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Section 21_Appendix 1 - Instructions for Use 

 

GENERAL INFORMATION  

• Single-use product;  

• Sterile supplied product by EO;  

• Prohibited reprocessing. 

 

INDICATIONS FOR USE  

The EXPERT - Flexible Joint Fixation System is intended as an adjunct in fracture repair involving 

metaphyseal and periarticular bone fragments where screws are not indicated, and as an adjunct in external 

and intramedullary fixation systems involving plates and nails, with fracture braces and casting. The EXPERT 

- Flexible Joint Fixation System are intended to provide fixation during the healing process following: 

 

EXPERT FAST - SYNDESMOSIS and EXPERT FAST DUAL: 

Syndesmotic trauma, such as fixation of syndesmosis (syndesmosis disruptions) in connection with Weber 

B and C ankle fractures. 

 

EXPERT ACL and EXPERT ACL II 

Fixation of bone to bone or soft tissue to bone, and is intended as fixation posts, a distribution bridge, or for 

distributing suture tension over areas of ligament or tendon repair. Specifically, these models are offered for 

Anterior Cruciate Ligament (ACL) Repair. 

 

EXPERT FAST - CORACOID PLATE and EXPERT FAST- AC: 

Specifically, these models are intended to provide fixation during the healing process following a syndesmotic 

trauma, such as fixation of acromioclavicular separations due to coracoclavicular ligament disruptions. 

 

CONTRAINDICATIONS  

The patients, who present some clinical condition described below, should not be subject to the procedure 

with the use of the product. The contraindications include those listed below, but are not limited to:  

• Active infection or history of recent infection of bone tissue or of soft parts locations;  

• Osteometabolic diseases that cause weakness or reduction of bone mass;  

• Insufficient bone mass or of poor quality;  
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• Inadequate vascularization in the implant placement local that could compromise the adequate blood supply 

in the place of deployment; 

• Allergy and/or sensitivity to metals;  

• Patients without conditions to follow the medical advice and the health team at any time of their treatment.  

• It should not be used in surgical procedures other than those specified.  

 

PURPOSE OR INTENDED USE OF THE PRODUCT 

The success of the treatment is directly related to the appropriate surgical technique applied by the surgeon 

and the correct choice of implants, following their characteristics: model, shape, type, dimensions, etc. 

The size and anatomy of the bone structures are the main factors in the definition of the implants to be used. 

The recommendations in the Table below should be followed: 

Model Bone Structure 

EXPERT FAST - SYNDESMOSIS 
EXPERT FAST DUAL 

Ankle 

EXPERT ACL 
EXPERT ACL II 

Knee 

EXPERT FAST - CORACOID PLATE 
EXPERT FAST- AC 

Shoulder 

 

PHYSICAL PRINCIPLE AND TECHNOLOGY FUNDAMENTALS DESCRIPTION, APPLIED TO ITS 

WORKING AND ACTION  

EXPERT - Flexible Joint Fixation System is designed for joint fixation and is used as a biomechanical 

structure to simulate a support pillar distributing tension in the surgical suture or surgical mesh until the soft 

tissue heals.  

 

TECHNICAL SPECIFICATION OF THE MATERIAL MANUFACTURING  

EXPERT - Flexible Joint Fixation System is manufactured with the following raw materials:  

- Plates and Buttons are made of Ti6Al4V-ELl Titanium Alloy, according to ASTM F 136 “Standard 

Specification for Wrought Titanium-6Aluminum-4Vanadium ELI (Extra Low Interstitial) Alloy for Surgical 

Implant Applications”.  

- Surgical suture the surgical suture used for the assembly of the Joint Fixation System is UHMWPE (ultra-

high molecular weight polyethylene) braided, non-absorbable. 
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MARKING  

The implantable components are identified by marking laser with the following information:  

• Batch of product;  

• Product Code;  

• Logo of the GMReis brand.  

 

STERILIZATION METHOD  

The products are supplied sterile, by ethylene oxide, according to ISO 11135 - "Sterilization of health care 

products - Ethylene oxide Part 1: Requirements for development, validation and routine control of the 

sterilization process for medical devices” and must be maintained in its original packaging until the moment 

of its use. 

 

PRODUCT TRACEABILITY PROCEDURE  

The Identification and traceability of the product are ensured through a set of 05 adhesive tags contained in 

the package, along with the instructions for use and the implant, such as: name, model, code, allotment, 

product registration and manufacturer identification. In this way it is possible to make the reverse path and 

reach a production, raw material, suppliers and other quality controls established in the GMReis Quality 

System. Traceability tags shall be fixed to the following locations: 

• The tag number 1, obligatorily, in the patient's medical record; 

• The tag number 2, in the report delivered to the patient; 

• The tag number 3, in the tax documentation that generates the collection to the paying source; 

• The tag number 4, available for supplier control (registration distribution history); 

• The tag number 5, provided for the control of the doctor. 

It is a responsibility of the medical and hospital staff (the custodians of patient information and records), the 

tag fixation on the surgical description sheet or a section of the medical chart. GMReis recommends that the 

patient receive this information, receiving a certificate stating one of the traceability adhesive tags.  

 

HANDLING, CONSERVATION, STORAGE AND TRANSPORT  

The hospital is responsible for the steps of handling, conservation and storage of products from receipt, 

ensuring that the manufacturer's recommendations are respected to, and that the product maintains the 

original characteristics established. The product must be preserved, handled and transported in order to 

prevent any damage or modification to its characteristics and packaging. The medical product must be 

handled with care, in order to avoid sudden shocks, falls and other risks and/or imperfections that affect the 
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product quality and the user safety. It must be preserved and stored in its original packaging or in specific 

surgical boxes until the moment of use, with the proper care of the medical and hospital area, in a clean, dry, 

ventilated environment protected from sunlight and free of contaminants. Exclusively professionals in the 

hospital area, properly trained, empowered and familiar with the technique and the procedures involved, must 

do the handling of the product. Vibrations effects, shocks, defective seating and improper stacking during 

transportation should be avoided. Storage outside these conditions may create risk to the procedure, and 

patient.  

 

PRECAUTIONS 

The implants are designed to support distributed loads on their surface when implanted for stabilization of a 

particular bone structure and may rupture until total bone healing occurs. Postoperatively and until healing is 

complete, fixation provided by this device should be considered as temporary and may not withstand weight 

bearing or other unsupported stress. The fixation provided by this device should be protected. The 

postoperative regiment prescribed by the physician should be strictly followed to avoid adverse stresses 

applied to the device and bone. It is not recommended the modeling of the product, if occurs, its mechanical 

characteristics may be compromised, leading the product to failure or break by precocious fatigue. The use 

of implants for internal fixation allows the surgeon to fix bone fragments in the correct anatomical position. 

Implants allow for early patient mobility, but limited to no-load movements until the surgeon confirms bone 

fracture consolidation through X-rays. The implants are designed as aids to the natural consolidation process 

but are not intended to replace anatomical structures or support body weight in the presence of incomplete 

consolidation. The time during which such care should be maintained depends on the specific characteristics 

of each procedure and must be carefully delineated by the surgeon in charge. Similarly, postoperative care 

and rehabilitation will depend on innumerable variables that cannot be delineated in this document, and which 

are the absolute responsibility of the multidisciplinary team that cares for the patient. Until full load is released, 

the patient should follow the surgeon’s recommendations. The product should not present any visual 

abnormality in its surface, as risks, failures, dirt or other. The implantable components that exhibit 

abnormalities in their surface should be destroyed and disposed of according to the procedure of "Destruction 

and disposal". GMReis do not recommend the modeling or adjustment of the products. Only properly trained, 

empowered in orthopedics procedures may use the product. Note 1: The surgeon should be aware of all 

recommendations described in the product "Use Instructions" and other information on the label. 
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PATIENT INSTRUCTIONS  

The patient should be warned about the limits of its initial activities and about their rehabilitation to protect 

the surgery performed by the surgeon in charge. Excessive activities and/or trauma may affect the positioning 

of the implant, which may result in migration, loosening, wear and/or early rupture of the implant, as well as 

affecting the support bone structure, making the review procedure more difficult and premature. The patient 

should be warned about the risks of surgery, secondary effects or undesirable side effects and that the 

reconstruction carried out with the implant will not present the same physical characteristics of the natural 

bones, and that there might be fatigue, breaks or migration of the implant, resulting from abnormal physical 

activities, trauma or degenerative diseases and other diseases, or metabolic disorders, failure in indication, 

in surgical technique or lack of cooperation of the patient regarding postoperative recommendations. The 

surgeon in charge is responsible to make the postoperative recommendations, accompaniments, clinical 

evolution and radiological of the patient. It is important to the patient being aware that the failure of the 

postoperative recommendations may lead to unsuccessful treatment and that the implant can suffer 

migration, release and/or breaks. The patient should be informed that, despite of the raw material used for 

the implant manufacturer is biocompatible, side effects may occur or adverse reactions in more sensitive 

patients, such as:  

• Sensibility to the material; 

• Allergic reactions; 

• Bone deformity in the place of the implementation; 

• Incomplete bone consolidation; 

 

SURGICAL TECHNIQUE 

1. Pass the suture thread through the thread passer, for implants that do not have a needle; 

2. Using the soft tissue protector, drill the bone where the implant will be implanted. 

3. Transport the implant through the made bone tunnel, so that one of the metal plates is positioned at the 

exit of the perforation; 

4. Pull the implant sutures through the second metallic device of the implant, and apply knots if necessary, 

and; 

5. Cut the excess of the implant sutures and discard; 
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FACTORS THAT MAY CAUSE THE IMPLANT TO A POSSIBLE BREACH, LOOSENING, 

DISPLACEMENT OR HEATING WHICH SHOULD BE INFORMED TO THE PATIENT  

The following are the main factors that, alone or in combination, can lead the implantation of a premature 

failure (breakage, loosening or migration).  

Disregard with the postoperative recommendations; 

Metabolic disorders; 

Diabetes 

Smoking 

Patients accident (e.g. falls, accidents,...); 

Pseudo arthrosis; 

Delay in bone consolidation; 

Failure in surgical technique; 

Inappropriate choice of implant; 

Early releasing of the load; 

The no use of external prostheses, when recommended; 

Excessive load or inappropriate activity; 

Drugs ingestions that can lead to a delay of the bone consolidation and pseudo arthrosis; 

Osteoporosis; 

Practice of intense physical activity; 

Practice of physical activity prior to the surgeon release; 

Exposure to an environment of magnetic resonance, e.g.: examination of MR. 

 

SIDE EFFECTS OR UNDESIRABLE SIDE EFFECTS  

• Pain, discomfort, and abnormal sensations due to the presence of the implant;  

• Infections, both deep and superficial;  

• Allergies and other reactions with implanted materials.  

NOTE 1: A second surgery may be needed to repair the secondary effects  

NOTE 2: Smokers with metabolic disorders have greater difficulties in achieving the bone consolidation, 

consequently there is a greater chance to occur deformation, rupture or loosening of the implants and does 

not reach the bone and suffer more progressive degeneracy.  
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DETAILED INFORMATION ON THE CHARACTERISTICS OF ALL PARTS, ACCESSORIES AND 

MATERIALS DESTINED TO BE USED WITH THE PRODUCT  

Admissible Combinations with Other Materials  

The materials are highly resistant to corrosion of the solution. Despite this, the product cannot be used in 

conjunction with any product from another manufacturer, or any metallic product with different chemical 

composition, because this association may generate chemical incompatibilities, physical, biological, and 

functional, early fatigue and possible risks to the patient.  

In the event of any undue combination by the surgeon, he will be responsible for the risks associated with 

such combination.  

 

USEFUL INFORMATION TO PREVENT RISKS ARISING OUT OF THE IMPLANTATION  

Implantation Risks 

In spite of the raw materials used for the manufacture of products are biocompatible and normalized, the 

patient may experience sensitivity to the product or allergic reaction. It is known that, even if a raw material 

presents the chemical requirements, mechanical and microstructural determined by rules (which ensures its 

purity and biomechanical performance, making it suitable for use as material for the manufacture of implants), 

there is no material that shows completely free of adverse reactions in the human body.  

To prevent others risks of deployment, other care could be taken, such as:  

• Total Aseptic Condition;  

• Radiologic Pre-Assessment, intraoperative;  

• Follow the instructions for use;  

• Proper selection of the type and size of the implant based on pre-operative radiological planning.  

• Others risks of deployment:  

• Failure in the surgical indication,  

• Failure in the surgical technique, and/or  

• Lack of patient cooperation regarding postoperative recommendations.  

 

Assessment of the product deployed  

After the deployment, in the intra-operative the responsible professional should perform radiological control 

to verify the correct positioning of the product. The professional responsible must make, and it is his/her 

responsibility, the clinical and radiological assessments after the surgical procedure, in the frequency 

stipulated by him, to check the condition of the implant and the bone healing. If the product find itself outside 
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the correct placement, or present any non-compliance, it is the responsibility of the surgeon take the more 

appropriate corrective action.  

 

THE NECESSARY INSTRUCTIONS IN THE DAMAGE EVENT OF THE PROTECTIVE PACKAGING OF 

THE STERILITY OF A MEDICAL PRODUCT STERILE, AND, WHERE APPLICABLE, THE INDICATION 

OF THE APPROPRIATE METHODS AND RESTERILIZATION.  

Restrictions and instructions on the damage of the packaging  

In the circumstances described below, the product must be unusable and discarded, as the procedure of 

destruction and disposal:  

• The sealing area of the package is violated.  

• Any one of the packages present physical damage;  

• The label or identification code is unreadable and  

• Date of validity is expired.  

 

Restrictions on reuse 

It is not allowed any reuse of the product, even if this present to be in perfect condition. The reuse does not 

guarantee the performance given by GMReis to the product, being free of any responsibility about this act. 

 

Additional information about the procedure before using the product  

Upon opening the package, check the superficial condition of the product as the deformations, stains, 

scratches or any other type of superficial alteration or defect. The product packaging must be disposed in 

accordance with the medical-hospital procedure and/or local law or as instructed by the Hospital Infect 

Control Commission.  

The surgical technique indicated for each procedure is available for access at the following address: 

https://gmreis.com.br/Produtos/IFU 
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MRI SAFETY INFORMATION  

The EXPERT - Flexible Joint Fixation System in an implantable device made in titanium alloy and UHMWPE. 

This product is Conditional for MRI (safe for a patient undergoing a Magnetic Resonance Imaging (MRI) 

scan), as long as the following specific conditions are present: 

 

 
MRI Safety Information 

A person with the EXPERT - Flexible Joint Fixation System may be safely scanned under the following 
conditions. Failure to follow these conditions may result in injury 

Device Name EXPERT - Flexible Joint Fixation System 

Static Magnetic Field Strength (B0) 3.0T or less 

Maximum Spatial Field Gradient 30 T/m 

RF Excitation Circularly Polarized (CP) 

RF Transmit Coil Type Volume Coil 

Operating Mode Normal Operating Mode 

Maximum Whole-Body SAR 2 W/kg (Normal Operating Mode) 

Scan Duration 
2 W/kg whole-body average SAR for one hour of continuous 
RF (a sequence or back-to-back series/scan without breaks) 

MR Image Artifact The presence of this implant may produce an image artifact 

 

PROCEDURE FOR DISPOSAL TO ENSURE THE DESTRUCTION OF THE PRODUCT  

The implants which for some reason were not used during the surgery and had the package open or suffered 

damage and/or falls may not be re-used and/or re-sterilized and should be discarded in the hospital as the 

medical procedure hospital and/or local law or as instructed by the Commission of Hospital Infection Control 

- CHIC. The methods and procedures for product disposing should ensure the complete mischaracterization 

of it, preventing any possibility of reuse. The adulteration of the product is the sole responsibility of the hospital 

institution, as well as the methods and procedures for disposing used. It is recommended that they be 

deformed with molders or twisters until be clearly identified that the product is inappropriate for your use, 

ensuring that the product may not be used or improperly reused.  

 

SPECIFIC GUIDANCE TO THE PHYSICIAN REGARDING THE REPORTING OF ADVERSE EVENTS  

If the product presents adverse events not reported in the instructions for use or there are technical 

complaints about the product, the physician should immediately contact the manufacturer through the 

GMReis Customer Service (SAC), in addition to notifying the competent sanitary authority. To ensure the 

traceability of the product, the physician should continue as the "Procedure for product traceability". The 
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traceability of the product is ensured by the 05 traceability tags, provided within the packaging, along with the 

instructions for use, as described in the topic "Product Traceability Procedure".  

 

CUSTOMER COMPLAINT  

If the medical product presents a risk specific unpredictable, being outside of its specifications or being 

generated any dissatisfaction, notify directly the GMReis Customer Service (SAC). The product should be 

sent cleaned and packed in plastic bag, properly identified and with the description of non-compliance to the 

following address: G. M. dos Reis Indústria e Comércio Ltda - Pierre Simon de Laplace Avenue, no. 600 Lote 

3 - Quadra F – Quarteirão 9677 - TECHNOPARK – CEP: 13069-320 – Campinas – SP – BRAZIL or directly 

notify at Telephone Number:(0xx19)3765-9900/ E-mail: sac@gmreis.com.br 

 

SYMBOLISM OF LABELLING  

The graphic symbols used in labelling are in accordance with the ISO 15223 Standard, as follows: 

Symbol Description Symbol Description 

 
Date of Manufacture 

 
Batch number 

 
Manufactured by 

 

Caution “see instructions 
for use” 

 
Use-by date 

 
Keep away from sunlight 

 
Keep dry 

 

Do not use if package is 
damaged 

 
Prescription use only 

 
Do not resterilize 

 
Sterile by Ethylene Oxide Code Product catalogue number 

 
Do not reuse 

 
MR Conditional 

 

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

 

Company Name / Manufacturer Name:  

GM dos Reis Indústria e Comércio Ltda 

Avenida Pierre Simon de Laplace, no. 600 Lot 3 - Block F - 9677  

TECHNOPARK – Zip Code: 13069-320 – Campinas – SP - BRAZIL  

Email: qualidade@gmreis.com.br  

Telephone number: +5537659900  

EXPERT ACL/FAST Revision 00, July 1, 2024 
 
 

mailto:gmreis@gmreis.com.br
http://www.gmreis.com.br/


 
Premarket Notification 510(k) - FDA 

FORM. 02.1 - V 

Issuance: 19/12/2023 

Revision: 00 

Sheet: 11/15 

 

GM dos Reis Industria e Comercio Ltda. 
Pierre Simon de Laplace Ave., 600, Block 3F9677 
Techno Park, Campinas, SP, Brazil, Zip Code 13069320 
Phone: +551937659900, Email: gmreis@gmreis.com.br 
Website: www.gmreis.com.br  

Attachment I - Patient Card 

Figure 1 - Front of the card 

 
 

Figure 2 - Verse of the card 

 

Followup Physician

Patient

                                                                  MRI SAFETY INFORMATION - PATIENT CARD

Implanting Physician

Hospital

Serial Number

Implant Date

Rev.: 0 (09/2022)

Device Description Model Number

This person is implanted with a (device name)  implant and can safely undergo 

an MR exam only under very specific conditions. Scanning under different 

conditions may result in severe injury of device malfunction.

Full MRI safety information is available in the MRI Safety Information section of 

the Instructions for Use, which can be obtained at www.gmreis.com.br, by 

calling +55-19-3765-9900 or by scanning the QR code in this card.

                                                                  MRI SAFETY INFORMATION - PATIENT CARD
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CODE DESCRIPTION IMAGE COMPONENTS 

312-11-04-4 
EXPERT ACL TIBIA - Flexible ACL Tibial Knotless 

Fixator with adjustable wire – concave button 11mm 
/4mm  

Button 11mm with 4mm collar (1un) 
Suture wire #4 with loop (1un) 

312-14-07-4 
EXPERT ACL TIBIA - Flexible ACL Tibial Knotless 

Fixator with adjustable wire – concave button 14mm 
/7mm 

 

Button 14mm with 7mm collar (1un) 
Suture wire #4 with loop (1un) 

312-20-09-4 
EXPERT ACL TIBIA - Flexible ACL Tibial Knotless 

Fixator with adjustable wire – concave button 20mm 
/9mm 

 

Button 20mm with 9mm collar (1un) 
Suture wire #4 with loop (1un) 

312-11-04-S EXPERT ACL TIBIA - Concave Button 11mm /4mm 

 

Button 11mm with 4mm collar (1un) 

312-14-07-S EXPERT ACL TIBIA - Concave Button 14mm /7mm 

 

Button 14mm with 7mm collar (1un) 

312-20-09-S EXPERT ACL TIBIA - Concave Button 20mm /9mm 

 

Button 20mm with 9mm collar (1un) 
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312-3000 
EXPERT ACL – Flexible ACL Knotless Fixator with 

adjustable wire 

 

Button 13.0x3.3x1.6mm (1un) 
Suture wire #5 (1un), #2 (1un) and #4 (1un) 

312-4000 
EXPERT ACL with augmentation - Flexible ACL 

Knotless Fixator with adjustable wire and tape for 
ligament augmentation 

 

Button 13.0x3.3x1.6mm (1un) 
Suture wire #2 (1un), #4 (1un) and tape 2.0mm (1un) 

312-5000 
EXPERT ACL II – Flexible ACL II Knotless Fixator with 

adjustable tape  

Button 13.0x3.4x1.5mm (1un) 
Suture wire #5 (1un), tape 2.0mm (1un) and 2.5mm 

(1un) 

312-6000 
EXPERT ACL II with augmentation - Flexible ACL II 
Knotless Fixator with adjustable tape and ligament 

augmentation tape  

Button 13.0x3.4x1.5mm 
Suture wire #5 (1un), #2 (1un) and tape 2.0mm (1un) 

312-8000 
EXPERT ACL TIBIAL TAPE - Flexible ACL Tibial 

Knotless Fixator with adjustable tape – concave button 
11mm /4mm  

Button 11mm with 4mm collar (1un) 
Tape 2.0mm (1un) 

312-9000 
EXPERT ACL TIBIAL TAPE - Flexible ACL Tibial 

Knotless Fixator with adjustable tape – concave button 
17mm /7mm  

Button 14mm with 7mm collar (1un) 
Tape 2.0mm (1un) 

312-10000 
EXPERT ACL TIBIAL TAPE - Flexible ACL Tibial 

Knotless Fixator with adjustable tape – concave button 
20mm /9mm  

Button 20mm with 9mm collar (1un) 
Tape 2.0mm (1un) 
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312-20-05S  Support Plate for Expert ACL 

 

Support Plate 19.4 x 5.0 x 1.8mm 

314-2020 
EXPERT FAST DUAL - Dual Flexible Knotless Fixator 

for Syndesmosis with Inserter 

 

Beveled rectangular plate 1.5x3.3x13.0mm (2un) 
Round plate Ø6.5mm (2un) 

Syndesmosis support plate 10.0x40.0mm (1un) 
Suture wire #5 (2un) 

312-2020 
EXPERT FAST - SYNDESMOSIS - Flexible Knotless 

Fixator for Syndesmosis with Inserter 

 

Beveled rectangular plate 1.5x3.3x13.0mm (1un) 
Round plate Ø6.5mm (1un) 

Suture wire #5 (1un) 
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312-3020 
EXPERT FAST - CORACOID PLATE - Flexible 

Knotless Fixator Coracoid Plate with Inserter 

 

Support button 6.6x5.8mm (1un) 
Support plate 1.9x3.2x11.0mm (1un) 

Suture wire #5 (1un) 

312-3030 
EXPERT FAST- AC - Flexible Knotless Fixator 

Acromioclavicular with Inserter 

 

Support plate 8.8x7.2mm (1un) 
Support plate 1.9x3.2x11.0mm (1un) 

Suture wire #5 (1un) 
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