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CAUTION 
 
For U.S. specific instructions for use, please go to www.medacta.com or call toll free 800-901-7836. 
 

SYMBOLS / SIMBOLI / PICTOGRAMMES / PIKTOGRAMME / PICTOGRAMAS / PICTOGRAMAS / PICTOGRAMMES / 
ΕΙΚΟΝΟΣΎΜΒΟΛΑ 

Applicable to all devices 

 

Do not reuse / Non riutilizzare / Niet hergebruiken / Nicht wiederverwenden / No reutilizable / Não reutilizar / Ne pas réutiliser / Μην επαναχρησιμοποιείτε 

 

Do not resterilize / Non risterilizzare / Niet resteriliseren / Bitte nicht re-sterilisieren / No resterilize / Não resterilizar / Ne pas restériliser / Να μην αποστειρωθεί 
ξανά 

 
Caution, read the accompanying documents / Attenzione, consultare i documenti di accompagnamento / Opgelet, raadpleeg de bijgeleverde documenten / 
Achtung, Begleitdokumente beachten / Atención, consulte los documentos que se acompañan / Atenção, consultar os documentos de acompanhamento / 
Attention, consulter les documents d’accompagnement / Προσοχή, συμβουλευτείτε τα συνοδευτικά έγγραφα 

 

Consult instructions for use / Consultare le istruzioni di utilizzo / Gebruiksaanwijzing / Bitte lesen Sie die Gebrauchsanweisung / Consulte las Instrucciones antes 
de su uso / Consulte as instrucções de uso / Consultez les instructions d’utilisation / Οδηγίες χρήσης 

 

Do not expose to sunlight / Non esporre alla luce del sole / Niet blootstellen aan zonlicht / Vor Sonnenlicht schützen / No exponer a la luz solar / Não expor à 
luz solar / Ne pas exposer à la lumière du soleil / Μην εκθέτετε σε ηλιακό φως 

 
Store in a dry place / Conservare in luogo asciutto / Droog bewaren / Trocken aufbewahren / Conservar en lugar seco / Conservar em local seco / Conserver 
au sec / Φυλάσσετε σε ξηρό χώρο 

 
Do not use if package is damaged / Non utilizzare se la confezione è danneggiata / Niet gebruiken als verpakking beschadigd is / Bitte nicht verwenden, falls 
Verpackung beschädigt ist / No utilice si el envoltorio está dañado / Não utilizar se a embalagem estiver violada / Ne pas utiliser si l’emballage est abîmé / Να 
μην χρησιμοποιηθεί εάν η συσκευασία είναι κατεστραμένη 

 

Use by / Utilizzare entro il / Te gebruiken voor / Zu verwenden bis / Utilizar antes de / A utilizar antes de / A utiliser avant / Ημερομηνία λήξης 

 

Lot number / Numero di lotto / Nummer van de partij / Waren-Lot-Nummer / Número de lote / Número de lote / Numéro de lot / Αριθμός παρτίδας 

 

Reference number / Riferimento commerciale / Handelsreferentie / Referenznummer / Numero de Referencia / Referência comercial / Référence commerciale 
/ Νούμερο παραπομπής 

 

 

Manufacturer / Produttore / Fabrikant / Hersteller / Fabricante / Fabricante / Fabricant / Κατασκευαστής 

 

Sterilized with ethylene oxide / Sterilizzato con ossido di etilene / Gesteriliseerd met ethyleenoxide / Ethylenoxid-sterilisiert / Esterilizado con óxido de etileno / 
Esterilizado com óxido de etileno / Stérilisé à l’oxyde d’éthylène / Αποστειρωμένο με οξείδιο του αιθυλενίου 

 

Sterilized by irradiation / Sterilizzato mediante irradiazione / Gesteriliseerd door doorstraling / Sterilisiert durch Bestrahlung / Esterilizado por irradiación / 
Esterilizado por irradiação / Stérilisé par irradiation / Αποστειρωμένο με ακτινοβολία 

 

 

 

RX Only/ Solo prescrizione medica/RX Enkel/RX Only/Sólo RX/Somente RX/Sur prescription seulement/RX μόνον 

 

 

Applicable to FairFix Adjustable Button 
 

 
MR Conditional 
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ENGLISH: FAIRFIX - INSTRUCTIONS FOR USE 

 
Important notice: the device(s) can be prescribed and implanted only by a doctor legally authorized to perform this 
type of surgery. 

 
1. GENERAL 

Before any surgery, the surgeon must be familiar with the sales product literature and operative technique and must 
carefully read these instructions for use. Patient selection is as important as implant placement or positioning. 
Overweight patients or unsuitable functional requirements may generate exceptional stresses and reduce the 
implant life. The warnings must be heeded, and the instructions for use must be strictly followed. 

2. PRODUCT DESCRIPTION  

FairFix – Adjustable Button 
Implantable device indicated for knee ligament (i.e. ACL, PCL) reconstructive surgery for the fixation of tendons and 
ligaments by means of a suspensory fixation with an adjustable suture loop. The device consists of a titanium implant 
with a pre-assembled, non-absorbable adjustable suture loop. The implant is preloaded with a pulling suture (blue) 
to pull the construct through the bone tunnel and a flipping suture (white/blue) to flip the button once the extracortical 
side has been reached. 
 

FairFix Extender 
Implantable device used during knee ligament (i.e. ACL, PCL) reconstruction surgery for the fixation of a sutured 
graft with an extracortical suspensory fixation. It has to be used in association with the FairFix Adjustable Button. It 
is used for large tunnel conditions (e.g. cortical blowout, revision cases, full tunnel). It consists of an elongated metal 
plate with a recess to house the FairFix Adjustable Button and a lateral slot to allow suture passage. 
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FairFix Extender 

 
  

 

 
Material Specifications 
 
Adjustable Loop: Ultra High Molecular Weight Polyethylene and Polyester.  

Flipping and Pulling sutures: UHMWPE 

FairFix Adjustable Button and FairFix Extender: Ti6Al4V ELI (ISO 5832/3) 

Dyes may include: D&C Blue #6 per 21 CFR 74.3106, <0.2% (w/w). 

 
3. INTENDED USE / INDICATIONS 

FairFix Adjustable Button is intended to be used during a knee ligament (i.e. anterior cruciate ligament and posterior 
cruciate ligament) reconstruction surgery when a Ø4.5mm tunnel is realized. 

FairFix Extender is intended to be used in association with FairFix Adjustable Button during a knee ligament (i.e. 
anterior cruciate ligament and posterior cruciate ligament) reconstruction surgery with a Ø 6 – 11 mm tunnel. 
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4. CONTRAINDICATIONS 

• Active infection  
• Blood supply and previous infections which may tend to retard healing  
• Known hypersensitivity to the implant material  
• Insufficient quantity or quality of bone  
• Conditions which tend to limit the patient’s ability of willingness to restrict activities or follow directions during the 

healing period  
• Foreign body sensitivity  
 
 
5. WARNINGS AND PRECAUTIONS 

The success of the operation depends on compliance with the operative technique supplied, and the proper use of 
the dedicated instruments specially designed for that range of implants. Malpositioning may reduce implant longevity 
and lead to early implant failure. 

MRI Compatibility  
 

Medacta Adjustable Button 
Non-clinical testing has demonstrated FairFix Adjustable Button to be MR Conditional. A patient with this device can 
be safely scanned in an MR system meeting the following conditions: 
 
Static magnetic field of 1.5 Tesla and 3 Tesla, with: 
-            Maximum spatial field gradient of 12,800 G/cm (128 T/m)  
- Maximum force product of 231,000,000 G2/cm (231 T2/m)  
- Theoretically estimated maximum whole body averaged (WBA) specific absorption rate (SAR) of 2 W/kg 

(Normal Operating Mode) 
 
Under the scan conditions defined above, FairFix Adjustable Button expected to produce a maximum temperature 
rise of less than: 
 
- 1.5°C (2 W/kg, 1.5 Tesla) RF-related temperature increase with a background temperature increase of ≈1.3°C (2 

W/kg, 1.5 Tesla) 
- 3.0°C (2 W/kg, 3 Tesla) RF-related temperature increase with a background temperature increase of ≈2.3°C (2 

W/kg, 3 Tesla) 
 
after 15 minutes of continuous scanning.  
 
In non-clinical testing, the image artifact caused by the device extends approximately 20.5 mm from FairFix 
Adjustable Button when imaged with a gradient echo pulse sequence and a 3 Tesla MR system. 
 

FairFix Extender 
The Extender has not been tested for heating, migration, or to determinate the specifications for conditional status 
in the MR (magnetic resonance) environment. The safety of the implant in the MR environment is unknown, and the 
scanning of patients who have the implant may result in patient injuries. 

 
Medacta International implants 
Medacta® International is not responsible for the use of its implant components in combination with a component 
from another manufacturer (unless otherwise specified by Medacta® International in the surgical technique), 
therefore we advise against such a use. The components of FairFix Adjustable Button should never be reimplanted. 
While an implant may appear undamaged, microscopic imperfections may occur and cause implant failure. The 
operating surgeon must be aware that even a very small superficial damage, caused for instance by a sharp tool or 
electrocautering, can have an influence on the endurance of the device and can lead to fracture. 
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6. RISK FACTORS 

The following risk factors, individually or together, may result in poor clinical outcomes: 
 
• Inadequate bone quality (e.g., osteoporosis, previous cruciate ligament operation) 

• Systemic diseases or metabolic disorders 

• History of infections or recurrent falls 

• Drug dependence and abuse of alcohol and medicaments 

• Mental incapacity of patient to understand the instructions of the physician and to comply with them 

• Local bone tumors 

 
7. INSTRUCTIONS FOR USE 

 
Preoperative Phase 
The surgeon should verify possible patient physical limitations and mental deficiencies and should also discuss with 
the patient all the details of the procedure and implant. The discussion should consider the limitations of the 
procedure and the constraints imposed by the selected implant. The factors which could limit the performance and 
stability of the implant, e.g. level of activity, should be set out to improve the patient’s chances to avoid complications. 
The necessity to follow the postoperative instructions given by the surgeon should be fully understood by the patient. 
A stock of sterile implants of suitable sizes must be available and checked by the operator before surgery.  
 
 
8. HANDLING 

 
To avoid scratching or damaging the implants, these should be handled with the utmost care by qualified personnel 
and in an environment where conditions of hygiene are controlled. The implants should be kept in their undamaged 
packages.  
 
 
9. SURGICAL TECHNIQUE 
 
The surgeon should be fully familiar with the dedicated surgical technique. Supplementary information about the 
surgical techniques (brochure and video) and products are available on request. Careful preoperative planning, 
documented by X-rays, is essential.  
 
 
10. POSTOPERATIVE CARE AND FOLLOW-UP 

The surgeon should caution the patients to control their level of activity and avoid excessive loads on the operated 
limb. Moreover, the surgeon should make the patients aware of the precautions to be taken in terms of exercises, 
treatments and limitations on activities, any limitations reported on the label, as well as exposure to magnetic fields. 
The patient must be told that implants can affect the results of computer tomography (CT) or magnetic resonance 
imaging (MRI) scans and that MRI may result in patient injuries. Periodic follow-up and X-rays are recommended to 
make comparisons with the immediate postoperative condition and anticipate implant related complications. 
Excessive physical activity, and operated limb traumas may cause early failure of the implant. If the case occurs, it 
is necessary to place the patient under supervision, evaluate the possible progression of the deterioration, and weigh 
the benefit of early revision. 
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11. ADVERSE EFFECTS AND COMPLICATIONS 

 
Adverse effects that can occur in reconstructive treatment of ligament ruptures include: 
 
• Infection, both deep and superficial 
• Allergies, mild inflammatory and foreign body reactions to implant material 
 
Some adverse effects can ultimately lead to death. 
 
General complications include: 
• Venous thrombosis with/without pulmonary embolism 
• Cardiovascular or pulmonary disturbances 
• Hematomas 
• Systemic allergic reactions 
• Systemic pain 

 
12. PACKAGING 

The components of FairFix Adjustable Button are supplied in single-use packages, the sterilization method is 
indicated on the label. The expiration date must be checked on the label as well as the package integrity to ensure 
that sterility of the contents has not been compromised. If the package is damaged or has been previously opened, 
do not use the component. Do not resterilize. 

13. INSTRUMENTS 

Instruments are supplied non-sterile and must be cleaned and sterilized prior to use. Recommended cleaning, 
decontamination and sterilization instructions are provided at www.medacta.com 

14. STORAGE 

The packages must be stored in a cool, dry place, away from light. 

Last update: January 2021 


