
 

 

Small but heading for the big time 

Nanobiotix sees Clinical Advance in Soft Tissue Sarcoma 

Pilot Trial with Lead Product, NBTXR3 

Market Development Plan Outlined 

For Earlier Potential Launch in 2016 

Paris, France, 10 February, 2014 – NANOBIOTIX (Euronext: NANO), a clinical-stage nanomedicine 

company pioneering novel approaches for the local treatment of cancer, announces today its 

development plan for the CE marking of NBTXR3, the first product from the NanoXray pipeline. 

The positive results from the pilot phase of NBTXR3 in patients with advanced soft tissue sarcoma 

(STS), allow Nanobiotix to finalize and to announce its development plan for the launch of NBTXR3 on 

the market.  

� It is with this first indication, advanced STS, that NBTXR3 could be CE marked as early as 

2016, brought forward from the Company’s initial estimate of 2017. To achieve this, the 

product registration phase (pivotal) will begin in late 2014. 

On 10 February 2014, the Independent Data Monitoring Committee (IDMC) met and gave a positive 

assessment of the recent pilot STS data which showed that NBTXR3 had a good safety profile, which 

is infrequent in oncology. Expert opinions, combined with encouraging signs of efficacy, have led to 

further product development in this indication.  

The aim of NBTXR3 is to facilitate complete tumor resections and provide a significant clinical benefit 

to patients.  

� With the support of Bpifrance under the NICE project, Nanobiotix is pursuing the non-clinical 

evaluation phase of NBTXR3 with a view to initiating a clinical trial of NBTXR3 in patients 

suffering from liver cancer. In this population of patients, the aim of using NBTXR3 is to 

increase and prolong patients’ survival rates. The non-clinical evaluation phase is expected 

to be finalized in Q2 2014.  

 

� Nanobiotix also continues to progress the clinical development of NBTXR3 in elderly 

patients with head and neck cancers through 2014. The pilot trial aims to assess the 

patient’s tolerance to the product in the perspective of providing better control of the 

disease and an improved quality of life. 

Laurent Levy, CEO of Nanobiotix said, “We are now in the final stages of development of our first 

product from the NanoXray pipeline: NBTXR3. Through its ability to enhance the effect of 

radiotherapy without increasing damage to the surrounding tissue, this product is designed to 

address a significant unmet medical need for advanced STS patients. We have progressed 

development faster than expected, which is good news for the patients who may benefit sooner from 

our breakthrough technology. This is a major milestone for the company, made possible through the 

work of our teams and our partners.” 



European development plan for NBTXR3, first product 
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establish whether we have an effective therapy for this unmet need, in STS and in other cancer 

indications.”  

About NBTXR3 in Soft Tissue Sarcomas

Soft tissue sarcomas are cancers arising from different types of tissues such as fat cells, muscles, joint structures, small 

vessels, etc. Patients with high risk STS have poor prognoses. Surgery is required to remove the tumor(s) which can affect 

their quality of life quite significantly. The only 

means there is an important unmet medical need for these patients. Treatment with NBTXR3 nanoparticles and 

radiotherapy aims to destroy the tumor(s) mor

extraction during surgery. 

About the IDMC 

The Independent Data Monitoring Committee (IDMC) consists of three independent members (oncology surgeon, radiation 

oncologist and statistician). The members of the IDMC do not participate in the trial. The committee has the responsibility 

to check the data of the phase I study at regular intervals and has the responsibility of ensuring the safety of all patients

enrolled in the study, the quality of the data collected and the continued scientific validity of the study design. The IDMC 

evelopment plan for NBTXR3, first product from the NanoXray pipeline

will pursue its partnership policy for the development and market 

NBTXR3 outside Europe. 

Nanobiotix signed its first licensing contract of up to 

PharmaEngine, in August 2012, to cover the development and 

R3 in the Asia-Pacific region. This program is expected to
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Nanobiotix has developed numerous partnerships with hospitals, clinics 
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of NanoXray products in STS and other cancer indications

For many oncology patients, tumor removal can have a significant 

impact on their treatment outcome. We are now entering a pivotal stage in NBTXR3’s development to 

blish whether we have an effective therapy for this unmet need, in STS and in other cancer 
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lity of the data collected and the continued scientific validity of the study design. The IDMC 



has the authority to recommend changes to the study, to temporarily halt the patient enrolment and to discontinue or to 

continue the trial as planned. 

About NANOBIOTIX - www.nanobiotix.com 

Nanobiotix (Euronext: NANO / ISIN: FR0011341205) is a clinical-stage nanomedicine company pioneering novel approaches 

for the local treatment of cancer. The Company’s first-in-class, proprietary technology, NanoXray, enhances radiotherapy 

energy to provide a new, more efficient treatment for cancer patients. NanoXray products are compatible with current 

radiotherapy treatments and are meant to treat a wide variety of cancers via multiple routes of administration.  

Nanobiotix’s lead product NBTXR3, based on NanoXray, is currently under clinical development for soft tissue sarcoma and 

locally advanced head and neck cancer. The Company, based in Paris, France, has partnered with PharmaEngine for clinical 

development and commercialization of NBTXR3 in Asia.  

Nanobiotix is listed on the regulated market of NYSE Euronext in Paris (ISIN: FR0011341205, Euronext ticker: NANO, 

Bloomberg: NANO: FP). 
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Disclaimer 

This press release contains certain forward-looking statements concerning Nanobiotix and its business. Such forward-looking 

statements are based on assumptions that Nanobiotix considers to be reasonable. However, there can be no assurance that 

the estimates contained in such forward-looking statements will be verified, which estimates are subject to numerous risks 

including the risks set forth in the 2012 financial annual report of Nanobiotix (a copy of which is available on 

www.nanobiotix.com) and to the development of economic conditions, financial markets and the markets in which 

Nanobiotix operates. The forward-looking statements contained in this press release are also subject to risks not yet known 

to Nanobiotix or not currently considered material by Nanobiotix. The occurrence of all or part of such risks could cause 

actual results, financial conditions, performance or achievements of Nanobiotix to be materially different from such 

forward-looking statements. 

This press release and the information that it contains do not constitute an offer to sell or subscribe for, or a solicitation of 

an offer to purchase or subscribe for, Nanobiotix shares in any country. This press release and the information contained 

therein do not constitute an offer of securities for sale or any solicitation to purchase or subscribe for Nanobiotix's shares in 

any jurisdiction. The distribution of this press release in certain jurisdictions may constitute a breach of applicable laws and 

regulations. Therefore, individuals who are located in such jurisdictions where this press release is issued, published or 

distributed must seek information and comply with such laws and regulations. This press release does not constitute any 

offer or solicitation to purchase securities in the United States. Securities may not be offered or sold in the United States 

absent registration or an exemption from registration under the U.S. Securities Act of 1933, as amended. Nanobiotix does 

not intend to register the Nanobiotix shares under the US Securities Act of 1933 or conduct a public offering in the United 

States. This press release may not be published, forwarded or distributed, directly or indirectly Australia, Canada, or Japan.  

 


