
Instructions for Use (Product Insert)

Caution:
Federal Law restricts this device to sale by or on the order of a physician.

General Information
Prior to using Merete products, surgeons and assisting staff are to study the safety information and product-specific guidelines listed in 
these instruction for use as well as the surgical technique (OsteoBridge™ IDSF HDB0031 surgical technique) in detail. The respective 
documents are provided by Merete. Likewise, the operating surgeon must know the remaining risk of the product intended for use 
and inform the patient in advance accordingly. Only specifically qualified surgeons who have profound knowledge and expertise in the 
field of bone and joint surgery and who have proven this capability accordingly may perform the implantation. The operating surgeon 
is responsible for any negative effects or complications that can arise from incorrect indications or surgical practices, false implant 
selection and handling as well as non-observance of the precautions and safety instructions in these instructions for use. In such 
cases neither the manufacturer nor the authorized representative of Merete products can be made liable. Before operating, study the 
techniques outlined in the manual carefully. The patient has to be informed about alternative methods of treatment and other systems 
with adequate intended uses.

Basic Principles
Description:
The OsteoBridge™ IDSF – Intramedullary Diaphyseal Segmental Defect Fixation system is intended to be used in the management 
of segmental diaphyseal bone loss secondary to radical bone loss and/or resection due to tumors in either humerus, tibia or femur in 
oncology patients. The device is divided into three categories/product size ranges that are suitable for each boney application (see tables 
below). The system is designed for non-cemented and cemented fixation in bone. The modular system includes a spacer made of two 
cylindrical half-shells that clamp over the ends of two intramedullary nails with eight screws. Non-cemented implants are additionally fixed 
with two interlocking screws per nail. Dynamisation may be performed at a later date. Spacers and intramedullary nails of different sizes 
can be selected to accommodate varying intramedullary canal diameters and different bone defect sizes. If the defect size is larger than 
70 mm, two spacers may be connected with a spacer connector. All components of the OsteoBridge™ IDSF system are manufactured 
from Ti6Al4V ELI titanium alloy according to ASTM F136-13.

Humerus

Spacer Nail

DIA. [mm] Length [mm] DIA. [mm] Length [mm]

20 40, 50 , 60, 70

7 60, 70 ,90

8 60, 70, 90

9 60, 70, 90

10 60, 70, 90, 110, 130

Tibia

Spacer Nail

DIA. [mm] Length [mm] DIA. [mm] Length [mm]

25 40, 50 , 60, 70

9 60, 70 ,90

10 60, 70, 90, 110, 130

12 70, 90, 110, 130, 150

14 90, 110, 130, 150, 200

Femur

Spacer Nail

DIA. [mm] Length [mm] DIA. [mm] Length [mm]

34 40, 50 , 60, 70

10 60, 70, 90, 110, 130

12 70, 90, 110, 130, 150

14 90, 110, 130, 150, 200

16 110, 130, 150, 200

18 90, 110

20 90, 110

Characteristics:
All implants represent individual components of a single system. This necessitates that surgeons observe particular care in ensuring that 
all system components are mutually compatible and used for the applications intended. Such products may only be used in combination 
with other Merete products belonging to the same system. For further information, consult the catalogues and operation instructions 
for the products in question. In case of doubt, contact your sales representative or Customer Service/Sales at Merete GmbH prior to 
operating. Implantations must be performed using the appropriate Merete instruments. Usage of Merete instruments for purposes other 
than those originally intended is prohibited. Under no circumstances may implants be reused. Products which are delivered sterile may 
not be resterilised. Individual OsteoBridge™ implant components are attached to one another using secure clamp connections. This is 
only possible when the components are precisely coordinated in terms of size. Acceptable combinations are indicated in the surgical 
technique and in the product brochure. There are no known interactions with any medications.

General information on Implants:
• The use of OsteoBridge™-system implants should only be considered if, upon careful assessment, they appear to represent a better 

solution than other bone-preserving options.
• Care of a severely deformed, unhealthy joint or bone using an implant can reduce pain, increase joint load-bearing capacities, and 

help improve patient mobility.
• Over time, there is always a possibility that even stable implants may loosen for any of several reasons, which could make a revision 

necessary.

Intended use:
The device is intended to be used in the management of segmental diaphyseal bone loss secondary to radical bone loss and/or resection 
due to tumors in either humerus or tibia or femur in oncology patients.

Indications:
• Long-term stabilization of major bone defects resulting from

 - Radical bone loss due to tumors and/or metastases
 - Bone resections following tumors and/or metastases

• For use only in the diaphyseal region of humerus, tibia and femur

Contraindications:
• Profound osteoporosis
• Acute or chronic, local or systemic infections
• Any disease that can negatively influence the success of the operation
• Degenerative bone diseases
• Use in non-diaphyseal bone regions
• Adiposity.

Factors Interfering with Success:
• Allergies to the implant materials (particularly metals, but also bone cement),
• inadequate bone density,
• systemic or metabolic disorders,
• alcohol or drug abuse,
• a strong curvature of the medullary canal increases the risk of fractures during insertion of straight nails into bone,
• when utilized at the humerus, no loads greater than 11 lb (5 kg) should be lifted with the angled arm,
• locking nails despite cementation and
• patients with mental or neurological illness or patients who are unable to follow necessary postoperative treatments.

Warnings:
• This product is for single use only. An internal fixation device must never be re-used. The reuse of explanted components is not 

permitted under any circumstances.
• During the implantation and repositioning the operating surgeon should pay attention that the surfaces of the implant are not damaged 

due to nicks and scratches. Even a slight scratch can considerably reduce the lifespan of an implant.
• Follow the described surgical technique strictly; especially the instructions for the assembling of the spacer with the spacer screws 

are to be followed exactly. Screws must be tightened with the required torque in the given order. The spacer half-shells have to be 
aligned parallel.

Precautions:
• Physical activities or trauma associated with strong shocks which could result in the implant being exposed to impacts and/or 

excessive loads or sports activities that affect the affected limb may cause a component to fail. 
• The devices are designed for use by surgeons experienced in the appropriate specialized procedures. It is the responsibility of the 

surgeon to read the surgical technique brochure as well as become familiar with the correct use of the instrumentation for this implant.
• Additional precautions include those applicable to any surgical procedure. In general, careful attention must be paid to asepsis and 

avoidance of anatomical hazards
• Non-sterile devices must be properly cleaned and sterilized before use.
• The implants must be stored in the original packaging in a dry, clean place and at a temperature ranging from room temperature to 

cool but above frost-formation.
• Do not use the implants when its sterile packaging is damaged in any way
• Prior to use examine device and check for proper functioning.
• The implantation must be performed with the corresponding Merete instruments. The use of Merete instruments for other than the 

intended purposes is not permitted.
• When implanting OsteoBridge™ IDSF the correlation tables are to be followed. The tables illustrate the possible combinations of the 

components with each other. 
• When using the spacer forceps, it is vitally important to ensure that the spacer half-shells are anchored in the correct position. This is 

the only way of ensuring that the spacer will be installed correctly.
• Prior to assembling the spacer wash the clamping surface in order to completely remove all kinds of debris, including bone splinters, 

soft tissue parts, bone cement and others.
• If using bone cement:

 - Pay attention to the information given by the cement manufacturer,
 - The cement bed should be spread evenly.

CAUTION: In case of locking despite cementation:
• Loosening of the locking screw
• Locking screw breakage
• Loosening of the nail
• Breakage of the nail
• Breakage of the cement mantle
• Heat generation
• Breakage of the drill (drill in the instrument tray is not designed for use in bone cement)

 - Bone-tissue grafts onto the spacer are advisable, as the bone material helps bridge the gap.

MRI Safety Information:
The OsteoBridge™ System has not been evaluated for safety and compatibility in the MR environment. It has not been tested for 
heating, migration, or image artifact in the MR environment. The safety of the OsteoBridge™ System in the MR environment is unknown. 
Scanning a patient who has this device may result in patient injury.

Potential Adverse Effects:
The potential adverse effects associated with this device are the same as with any metallic internal fixation device. These include but 
are not limited to the following:
• Loosening of the implant resulting from changed conditions of the load transfer or abrasion and fracture of the cement bed and/ or 

tissue reaction of the implant,
• bending or fracture of the implant,
• early and late infection,
• undesired shortening, lengthening or malalignment of the relevant extremity due to nonoptimal positioning of the implant,
• bone fractures resulting from unilateral-stress or weakened bone substance, reduction of bone density as a result of stress shielding 

or bone resorption as tissue reaction to abrasion articles,
• temporary or permanent nerve damage as a result of pressure or hematoma,
• wound hematoma and delayed wound healing,
• vascular disease including venal thrombosis, pulmonary embolism and cardiac arrest,
• heterotopic ossification,
• nerve damage due to surgical trauma,
• metal sensitivity or allergic reaction to a foreign body,
• pain, discomfort, or abnormal sensation due to the presence of the device,
• delayed or non-union which may lead to breakage of the implant,
• for non-cemented implantation lack of bony ongrowth onto the nails can lead to overloading of the locking screws.

Instructions for Use:
Preoperative Planning:
Surgery planning should be done on the basis of in-depth evaluations of patient X-rays, which provide the information necessary 
for determining the appropriate implant type, size, and possible combinations. Certain X-ray templates for preoperative planning are 
available from Merete on request. It should be examined preoperatively whether the existing implant
sizes are suitable for the patient. Pre-operative tests to identify any potential allergies to implant materials are recommended. The 
components planned for implantation must be on hand in all available sizes. Before inserting the implant, be sure to check its label (type, 
item number, material, and size) against the information on the package. The accompanying labels are provided for documentation 
purposes in surgery reports, as well as to assist with re-ordering.

Important: Always check sterilisation expiration dates!

Application environment:
The implants and instruments are to be used in a standardized operating room with corresponding hygiene features und lighting 
conditions. The products may only be used by qualified surgeons having a profound knowledge and experience in the field of Orthopedics 
and have proven their qualification.

Handling of the Implants
Please note:
• It is essential to ensure that the implant nails are clamped in the spacer at their minimum respective clamp lengths.
• Make sure there is at least 4 cm of cortical bone contact, in order to ensure stable anchorage of the nail within the bone.
• For spanning large bone defects, two spacers can be joined together with a connector"

Revision Surgery:
If the revision surgery involves replacement of all implant components, the same instructions apply for the revision as for an initial 
implantation. Partial implant replacements result in new components being combined with old, damaged ones. In such cases, it is 
important that the component connection points be in excellent condition. We always recommend that all
components be completely replaced.

Further information for use:
Cleaning, disinfection and sterilization instructions for reusable surgical instruments and non-sterile implants can be found in the product 
information for the instruments (PTI0027).

Sterilization:

Implants / Instruments which are delivered in a sterile condition 
are clearly labeled with “STERILE“. Sterile implants have been 
sterilized with gamma rays.

Method Gamma Radiation

Radiation Dose 2.5 Mrad

Sterility Assurance Level 10-6

Sterility Validation Method ISO 11137-2 / VDmax25

Packaging Double Peel PE Pouch

Pyrogenicity Not labeled pyrogen free

Resterilization: 
Merete always uses its best efforts to provide patients with state-of-the-art products. Therefore, we do not offer the resterilization of 
our products.

Storage and handling of implants: 
OsteoBridge™ implants must be handled with extreme care, since even minimal damage of the surfaces can lead to a failure of 
the implant. Therefore even the subsequent marking of prostheses surfaces or touching them with metal or other hard objects (e.g. 
instruments) must be avoided. The mechanical processing and modification of medical components leads to a loss of authorization and 
is not permitted. Implants that were handled in an improper way or exhibit damage (e.g. scratches) must not be implanted.

Patient information:
The patient must be informed by the doctor of the information provided in this document regarding factors which could interfere with the 
success of a surgery as well as possible complications which could result from such an indication. The patient must be informed about 
which measures he can take to reduce the possible effects of these factors. All information given to the patient must be documented by 
the operating surgeon in writing.

Materials of the implants: 
The implant may be inserted without cement or implanted with cement (PMMA) according to the specifications supplied by the 
manufacturer.

All metal components are made of the following material:
• TiAl6V4 ELI alloy (ASTM F 136-13, DIN EN ISO 5832-3)

Further information about the chemical composition and the mechanical properties of the used materials can be requested from Merete.

Definition of Symbols:

 0482 CE mark

Manufacturer

Date of manufacture

Use-by date

Batch code

Catalogue number

Sterilized using ethylene oxide

Sterilized using irradiation

Do not resterilize

Non-sterile

Do not use if package is damaged

Keep dry

Temperature limit

Do not re-use

Consult instructions for use

Caution, consult accompanying documents

QTY 1 Quantity

Caution: Federal law (USA) restricts this device 
to sale by, or on order of a physician
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