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Staff Writer Omar Ford  
on one of med-tech’s key sectors

Read this week’s Friday Special

DIAGNOSTICS EXTRA

FDLI  PROMOTION CONFERENCE

IN THIS ISSUE 

Ursapharm partners wiith Novaliq, p. 2

Illumina enhances Basespace with LIMS, p. 3

AB Medica Sagl distribute Hansen’s Magellan, p. 3

See Neuravi, page 4 Bionx,page 5

New name to  
better define  
Bionx in the bionic  
prosthetic market
By Amanda Pedersen, Senior Staff Writer

A company that previously answered to 
two different names has re-launched 
itself with a new name, Bionx Medical 
Technologies Inc. (Bedford, Mass.), to 
better reflect its core competency in the 
bionics prosthetic market and to clear up 

‘Uphill battle’  
predicted by attorney 
for off-label issues in 
Senate Cures bill
By Mark McCarty, Regulatory Editor

WASHINGTON – The issue of off-label 
discussions for drugs and devices is 
front and center in the life science 
policy world, and a regulatory attorney 
with experience on Capitol Hill gave 
attendees at a public forum a look at 

Company provides update on first porous  
alumina ceramic sternum implantation 
By Bernard Banga, Contributing Writer

Paris – I.Ceram (Limoges, France) invented a bioceramic sternum that has recently 
been successfully inserted into a patient suffering from bone cancer.
The operation was performed at Limoges Teaching Hospital by François Bertin – a 
thoracic and cardiovascular surgeon – on March 19, 2015. The bioceramic implant 
was inserted into a 55-year-old female patient who had developed radiation-induced 
sternum cancer following treatment for breast cancer. Seven months later, the 
surgical team report that the operation was a complete success. From a surgical 
perspective, this technology cuts operating time by at least half an hour compared to 
conventional techniques using cement (e.g. polymethyl methacrylate, PMMA), which 
has to be molded during operations. “Most importantly, the patient has regained 

PROCEDURE REDUCES OPERATING TIME

See FDLI, page 6 See Europe, page 7

Embotrap ‘stent retriever’ launched in
Europe to treat acute ischemic stroke
By Omar Ford, Staff Writer

Neuravi (Galway, Ireland) has launched its Embotrap revascularization device in 
Europe. The company joins a growing list of firms to develop stent retrieval devices, 
which are used in the treatment of acute ischemic stroke. 
“The device has approval in Europe and we have treated almost 400 patients,” 
Eamon Brady, Neuravi’s CEO, told Medical Device Daily. The FDA has approved our 
IDE for a pivotal trial we’re calling ARISE II.”
Enrollment for this trial will begin this quarter and the company said it expects to 
evaluate a little more than 200 patients. The company said it is hoping the device 
could gain approval sometime in 2017. 

https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/Bionx
https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/Bionx
https://cortellis.thomsonreuterslifesciences.com/ngg/quickSearch/results.do%3FsearchType%3D%26qs%3DNeuravi
https://www.clinicaltrials.gov/ct2/show/NCT02190552%3Fterm%3DNeuravi%26rank%3D1
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sponsor and discuss the specific situation, but that at other 
times, the agency is more inclined toward all-at-once rather 
than one-at-a-time strategies for managing violative behavior.
“Our most common problem is third-party sellers” of devices, 
Stifano said, many of which offer prescription devices directly 
to consumers as well as OTC devices. She commented that 
among the other commonly encountered problems is the 
sponsor who “break[s] commitments made” during the review 
process. Stifano advised attendees as well that, “enforcement 
discretion has its boundaries,” making note of the fact that 
this is conspicuously invoked in the area of mobile medical 
applications.
Operation Pangea VIII, Stifano said, is a global effort in which 
Interpol participates, adding that this program has “resulted 
in nine warning letters for unapproved or uncleared devices.” 
Three of these were for surgical meshes, and Stifano said each 
was approved as a support for tissue or bone where weakness 
of the tissue in question is evident. These three “were being 
promoted specifically for use in surgery of the breast,” including 
mastopexy, she continued, stating that Pangea VIII also 
netted a few violative promotions for dermal fillers, including 
hyaluronic acid products. //

100 percent of her respiratory capacity. The ceramic implant 
started integrating into the bone from the first month and 
osseointegration will be complete in a year’s time,” Bertin told 
Medical Device Daily. 
This bioceramic prosthesis is a turning point for sternum cancer 
surgery. Some 200 cases of sternum cancer – i.e. 3 percent of 
all bone metastases – are diagnosed in France every year. Until 
now, surgeons have had a choice of two solutions: replacing 
the sternum with a titanium prosthesis, or building a patient-
specific part made of bone cement with metal fastenings during 
operations. Both these solutions increase the risk of infection. 
“Hence the idea of developing 100 percent biocompatible 
technology, which uses sophisticated, long-lasting 
osteointegration to eliminate infection risks for patients,” André 
Kérisit, CEO of I.Ceram, told MDD. 
Kérisit’s company has been working on porous alumina 
ceramic osseointegration with the European Ceramic Center in 
Limoges and European surgeons for the past ten years. Some 
30 percent of the company’s turnover is devoted to R&D and it 
has registered twelve international patents. I.Ceram’s Céramil 
technology has already been used to develop osteotomy 
wedges, vertebral implants and ankle prostheses with a double 
ceramic coating, and more than 6,000 implants have been 
inserted during the past ten years. “We’ve been developing 
this ceramic sternum for over 18 months now,” said Kérisit. 
I.Ceram’s engineers have produced a large (92 cm2), thin (5 
mm-thick) implant whose very pure (higher than 93 percent) 
alumina (Al2O3) makes it highly resistant. Guillaume Lévêque, 
an engineer at I.Ceram, told MDD, “Our sternum implant 
design imitates cancellous bone, with an interconnected 
porous structure that is 60 percent open. Its pore diameters are 
between 200 and 600 microns.” These design features promote 
osteoconduction – i.e. colonization by bone and blood cells – 
and bear heavy loads without consolidation.
I.Ceram, which employs 32 people, has no intention of stopping 
there. The company is developing a bioceramic implant that 
can deliver antibiotics and anti-tumor drugs deep within bone. 
“We’re going to speed up our R&D so that within 18 months 
we’ll be offering a sternum that delivers active molecules 
to combat any indications of bone infection,” says Kérisit. 
According to Eric Denès of the infectious diseases department 
at Limoges Teaching Hospital, preliminary in vitro results for 
antibiotic-loaded bioceramic implants show that they deliver 
antibiotics for 5 to 24 hours. “We’re working to extend their 
drug release over several days,” Denès told MDD.
There are major openings for drug-delivering ceramic implants. 
Some 2-4 percent of prostheses become infected and the 
average infection rate for sternums is an estimated 4 percent 
of the 40,000 heart surgery operations (bypasses, transplants, 
etc.) performed in France alone. Moreover, 14 million cancer 

cases are diagnosed worldwide every year and 70 percent of 
cancer sufferers develop bone metastases. This global market is 
worth an estimated £26 billion ($29.1 billion). “Our three-stage 
financing plan has given us the means to achieve our goal,” 
says Kérisit. Several capital increases in the first stage of this 
plan raised £2.5 million ($2.8 million) from 900 shareholders 
in 2013. During the second stage, £2.7 million ($4.02 million) of 
shares were privately invested in four French investment funds 
(Inocap, Gestys, Natixis and Amiral Gestion). The company was 
then immediately listed on the Alternext Paris stock exchange 
in December 2014. I.Ceram’s market capitalization currently 
stands at £32.85 million ($36.77 million) and it has just opened 
its capital for French investors, both institutions and private 
individuals. This third stage will enable the company to prepare 
its conquest of the European, American and Asian markets.
Bernard Banga is head of the MD Report press bureau (Paris) //
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