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Dear Colleagues, 

 

This new issue of the Adler Ortho® Newsletter covers the quarter January-April 2021. 

We would have been very happy to be allowed to talk only about company products and projects in 

this issue. 

 

Unfortunately, the Pandemic is still active and continues to hinder our activities and our business, 

especially in Europe. 

 

Despite this, as you will see, the Company has continued to work achieving new results: 
 

 We have received the CE mark for the new FAR total ankle prosthesis and Navicula scaphoid and 

hemi scaphoid implants. 
 

 We have successfully started to implant the Genus LS FB insert. This provides an effective 

“Medial Pivot” option to our Genus Fixed Bearing Total Knee. 
 

 New Adler Ortho® products have achieved an ODEP rating: 

o The uncemented Apta-Fix stem has been awarded an ODEP 3A* rating. 

o The Recta-Fix stem, on the other hand, received an ODEP 5A rating. 
 

 The Fixa Ti-Por® cup which, I once more remind you, was the first off the shelf orthopedic 

implant produced with additive technology, received an ODEP 10A* rating. 

This is the 3D printed implant with the longest follow-up and the best rating on the market. 

These excellent performances have been confirmed by a recent data extraction, again relating 

to the Fixa Ti-Por® cup, which we performed from the New Zealand National Joint Registry. 
 

 We went live with the new Novagenit®  website ( www.novagenit.com ). It is a completely 

redesigned and updated tool, containing all the new technologies and the related new 

products based on collagen and hyaluronic acid, which we had already mentioned in the 

Newsletter of last December (Newsletter number 3 of 2020). 

 

These and other topics will be covered in detail in this issue of the Newsletter. 
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http://www.novagenit.com/
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The signs we have on the side of the pandemic are however comforting. 

We therefore hope to be able to return soon to speak only of our orthopedic business. 

 

As always, I am available for any questions or requests for clarification. 

 

 

 

  

 

 

Carlo Dottino  
Marketing & Technology Manager 

Adler Ortho SpA 
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Some time ago we developed the A-Extremity logo, which you 

can see on the side. 

 

This logo was conceived to identify all Adler Ortho® products 

designed for the so-called “Extremities”, ie implants dedicated to 

the hand, elbow and foot. 

 

 

A-Extremity enters the Adler Ortho® website 

 

 

 

The FAR ankle prosthesis, and the range of Navicula implants for the wrist bones, which we will 

discuss in the following pages of this Newsletter, are now being added to the Antea radial head 

prosthesis, which until now was the only Adler Ortho® product available for the extremities. 

We are starting to assemble an interesting range of products, which also allows us to create a 

dedicated section both in the public product area of our corporate website www.adlerortho.com 

called "A-Extremity". 

For your information, we are also working on an “A-Extremity” page that will appear on the 

main menu of our site next to the “Pantheon” and “Custom Systems” ones. 

While the "A-Extremity" section of the products area is already visible, we will go live with the 

page dedicated to the Extremities in about ten days. 

 

 

 

 

 

 

Finally, I would like to point out how this range of products can be linked to some of the 

Novagenit® anti-adhesion devices that we have just launched, such as NOVABarrier® and 

ElastiCO®, to constitute a real product portfolio dedicated to the hand and the upper limb. 

 

 

 

 

 

http://www.adlerortho.com/
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With the launch of the new FAR total ankle prosthesis Adler Ortho® enters 

a new market segment that is currently enjoying a strong growth: that of 

ankle implants. 
 

The FAR ankle was developed in close collaboration with Prof. Cesare 

Faldini, director of the First Clinic of the Rizzoli Orthopedic Institute of 

Bologna, Italy. 
 

The implant is based on the kinematic and design concepts, as well as on 

the excellent clinical data of the BOX prosthesis. 
 

On this basis of success, however, we introduced important elements of 

innovation, able to differentiate this prosthesis from the rest of the existing 

implants on the market: 

 

The FAR Total Ankle Prosthesis  

 Both the tibial and the talar components of the FAR prosthesis are made using the powder 

manufacturing technology. Alongside the standard sizes, it is therefore always possible to create 

custom-made implants to adapt to particular anatomical variables or post-traumatic deformities. 

 The implant bone-facing surface features the 3D monolithic Ti-Por® structure. 

 It is fully completely antiallergenic implant since it is made of titanium alloy, with TiNbN coated 

surfaces. 

 The prosthesis was conceived to be used with Patient Specific instruments, that is, with cutting blocks 

designed following the patient's anatomy. This maximizes the precision of the implant positioning and 

greatly reduces surgical times. 

 On request it is also possible to have “classic” instruments which are supplied sterile and are disposable. 

Commercial documentation currently available in 

the reserved area of our Corporate website: 

 

 Brochure in Italian language  

 Brochure in English language 

 PSI Surgical Technique video in Italian 

 PSI Surgical Technique in English 

 

The paper surgical techniques are under development 

and will be uploaded to the site as soon as possible. 

For detailed technical information and the 

availability of this system, please contact the 

competent PM: Mr. Gabriele Generoso.  
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For detailed technical information and the 

availability of Navicula products, please contact 

the competent PM: Mr. Davide Cusella.  

 

Navicula.  

The new family of implants for the wrist 
 

 
The Navicula system consists of two components: 

 

 Total Scaphoid implant. 

 Hemi Scaphoid implants 

 

 

 

These products were developed in collaboration with Prof. Mario Igor Rossello, director of the hand surgery 

division of the Savona hospital in Italy. 
 

These implants are made of Titanium alloy with TiNbN coating, therefore they are 100% antiallergenic. 
 

This implants system and their surgical technique derives from the very long experience gained by Prof. 

Rossello in the field of prosthetic wrist bones first with silicone and then metal implants. On this topic, Prof. 

Rossello has published extensively, 
 

Particular aspects of these implants are the measures to secure them safely to the other bones of the wrist 

avoiding the problems encountered in the past with similar implants. 
 

Prof. Rossello a few months ago published in the journal “Case Reports in Plastic Surgery and Hand Surgery” a 

paper that illustrates the surgical technique and the characteristics of the total scaphoid prosthesis. You will find 

a copy of this work attached to this issue of the Newsletter. 

A similar work concerning the semi-scaphoid is under review at the British Medical Journal, I hope to be able to 

send you a copy of the publication soon. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

Lastly, I would like to mention that we also have experience in replacing 

another wrist bone: the Lunate. 

However, this system is of such limited use that we have decided to leave 

this option available, but only as a Custom Made product. 

 

Commercial documentation currently available in the reserved 

area of our Corporate website: 

 

 Navicula Scaphoid Brochure and Op. Tec. in Italian  

 Navicula Scaphoid Brochure and Op. Tec. in English  

 Navicula Hemi Scaphoid Brochure and Op. Tec. in Italian  

 Navicula Hemi Scaphoid Brochure and Op. Tec. in English   
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GENUS.  

The new Lateral Sliding Fixed Bearing Insert 

In these days we are starting the implants of the new Genus Lateral Sliding 

Fixed Bearing (LS FB) insert. 

This is an interesting new option that allows us to expand the range of 

applications of the Genus prosthesis also to the currently rapidly expanding 

segment of the fixed bearing "Medial Pivot" prostheses (also called 

"improved kinematics" prostheses). I point out that the term “Medial Pivot” 

is put in quotation marks because it is a registered trademark of Microport 

that we cannot use. 

The Genus CR femur features constant radius condyles not only in the 

sagittal plane, but also on the coronal one. In fact, the Genus femoral 

condyles are sphere sections. This makes the design of our femoral implant 

perfectly compatible with a medial stability insert according to the original 

studies of Prof, M.A.R. Freeman.  

 

Like all implants of this type, the Genus LS FB insert features an 

asymmetrical articular surface. It is therefore available Right and 

Left 

Like in the natural knee, the insert medial part is more containing, 

while the lateral part is significantly flatter and therefore allows the 

lateral femoral condyle to slide during flexion-extension. 

The Genus LS FB insert was designed in collaboration with Prof. 

Peter Verdonk, director of the Orthopedic Clinic in Antwerp, 

Belgium, with whom we are also undertaking a clinical data 

collection project. 

 

 
Why This is important. 

 The Genus prosthesis is now a truly complete system, being able to offer a CR, a PS and a 

LS option in both the mobile and the fixed bearing version. 

 Prof. Verdonk is a highly respected Opinion Leader as well as an excellent surgeon. This 

will help us to promote the concept not only of the LS insert, but also that of selecting the 

ideal type of implant for the patient's physiology. 

 We already have an important series of scientific works and biomechanical studies 

concerning the LS MB prosthesis. We are moving to achieve similar scientific 

documentation also for the LS FB insert. 

 

 

Prof. Verdonk has also developed an interesting algorithm to determine the best stability option (CR; PS or 

LS) to offer to each type of patient, although he believes that most patients can benefit from an LS insert 

given its intrinsic stability and kinematics closer to the natural one. 
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New ODEP Rating for the Adler Ortho® products 

The orthopedic implants ratings issued by the ODEP (Orthopedic Devices Evaluation Panel), 

an emanation of the English National Healthcare System, have become a reference not only in 

Europe, but also in the rest of the World. 

It is in fact the only systematic and objective method currently available to "certify" the level of 

reliability of hip, knee or shoulder prostheses. 

Remember that ODEP is not intended to make comparisons, that is, to judge whether a plant is better 

or worse than others. 

The ratings have the objective of measuring the survival level (or if you want, on the contrary, the 

complication rates) of a certain implant at a certain number of years of follow-up, comparing it with a 

level considered to be the minimum acceptable for that determined follow-up. 

Prosthesis that pass this scrutiny obtain the rating. 

We recently presented clinical evidence for products that did not yet have an ODEP rating: 

 

CEMENTLESS APTA-FIX STEM 

The uncemented Apta-Fix stem did not yet have any ODEP rating having been launched only at 

the end of 2014: 

 

Parameters required to 

obtain an ODEP rating 

Minimum data required to 

claim an ODEP 3A* rating 

Clinical data submitted for 

the Apta-Fix cementless stem  
Data Source. Data coming from National Joint 

registries or published on “peer 

reviewed journals. 

 
RIPO Registry 

Minimum number of centers 
involved. 

3 28 

Minimum number of implants 
included in the study. 

150 823 

Minimum implants cohort with 
F-U ≥ 3 years 

150 202 

Maximum revision rate 
acceptable.  

3.0% (*) 1.7% (**) 

(*) the % of revisions is calculated using the Kaplan - Meier method which provides an average rate and a statistical 

range in which survival can be placed. The one indicated as the limit by the ODEP is the upper margin of this band. 

(**) Average revision rate calculated according to K-M: 0.8% (Min.0.4%; Max 1.7%) 
 

Why this is important. 

 It is the further demonstration of the intrinsic validity of the 

design of the Apta-Fix implant. 

 We try to sell not the single stem, but rather an “Apta system”, 
based on the perfect interchangeability between Apta and 
Apta-Fix stems. In this way, the physician can grasp the best of 
the “two worlds”: monolithic stem with two offsets and 
modular stem with Modula® neck system. 

 The Apta stem already has an ODEP 13A rating. Now the 

Apta-Fix one also has an ODEP 3A* rating. We can therefore 

prove the absolute excellence and reliability of the entire 

system. 



10 

 

 

 

 

THE RECTA-FIX STEM 

The Recta-Fix stem also did not yet have a rating. 

Last week we received an ODEP 5A rating. Below you will find the data we have presented, 

alongside the minimum data required by ODEP to recognize the rating: 

 

Parameters required to 

obtain an ODEP rating 

Minimum data required to 

claim an ODEP 5A rating 

Clinical data submitted for 

the Recta-Fix stem 
Data Source. Data coming from National Joint 

registries or published on “peer 

reviewed” journals. 

 
RIPO Registry 

Minimum number of centers 
involved. 

3 25 

Minimum number of implants 
included in the study. 

250 296 

Minimum implants cohort with 
F-U ≥ 5 years 

66 98 

Maximum revision rate 
acceptable. 

5.5% (*) 5.0% (**) 

(*) the % of revisions is calculated using the Kaplan - Meier method which provides an average rate and a statistical 

range in which survival can be placed. The one indicated as the limit by the ODEP is the upper margin of this band. 

(**) Average revision rate calculated according to K-M: 2.0% (Min. 0.8%; Massimo 5.0%) 

Why this is important. 

 An ODEP 5A rating places the Recta-Fix stem in the category 

of "best performing implants". 

 It certifies the system reliability. 

 It gives us an advantage where having an ODEP rating 

constitutes a tender discriminant or a system selection 

criterion. 

All this information, together with the complete list of Adler Ortho products or competitors with an 

ODEP rating can be consulted by visiting the ODEP website: www.odep.org.uk  

http://www.odep.org.uk/
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Summary of the ODEP rating we received so far 
 

 

The number of Adler Orto® products with an ODEP rating continues to grow. 

I think it is interesting to summarize the current state of the situation. 

You will see that, in relation to the size of our Company, we can boast an important number of “rated” 

products. 

There are competitors, perhaps larger than us, who only have very few “certified” products (in quotation 

marks because ODEP is not a certification) from ODEP. 

 
 

Products ODEP Rating ( www.odep.org.uk )  
Hydra Cementless stem ODEP 7A 

Apta Cementless stem ODEP 13A 

Apta-Fix Cementless stem ODEP 3A* 

Recta-Fix stem ODEP 5A 

Fixa Ti-Por® cup ODEP 10A* 

Agilis Ti-Por® cup  ODEP 3A 

Duplex Cementless cup ODEP Pre-Entry A* (*) 

Duplex Cemented cup ODEP Pre-Entry A* (*) 

Dream Cementless stem ODEP Pre-Entry A* (*) 

Dream Cemented stem ODEP Pre-Entry A* (*) 

Genus MB Knee ODEP 7A 

 (*) Pre-Entry A* means that the products are being monitored. The data is collected by the 

National Joint Registry. There are "certified" clinical data, but there are not yet the "numbers" to 

grant an ODEP rating. For these products, an ODEP 3A* rating is automatically granted when the 

required volume of implants is reached, obviously together with the minimum necessary survival. 

 

 

 

Why this is important. 

 Some healthcare organizations give a fast track to products with an ODEP rating. 
 

 Even today Adler Ortho® is little known, or even completely unknown, in many realities. 

Presenting products with an ODEP rating is an independent demonstration of the reliability 

and validity of the technologies we offer. 
 

 Adler Ortho® success is based on two technologies: 

o Modular Necks. We are the only company able to demonstrate an ODEP 13A (Apta) 

rating and an ODEP 7A (Hydra) rating for modular stems => Our modular stems are 

as reliable as those with fixed necks 

o Powder manufacturing technology. We are the only company that can show an ODEP 

10A* rating for an implant produced with additive technology. 
 

 

 

 

 

 

 

 

http://www.odep.org.uk/
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The Fixa Ti-Por® cup clinical performances. 
 

It has already been announced that the Fixa Ti-Por® cup has achieved 

an ODEP 10A* rating. 

I treat the reaching this milestone in a section deliberately separated 

from the others because it is an extremely important recognition for 

us. 

 

Adler Ortho® was the first company in the world to launch an off the 

shelf 3D printed implant on the Orthopedic market. 

This not only means that no one can boast a follow-up length as long 

as ours, but it also allows us to affirm that we have developed a 

surface, the Ti-Por®, capable of giving the implants exceptional 

primary stability and an out of the ordinary long term reliability. 

 

All the prosthetic registers and the very long-term studies on the 

survival of uncemented hip prostheses show that, after the first post-

implantation period, where the most common causes of revision are 

dislocations, malpositionings and infections, the main reason for long-

term failure is aseptic loosening. 

This is probably caused by insufficient bone holding on the implant. 

Over the years, under the continuous fatigue stress, the bone bridges 

that have re-inhabited the implant break and the prosthesis is 

mobilized. 

A structure with interconnected three-dimensional porosity, such as 

Ti-Por®, allows for better vascularization and maturity of the bone that 

has re-inhabited the prosthesis. This has important positive effects on 

the long-term survival of the implants themselves. 

 

To claim the ODEP 10A* rating we used clinical data from the RIPO 

registry. At the same time, however, we received similar, if not better, 

but slightly shorter follow-up evidences from the New Zealand 

implant registry. 

Below you will find these data side by side. 

 

 Data coming from the 

RIPO Registry 

Data coming from the 

New Zealand Registry   

Number of cups included in the registry 16,890 891 

Maximum Follow-up (years) 12.5 (average 4.7) 9.8 (Average 4.8) 

Survivale rate accordig to Kaplan-Meir 98.6% (@ 10 years) 99.4% (@ 7 years) 

Number of failures due to aseptic loosening 72 1 

% of failures due to aseptic loosening 0.4% 0.1% 

 

For your information the RIPO registry reports a total % of cups aseptic loosening of 0.8%, while in 

case of cup aseptic loosening becomes the main reason for revision (18.5% of all revisions) when 

follow-up exceeds 5 years. 
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The graph below, which confirms what is reported by RIPO, comes from the latest report in the 

Australian joint registry and shows the reasons for failure of hip replacements as a function of the 

length of the follow-up. 

 

As you can see, after the seventh year of follow-up, the main reason for revision becomes aseptic 

loosening, which progressively increases year after year. 
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NOVAGENIT® - The new Website 

As already announced a few days ago, the new Novagenit® website ( www.novagenit.com ) is 

live. 

The new Novagenit® product portfolio can be grouped into 4 technological platforms that we 

have developed using our specific know-how, focused on research in the field of hyaluronic acid 

and collagens. 

The site is organized following the scheme shown below, which is what I presented during the 

presentation Webinar we recently organized. 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

Why this is important. 

 Finally we present ourselves with a modern, updated and appropriate site, aligned with the 

image that the Company wants to project on the market. 
 

 The site contains all the technical information available regarding Novagenit® products. 

Promotional material and brochures are freely downloadable. It can therefore also 

become a promotional tool for the Customers. 
 

 The Novagenit® website is connected to the web page dedicated to the DAC® ( www.dac-

coating.com ). These tools can now be used together. 
  

http://www.novagenit.com/
http://www.dac-coating.com/
http://www.dac-coating.com/

