores 
both the demand in Germany 
and the growing recognition of 
the OncoSilTM device in the 
German healthcare system. 

Note: Calendar year



Medical Device Regulation (MDR) certification
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 British Standards Institution (BSI) is the EU Notified Body 

 Receipt of MDR removes administrative burden and requirement for ethics 
committee approval saving six months in new hospital account onboarding: 

• Phosphorus-32 (32P) is the only isotope license required for new hospital 
accounts. All current hospital sites have required license

• Up to €2 million over three years can be saved in ethics approval and 
patient recruitment related costs

 Follows Oct ‘24 BSI renewal of UK Conformity Assessed (UKCA) Certificates removing
all post-market restrictions

 Milestone highlights the device's robust safety profile, reduces regulatory burdens, 
and streamlines market Access

 Opportunity to re-submit marketing authorization application to Therapeutic Goods 
Administration (TGA)

Lifts post-market restrictions and paves way for accelerated market access



Ongoing Clinical Trials

8

TRIPP-FFX PANCOSIL
An open-label, multi-centre, randomized study of TaRgeted
Intratumoural Placement of Phosphorous-32 (OncoSil ) in 
addition to FOLFIRINOX chemotherapy versus FOLFIRINOX 
chemotherapy alone in patients with unresectable locally
advanced pancreatic adenocarcinoma

Safety and feasibility of CT-guided percutaneous radionuclide 
therapy with the OncoSil  device in patients with non-
progressive locally advanced pancreatic cancer (PANCOSIL): 
an open-label, single-arm phase 1-2 feasibility study

Objective

Study Sites

Primary
Endpoint

Objective

Study Sites

Primary
Endpoint

To assess the safety and feasibility of 
percutaneous CT-or ultrasound-guided RNT using 
the OncoSilTM device in patients with non-
progressive LAPC after induction chemotherapy 
treatment. 

Amsterdam UMC & Antonius Hospital Nieuwegein
• 1/2 sites initiated 
• 16/20 subjects recruited (80%)

Safety and feasibility of percutaneous RNT using the 
OncoSil  device defined by the percentage of device 
or procedure related CTCAE grade 3 or higher adverse 
events, until 90 days post-procedure

To assess the safety and efficacy of OncoSil  
when given in addition to standard FOLFIRINOX 
chemotherapy for treatment of Locally Advanced 
Pancreatic Cancer – opportunity to provide label 
expansion into standard of care chemotherapy

19 sites in Spain, UK, Belgium, Australia and 
Italy with:

• 15 sites open for recruitment
• 62/80 subjects recruited (78%) 

Safety and Tolerability as determined by 
the Adverse Event profile 

Local Disease Control Rate at 16 weeks 



Summary
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G-BA approval enables fully funded, revenue positive CED trial
Next steps: CRO tender and clinical trial protocol design (G-BA timeline)
Authorisation by the German Institute for the Hospital Remuneration System underscores growing
recognition of OncoSilTM device in German healthcare system

Medical Device Regulation (MDR) EU certification from BSI
Next steps: Prepare for resubmission of application to TGA  by Q2

TRIPP-FFX (78% recruited) and PANCOSIL (80% recruited) 
Next steps: anticipated full recruitment end Q2 TRIPP-FFX, PANCOSIL end Q1 

Note: dates are presented in calendar year



Nigel Lange
CEO & Managing Director
E: nigel.lange@oncosil.com

Learn more about OncoSil Medical:
• Website
• ASX announcements
• LinkedIn

mailto:nigel.lange@oncosil.com
https://www.oncosil.com/
https://www.asx.com.au/markets/trade-our-cash-market/announcements.osl
https://www.linkedin.com/company/oncosil-medical/?originalSubdomain=au
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