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Bone Therapeutics announces conclusions from interim analysis of 

Phase III PREOB study in hip osteonecrosis 

 

Independent DSMB recommends Phase III trial be discontinued for futility 
 

Development programmes to be focused fully on ALLOB platform and JTA-004  
in line with broader commercial strategy 

 
Gosselies, Belgium, 6 November 2018, 8pm CET – BONE THERAPEUTICS (Euronext Brussels and Paris: 
BOTHE), the bone cell therapy company addressing high unmet medical needs in orthopaedics and bone 
diseases, today announces the conclusions of the Data and Safety Monitoring Board (DSMB) for the interim 
analysis of the Phase III osteonecrosis (ON) study of PREOB in 44 patients with a 12-month follow-up. 
 
The DSMB evaluated the results of a formal pre-planned interim efficacy analysis in order to assess the efficacy 
of the injection in the femoral head of 20 million autologous PREOB cells combined with core decompression vs. 
the injection of placebo combined with core decompression, with the intent to stop the study early if there is 
overwhelming evidence of treatment benefit or futility. The DSMB reported that PREOB was well-tolerated by 
patients. However, the interim results suggest that it is unlikely that the primary objective will be achieved at the 
final analysis. The DSMB therefore recommended the discontinuation of the trial. Based on this 
recommendation, and while the data is being reviewed, the Company is taking steps to notify investigators that 
enrolment of patients in the trial is being stopped.   
 
While osteonecrosis of the hip remains a serious condition, the treatments offered to early-stage patients have 
evolved favourably in the last few years, particularly with novel core decompression techniques offering better 
patient outcomes. The discontinuation of the Phase III hip osteonecrosis study does not affect the clinical 
development of the allogeneic platform, ALLOB, in other promising indications, with different physiopathology, 
larger patient populations and faster clinical trial recruitment than in osteonecrosis of the hip. 
 
Bone Therapeutics will focus its cell therapy development activities and resources on its off-the-shelf, allogeneic 
platform, ALLOB. Allogeneic (ALLOB) cells are differentiated cells derived from ex vivo cultured bone marrow 
cells of healthy donors, which have demonstrated stronger osteogenic properties than PREOB cells. 100 million 
allogeneic cells or more can be administered with a single local injection, five times more than what was 
possible with PREOB. As announced recently, the ALLOB platform has further advantages over PREOB 
including dosing, logistics and scalability, offering substantial advantages in reaching large patient populations in 
a cost-effective manner. The Company believes it is therefore more economically viable than the autologous 
product. The Company recently announced the optimisation of the allogeneic manufacturing process which will 
be implemented in all future clinical development programmes involving the ALLOB platform.  
 
The Company will focus its efforts for the next years on more relevant and valuable markets for cell-based 
therapies with its ALLOB platform, with its two lead programmes: 
 

• Delayed union fractures – Bone Therapeutics announced in September positive final results in the 
Phase I/IIA delayed-union study in 21 patients, supporting the future clinical development of the delayed 
union indication. 

 

• Spinal fusion – Bone Therapeutics completed patient recruitment in the Phase IIA spinal fusion study in 
February. Efficacy and safety data for the full set of 32 patients are expected mid-2019, post a follow-up 
period of 12 months. 

 
In addition, in October Bone Therapeutics announced promising results from the first efficacy study of its 
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patented, non-cellular viscosupplement JTA-004, in patients with moderate symptomatic knee osteoarthritis, 
supporting future clinical development of the product. The Company believes the favorable safety and efficacy 
profile of JTA-004 observed in this first efficacy study supports the move to registration studies and will begin 
dialogue with the regulatory authorities to determine next steps. 
 
Thomas Lienard, Chief Executive Officer of Bone Therapeutics, commented: “The interim results for 
PREOB were a disappointment to the Company. However, Bone Therapeutics has shifted its focus towards the 
allogeneic platform, ALLOB, which we believe offers a more compelling and commercially-viable solution to 
address unmet needs in orthopaedics and bone disease. The discontinuation of the PREOB study will allow us 
to fully focus on this more promising platform and accelerate its development. Our lead programmes in delayed 
union fractures and spinal fusion have continued to deliver encouraging results. We will also continue to focus 
resources on JTA-004 in patients with knee osteoarthritis, following the favourable efficacy and safety profile 
announced last month”.   
 
 
Phase III hip osteonecrosis trial with PREOB 
 
The Phase III study was a randomised, double-blind, placebo-controlled pivotal trial that should have enrolled 
118 patients to evaluate the safety and efficacy of 20 million PREOB cells in early-stage osteonecrosis of the 
femoral head over a 24-month period. For the interim analysis, a total of 44 patients were either treated with 
PREOB combined with core decompression or placebo combined with core decompression, and followed up for 
a period of 12 months. The primary endpoint of the trial was the percentage of responders, i.e. patients showing 
a clinically relevant pain relief and no progression to fracture stage. 
 
 
 

 

 About Bone Therapeutics 

Bone Therapeutics is a leading cell therapy company addressing high unmet needs in orthopaedics and bone diseases. Based in Gosselies, 

Belgium, the Company has a broad, diversified portfolio of bone cell therapy products in clinical development across a number of disease areas 

targeting markets with large unmet medical needs and limited innovation. 

Bone Therapeutics’ technology is based on a unique, proprietary approach to bone regeneration, which turns undifferentiated stem cells into 

bone-forming cells. These cells can be administered via a minimally invasive procedure, avoiding the need for invasive surgery. 

The Company’s primary clinical focus is ALLOB, an allogeneic “off-the-shelf” cell therapy platform derived from stem cells of healthy donors, 

which is in Phase II studies for the treatment of delayed-union fractures and spinal fusion. In addition, the Company also has JTA-004, a 

viscosupplement in development for the treatment of knee osteoarthritis. 

Bone Therapeutics’ cell therapy products are manufactured to the highest GMP standards and are protected by a rich IP estate covering nine 

patent families. Further information is available at: www.bonetherapeutics.com.  
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Certain statements, beliefs and opinions in this press release are forward-looking, which reflect the Company or, as appropriate, the Company directors’ current 

expectations and projections about future events. By their nature, forward-looking statements involve a number of risks, uncertainties and assumptions that could 

cause actual results or events to differ materially from those expressed or implied by the forward-looking statements. These risks, uncertainties and assumptions 

could adversely affect the outcome and financial effects of the plans and events described herein. A multitude of factors including, but not limited to, changes in 

demand, competition and technology, can cause actual events, performance or results to differ significantly from any anticipated development. Forward looking 

statements contained in this press release regarding past trends or activities should not be taken as a representation that such trends or activities will continue in the 

future. As a result, the Company expressly disclaims any obligation or undertaking to release any update or revisions to any forward-looking statements in this press 

release as a result of any change in expectations or any change in events, conditions, assumptions or circumstances on which these forward-looking statements are 

based. Neither the Company nor its advisers or representatives nor any of its subsidiary undertakings or any such person’s officers or employees guarantees that 

the assumptions underlying such forward-looking statements are free from errors nor does either accept any responsibility for the future accuracy of the forward-

looking statements contained in this press release or the actual occurrence of the forecasted developments. You should not place undue reliance on forward-looking 

statements, which speak only as of the date of this press release. 

  

Consilium Strategic Communications 

Amber Fennell, Jessica Hodgson, Hendrik Thys and Lindsey Neville 

Tel: +44 (0) 20 3709 5701 

bonetherapeutics@consilium-comms.com  

For French Media and Investor Enquiries: 

NewCap Investor Relations 

& Financial Communications 

Pierre Laurent, Louis-Victor Delouvrier and Nicolas Merigeau 

 

Tel: + 33 (0)1 44 71 94 94 

 
bone@newcap.eu  

For US Media and Investor Enquiries: 

Westwicke Partners 

John Woolford 

 

Tel: + 1 443 213 0506 

john.woolford@westwicke.com  

http://www.bonetherapeutics.com/
mailto:bonetherapeutics@consilium-comms.com
mailto:bone@newcap.eu

