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1. Indication 

The CAVI-T® balloon is indicated for intranasal 
bleeding by compression (packing) of intranasal 
structures.  
 
CAVI-T® is a class IIa medical device. Please read 
carefully instructions for use before procedure 
initiation. 
 

2. Contraindications 

CAVI-T® use is contraindicated in the following 
situations: 
 

� Severe cranio-facial trauma and / or 
polytrauma  

� Suspicion of benign or malignant tumor of 
the nasal fossa (e.g. nasopharyngeal 
�broma)  

� Non-adult population < 18 years 
 
Note: In case of signi�cant pain, posterior or anterior 
migration of the balloon, a septal deviation or 
anatomical variation should be considered and the 
patient managed with particular caution. 

3. Description 

3.1. Pictograms 

 
3.2. Composition of the device  

 
CAVI-T® is divided into 3 main parts : 

 
� A deployment guide  
� An asymmetrical balloon in polyurethane 

(PU)  
� A bidirectional valve  

 
Usage of CAVI-T® has been validated with a Becton 
Dickinson 30 ml Luer Lock syringe.  
 

4. Product Use 

4.1. Step 1: Device preparation 
 

� Remove the device from its sterile 
packaging while respecting the indicated 
opening direction.  

� Grab the device by the deployment guide 
(white part). 

� Verify markers alignment on the guide.  

 

  Markers must be aligned and presented 
superiorly prior to introduction in order to ensure the 
introduction in the correct direction. Introducing the 
balloon in the incorrect direction may harm the patient 
and/or make the balloon ine�ective. 
 

If the product is used in the operating room, 
ensure the environment is sterile before using 

the device in order to reduce the risk of infection. 
 
 

4.2. Step 2: Insertion and positioning  
 

The CAVI-T® balloon must be inserted in the nasal cavity 
with the dedicated deployment guide. 
The device, placed horizontally (parallel to the bony 
palate) is pushed in the nasal cavity until the �rst 
marker is reached (black marker located in the same 
axis as the deployment guide). 
In order to properly position the CAVI-T® balloon in the 
nasal fossa, it can be pushed till the second (marked 
with a « 1 », i.e. 1 cm from the proximal part of the 
balloon) or third marker (marked « 2 » and «  MAX », 
i.e. 2 cm from the proximal part of the balloon). 

 

 Introduction of the balloon must be managed by 
a healthcare professional that has been trained to use 
the product. An incorrect positioning of the balloon 
may lead in rare instances to tissue squeezing, rupture 
of particular structures which could have serious 
consequences for the patient. 

 Do not push the balloon beyond the 
recommended upper limit (number « 2 » marked in 
black supplemented with the mark « MAX », both 
located on the deployment guide). 
 
In case the CAVI-T® balloon placement is too posterior, 
it may be more painful for the patient, trigger an 
emetic re�ex or lead to posterior migration (posterior 
to the sphenopalatin artery, towards the pharynx) 
upon in�ation, thus compromising product 
e�ectiveness. 
Indicators allow to position the CAVI-T® balloon 
adequately in the nasal cavity prior to in�ation. 
 
Note : optionally, the entire CAVI-T® device can be 
dipped into saline solution or sterile water in order to 
improve product gliding and improve patient comfort 
upon insertion and in�ation. Nevertheless, this step is 
not mandatory if a topical anesthetic spray (e.g. 
xylocaine) is given to the patient prior to balloon 
introduction. 
 

    Respect markers printed on the device. 
 

4.3. Step 3: In�ation 
 
Once CAVI-T® is correctly positioned in the nasal cavity, 
the balloon is in�ated with air in a sequential manner 
with a standard Luer Lock syringe of 30 ml minimum, as 
described hereunder: 
 

� Pull on the Luer Lock syringe piston until 
reaching 25 ml.  

� Connect the syringe to the balloon valve. 
� Gradually push the piston until reaching 10 

ml, while controlling the patient’s pain, 
maintaining the guide in place and exerting 
a slight traction on the distal portion of the 
tube connected to the valve to avoid 
posterior displacement.  

 
Be careful 
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This 10 ml(1) pre-in�ation ensures 
progressive unfolding of the device.  

Note :  Pre-in�ation must be performed in a controlled 
way. If pain occurs, stop in�ation. Then, resume 
in�ation progressively. This stepwise in�ation allows 
the patient to get accustomed to the compression 
feeling. 
 

� Once pre-in�ation is �nalized, remove the 
deployment guide and unscrew the syringe 
(syringe may also be left in place if 
maneuverability is not impacted). The valve 
then locks automatically. 

� If needed, adjust the proximal position of 
the C A V I- T ®  balloon with the green 
atraumatic rounder tip located at the distal 
end of the rigid portion of the deployment 
guide while grasping the tube connected to 
the valve to avoid any posterior 
displacement. 

Do not use surgical forceps to reposition CAVI-
T®, as this could damage the device. 
 
In order to resume in�ation, the syringe is screwed 
back on and the remaining air pushed until bleeding is 
stopped, without going above 25 ml and while 
maintaining the tube connected to the valve. The 
quantity of air injected in the balloon is constantly 
controlled thanks to the graduations printed on the 
syringe. Disconnect the syringe and verify the balloon 
stability by exerting a series of tractions and pressures 
with a (non-sharp) forceps. 

 
 

  
1This value can change slightly according to the 
patient's anatomy and to the acceptable pain 
threshold.   

Note : A standard Luer Lock syringe (or any other 
in�ation device with a Luer Lock connector) is used for 
in�ation and de�ation of the device. The syringe is not 
included in the packaging.  

 
Carefully �x and secure  the distal part of the 

tube on the patient’s cheek with plaster (as close as 
possible to the nostril). Particular attention has to be 
paid to secure the valve in patients who underwent 
sinus surgery. Moreover, a more important in�ation of 
the balloon without  exceeding 25 ml, could be 
necessary for these patients. In some patients, 
overin�ation can lead to a potential posterior 
migration of the balloon. A slight de�ation often allows 
to correct this problem while maintaining a good level 
of e�cacy. 
 

4.4. Step 4: Patient follow-up procedure 
 
The CAVI-T®  device can be used to stop intranasal 
bleeding in awake or non-awake patients. In both 
cases, a vigilance procedure is recommended for 
healthcare professionals in order to prevent 
complications, pain and discomfort, and ensure that 
the device works adequately. 
 
Within 2 hours following balloon placement: 
 

The patient is awake:  
 

1) Perform a visual control: check product 
positioning and potential bleeding 
recurrence. 

2) Proceed with patient questioning: pain, 
comfort, feeling of balloon displacement. 

3) Verify if the patient spits blood, which would 
indicate posterior bleeding recurrence. 

The patient is not awake:  
 
Only a visual control can be performed in order to 
check the correct positioning of the CAVI-T® balloon. 
 
CAVI-T® is designed to remain in position in the nasal 
fossa for a maximum of 72h.  
 

4.5. Nose rinsing protocol 
 
In order to reduce the risk of intra-balloon breathing 
tube obstruction, it is recommended to rinse regularly 
with saline or sterile water with a 10 ml syringe 
minimum. 
Head inclined forward, the patient places the tip of the 
syringe (previously �lled with saline or sterile water), 
inside the breathing tube and vigorously �ushes its 
content. This procedure can be repeated as many times 
as necessary. 
 

4.6. Step 5: De�ation and removal  
 
The bidirectional valve located on the CAVI-T®  balloon 
can be used to in�ate or de�ate it according to needs. 
 

CAVI-T® can be de�ated to relieve the patient in case of 
over-in�ation or to prepare for device removal. 
 
In both cases, a standard Luer Lock syringe is connected 
to the valve and the balloon is emptied by pulling on 
the piston handle. De�ation is progressive (with a 
permanent control of patient pain) until the product is 
completely emptied of the air that it contained. 
 
Under-in�ation of the balloon may cause its posterior 
migration. This migration could lead to airway 
obstruction.  

 
Once the CAVI-T® balloon is completely 

emptied, it can be removed by gently pulling on the 
valve tubing or on the breathing tube with a (non-
sharp) forceps. 
 

4.7. Potential default situations 
 

Situation Recommended action 

The balloon cannot be 
in�ated after the 
syringe has been 
connected. 

Unscrew the syringe and 
�rmly screw it back. 

The balloon does not 
properly deploy once 
in place. 

De�ate and gently remove 
the balloon. Perform 
in�ation outside of the 
patient’s nasal cavity. If 
control is positive, de�ate 
the balloon, insert it in the 
patient’s nose again and 
in�ate it. If control is 
negative (e.g. leak), 
discard the device and pick 
a new one.  
 

The balloon migrates 
posteriorly or is not 
adequately positioned 
in the nasal fossa. 

De�ate the balloon, 
reposition it and re-in�ate 
it. 

The balloon cannot be 
removed properly 
from the nasal cavity 
(e.g: valve 
dysfunction). 

Cut o� the tubing located 
between the valve and the 
balloon for a progressive 
de�ation. If necessary, 
perform a gentle traction 
of the balloon to bring it as 
close as possible to the 
nostril and puncture it 
with a sharp instrument to 
facilitate full extraction. 
Replace with a new CAVI-
T®  device. 

 
4.8. Step 6: Product scrapping 

 

 The balloon should not be re-used or re-
sterilized. Device reuse exposes the patient to 
infectious risk. Performances and sterility of the device 
are not insured in case of re-sterilization.  
 
Once used, the CAVI-T® device must be discarded 
according to local regulation for medical devices. 
 


