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Instructions for use of System 

Cannula MAAG Screw 
 

 

VITI MAAG medical devices have been manufactured in compliance with the 
harmonized standards identified in the essential health and safety 
requirements indicated in Directives 93/42/EEC (Legislative Decree 46/97) 
and 2007/47/EC (Legislative Decree 37/2010). 
Attention: VITI MAAG medical devices should only be applied in properly 

equipped environments and by orthopedic surgeons adequately trained and 
trained in the necessary techniques. The manufacturer and distributors 
assume no responsibility for non-compliance with the specifications indicated 
and for incorrect use of the product. 
 

 Description of MAAG medical device system 
The use of cannulated screws for the internal fixation of fractures allows the 
achievement of a fast and precise osteosynthesis of the same. In any case, 
such devices must not be understood as replacing the load-bearing 
structures of the body nor able to withstand the total or partial loads deriving 
from normal activities. After the screws have been inserted, cannulas can be 
used to inject an appropriate augmentation medium (PMMA-free cement) in 
a controlled manner, at the area affected by the fracture. MAAG screws, their 
washers and cannulas are DISPOSABLE medical devices.  
N.B. For dimensions check the label on the package. 
 

 Used Materials 
All materials used for implantable products comply with the standards 
indicated for medical use: 
 

Screw: Lega Ti6Al4V ELI(ISO 5832-3) 

Washers: Titanio Grado 2(ISO 5832-2) / Titanio Grado 5 ELI 
 Acciaio inox AISI 316L(ISO 5832-1 

Cannula AISI 316L / 420 
 

 Indications 

VITI MAAG medical devices are indicated for the fixation of fractures of bone 
epiphyses characterized by fragments of various sizes and in detail: 
 
Clinical indications for screws Ø 8.0 MAAG - reduction of fractures with large 
fragments such as: 

 proximal fractures of femur and tibia  

 medial fractures of the femoral neck  

 epiphysiolysis humeral fractures  

 fractures of the calcaneus 
 

Clinical indications for cannulas: the use of these instruments is to convey 
in a controlled manner liquids derived from the blood (platelet gel) or similar 
inside the cannulated screws. They are used after the insertion of cannulated 
screws with the aim of channeling the commonly used substances more 
effectively. Equipped with luer-lock quick coupling. 
 
All MAAG screws can be used with or without a washer. The injection of an 
appropriate augmentation medium is an optional operation that can be 
performed or not according to the needs of the surgeon.  
 

 Controindications 
VITI MAAG medical devices are contraindicated in the following cases: 
 

- insufficient amount of bone tissue  
- hematological alterations and suspected active or latent infections 
- impaired vascularity sensitivity to foreign bodies,  
- hypersensitivity to the materials of the devices  
- obesity  
- patients unwilling to cooperate or follow instructions in the course of 

the healing process 
 

 Warnings and precautions 
The surgeon who is going to use the MAAG screws medical device should 
be aware of the following considerations: 
 
1. Non-load-bearing or partially load-bearing systems are not able to 

withstand the loads due to normal physical and motor activities. 
Therefore, patients will have to use adequate external support systems 
or limit physical activities that could give rise to excessive mechanical 
stress or displacement of the fractured flaps delaying their healing. 

2. The correct selection of the implant in terms of type and size is essential 
for the success in the fixation of fractures. The screws are equipped with 
self-piercing tips: avoid excessive insertion into the distal cortical so as 
not to harm or inflame the surrounding soft tissues. 

3. The knowledge of pre-operative and intra-operative procedures and the 
good reduction of the fracture are fundamental factors for the success of 
the implant. It is recommended to follow all the steps indicated in the 
operating technique and to use only guide wires of the diameter Ø 
indicated on the product label. In the event that there is doubt that the 
head of the screw can sink into the cortical it is necessary to use the 
relative washer to ensure the effectiveness of the traction of the screw. 

4. The components of the VITI MAAG system produced by Overmed can 
NOT be used in combination with those produced by other companies. 

5. When selecting patients, the following factors that may affect the correct 
post-operative course should be taken into account: excessive weight, 
activity or work involving particular stressful situations, alcoholism or 
drug abuse, the presence of degenerative diseases. 

6. VITI MAAG medical devices are DISPOSABLE. Following their removal 
or attempted implantation, all components must be disposed of 
according to the procedures provided by the hospital. 

7. Use injection cannulas only with the screws to which they are combined 
as indicated on the label of the same. 

8. As a means of augmentation it is recommended to use resorbable or 
non-absorbable ceramic cements, free of PMMA. Do not use cements 
that generate exothermic reaction above 50°C. 

 

  Surgical technique 
The surgeon must use a compatible "AO" instrument as indicated in the 
operating technique provided by Overmed. The medical device should be 
used in accordance with the "AO" standards. Do not attempt a surgical 
session with defective, damaged or suspicious instruments. Inspect all 
components before use. Ensure the availability of guide wires with the 
correct diameter indicated on the product label and the compatibility of all 
cannulated instruments with these wires. 
 

 Packaging and sterility 
The packaging of VITI MAAG systems includes: 
 

- The appropriately decontaminated and packaged implantable device  
- N° 3 labels whose integrity must be verified  
- This leaflet 

 

IMPORTANT 
MAAG SCREWS and injection cannulas can be supplied in STERILE 
packaging (packaged in double blisters) or in NON-STERILE packaging 
(packaged in medical bags suitable for sterilization in autoclave). The 
STERILE/NON-STERILE state of the product is clearly indicated on the 
label affixed to the package and the code of the products delivered sterile is 
identified by an S at the end of the same.  The products delivered in the 
STERILE state are subjected to beta sterilization with a dose of 25 kGy, 
guaranteed for a duration of five years, and can be introduced into the 
operating room and opened by specialized personnel who will take care to 
open the external blister and overturn the internal blister with the STERILE 
device without touching it in the sterile area indicated by the manager.  
Important: Check the presence of the turn indicator indicating the exposure 
to the rays and the integrity of the double blister before using the product; 
otherwise do not use the device and return to Overmed S.r.l. The 
manufacturer declines all responsibility for devices re-sterile by the 
operator.  
NEVER reuse PREVIOUSLY INSERTED MAAG SCREWS. Device reuse 

carries a high risk of infection, contamination and implant failure. 
 

 Implant identification 

The identification of the system is ensured by the data on the label of the 
package and marked, if possible, on the device itself. The adhesive label 
must be applied to the patient's medical record, so as to ensure the 
traceability of the data in case of negative return information from the 
patient. 
 

  MAAG device failures  
In case of failures that may affect the patient's health, once the cause of the 
problem has been removed, send the product to the supplier together with 
the identification data on the label, (type of implant and code, manufacturing 
batch, decontamination batch) so that he can immediately activate the 
relevant complaint procedure and corrective actions. 
 

 Implant removal 
The surgeon who performed the implantation of the device is responsible 
for evaluating the clinical follow-up. In principle, the removal of fixation 
implants following total healing and reduction of the fracture is 
recommended, especially in young and more active patients. 
 

 Legend of symbols 
 

 

Medical Device 

 
Product code number 

 mm Screw diameter in millimeters 

L. mm Screw lengths in millimeters 

Mat. Material 

 
Batch code 

 
Use-by date (YEAR-MONTH) 

 
Do not re-use 

 
Caution 

 
Sterilized usign beta rays 

 
Do not use if package is damaged 

 
Do not resterilize 

 
Manufacturer 
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