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JAVASTENT® Tracheal/ Bronchial Stent 
Intended Use / Indications for use 
 
Intended Use: It is intended to be implanted to maintain tracheal or bronchial luminal 
patency. It is indicated as a palliative measure, particularly for patients with end-stage 
malignant airway obstruction. It is not intended for intravascular use. 

JAVASTENT® Tracheal/Bronchial Stent is used for treatment of the tracheobronchial 
strictures caused by malignant neoplasms or benign strictures that are inoperable. 

JAVASTENT® Tracheal/Bronchial Stent system is supplied sterile and is intended 
for single use only. 
 

Stent Description 

JAVASTENT® Tracheal/Bronchial Stent system consists of two components: implantable 
radiopaque self-expanding metallic stent and over the wire (OTW) delivery device. 

The JAVASTENT® Tracheal/Bronchial stent is a self-expanding nitinol tubular mesh 
prosthesis. The stent is flexible with a group of three radiopaque markers (stents≤12mm 
diameter)/four radiopaque markers (stents≥14mm diameter) located on both the ends 
of the stent and at the centre of the stent. The stent has proximal and distal flares at the 
ends that aid in preventing migration. Two types of Tracheal-Bronchial stents are 
available and they are as follows: 

JAVASTENT® Tracheal/Bronchial Stent (Stent ≤12mm diameter) 

 

JAVASTENT® Tracheal/Bronchial Stent (Stents ≥14mm diameter) 

 

 

 

 



 
 

 
 

Delivery device description (Y-shape Delivery device for Stents ≤12mm diameter) 

JAVASTENT® Delivery device consists of a preloaded stent ⑪, an outer sheath ⑧ with 
Y-hub connector ⑥, Y-hub connector lower cap ⑦ and a steel tube ② with a handle ①. 
There are two black markers ③⑤ and a red marker ④ between two black markers. The 
two black markers ③ ⑤ represent the ends of the preloaded stent ⑪ and red marker 
④ indicates maximum marginal length of repositioning. Stent can be re-constrained if 
the Y-hub connector ⑥ of the outer sheath ⑧ is not pulled beyond the red marker ④. 
The delivery device has two radiopaque markers ⑩ & ⑫ to indicate the positions of 
stent under fluoroscopy. The delivery device allows a ≤0.038” guide wire, and its usable 
length is 90cm. 

 

① Handle ⑧ Outer Sheath 

② Steel Tube ⑨ Inner Sheath 

③ Proximal Black Marker ⑩ Proximal Radiopaque Marker 

④ Red Marker ⑪ Stent 

⑤ Distal Black Marker ⑫ Distal Radiopaque Marker 

⑥ Y-hub Connector ⑬ Olive Tip 

⑦ Y-hub Connector Lower Cap   

 

Delivery device description (I-shape Delivery device for Stents ≥14mm diameter) 

JAVASTENT® Delivery device consists of a preloaded stent ⑨, an outer sheath ⑦ with I-
hub connector ⑥, an inner sheath ④ with a handle ①. There are two black markers 
②⑤ and a red marker ③ between two black markers. The two black markers ②⑤ 
indicate the end points of the preloaded stent ⑨ and red marker ③ indicates maximum 
marginal length of repositioning. Stent can be re-constrained if the I-hub connector ⑥ of 
the outer sheath ⑦ is not pulled beyond the red marker ③. The delivery device allows a 
≤0.038” guide wire, and its usable length is 90cm. 

 

 
Proximal End Distal End 

Proximal End Distal End 



 
 

 
 

 
Contraindications 

The JAVASTENT® Tracheal/Bronchial stents are contraindicated for: 
 

 Chronically bleeding tumors, if bleeding is active at the time of placement. 

 Placement in strictures that do not allow the passage for guidewires or 
cannot be dilated enough. 

 Patients for whom endoscopic treatments are contraindicated. 

 Any use other than specifically outlined under indications for use. 

 Patients with diffused tracheobronchial malacia. This condition causes 
dynamic collapse of the trachea and may result in stent fracturing and 
migration. 

 Patients with coagulopathy 

 Intra-abdominal abscess/perforation. 

 Suspected or impending perforation. 

 Placement in polypoid lesions. 

 Patients taking daily or alternate daily doses of steroid medications. 
 

Potential Complications  

● Bleeding ● Infection   

● Pain ● Fever 

● Perforation and Pneumothorax ● Mucus Accumulation  

● Foreign Body Sensation ● Chronic Cough  

● Stent migration ● Pneumoperitoneum  

① Handle ⑦ Outer Sheath 

② Proximal Black Marker ⑧ Radiopaque Steel 

③ Red Marker ⑨ Stent 

④ Inner Sheath ⑩ Inner Tube 

⑤ Distal Black Marker ⑪ Olive Tip 

⑥ I-hub Connector   



 
 

 
 

● Tumor overgrowth ● Dysphagia  

● Edema  ● Stent misplacement  

● Stent rapture  ● Aspiration  

● Death   

 

Warnings  

 The entire User’s Manual must be read thoroughly before using the device. It must 
be used by or under the supervision of a physician/s trained in the placement of 
stents. A detailed knowledge of the techniques, procedures and clinical 
applications and risks associated with the procedure is necessary before using the 
device. 

 Contents are supplied STERILE using an ethylene oxide (EO) process. Do not use 
it if the sterile barrier is damaged. 

 Do not attempt to recapture/reload the stent once Y-hub/I-shape Hub exceeds 
beyond the red marker. 

 The JAVASTENT® Tracheal/Bronchial Stent System is intended for single use only. 
DO NOT re-sterilize and/or reuse the device. Reuse, reprocessing or resterilization 
may compromise the structural integrity of the device and/or lead to device 
failure which, in turn, may result in patient injury, illness or death. Reuse, 
reprocessing or resterilization may also create a risk of contamination of the 
device and/or cause patient infection or cross-infection, including, but not limited 
to, the transmission of infectious disease(s) from one patient to another. 
Contamination of the device may lead to injury, illness or death of the patient. 

 Do not use the stent for the treatment of lesions where placement of the device 
may obstruct a functioning major side-branch. 

 The safety and effectiveness of this device for use in the vascular system has not 
been established and can result in serious harm and/or death. 

 The device is sterile and is intended for single use only. The packaging and device 
should be inspected prior to use. Do not use it if the package is opened or damaged. 
Do not use it if labelling is incomplete or illegible. 

 The stent is not intended to be removed once it is properly positioned. However, 
if the stent becomes fractured or does not fully expand during the implantation 
and it becomes necessary to remove the stent immediately post-deployment, the 
stent may be removed using forceps with teeth or a retrieval snare. 

 Keep the device at normal room temperature and avoid direct sunlight. 

 Do not use the device beyond the expiration date. 

 The stent should only be placed and deployed using the supplied delivery device 
under fluoroscopic or endoscopic guidance to ensure correct placement. 



 
 

 
 

 Care should be taken while removing the delivery device and guide wire as it can 
result in stent dislodgement if the stent is not deployed adequately. 

 Care should be taken while performing dilation after the stent has been deployed 
as this may lead to perforation, bleeding, stent dislodgement or migration. 

 Do not use a kinked bronchoscope, endotracheal tube or introducer sheath as this 
may increase the force necessary to deploy the device and may cause a 
deployment failure or delivery device breakage. 

 Do not deploy the stent inside the bronchoscope. 

 Do not reposition the stent by pushing on the stent with the bronchoscope. 

 Do not insert a rigid bronchoscope through the stent lumen after deployment. 

 If the lesion mass is reduced significantly, (as may occur with radiation therapy or 
chemotherapy) there is an increased chance of migration. If this occurs, removal 
of the stent should be considered. 

 There is an increased risk of stent migration when the stent has been implanted 
in patients with narrowing at the distal end of the lesion relative to the proximal 
end (conical or funnel shaped lesion). Physicians should consider monitoring 
these patients for up to 72 hours after stent placement and may wish to verify final 
placement using chest x-ray. 

 The stent contains nickel, which may cause an allergic reaction in individuals with 
nickel sensitivity. 

 Chemoradiation therapy or radiotherapy alone may lead to tumor shrinkage and 
subsequent stent migration. 

 
Procedure 

1. Choose the stent with optimum diameter and length after examining the stricture 
endoscopically and/or fluoroscopically.  

2. Insert a ≤0.038” guidewire fully across the stricture. If necessary, a balloon 
catheter or bougie dilator may be used prior to stent insertion in order to expand 
the stricture area. 

3. Maintain the delivery device straight outside the body during the deployment 
procedure.  

4. Advance the delivery device carefully over the guide wire until the distal end of 
the stent passes through the stricture. 

5. Immobilize the handle ① with one hand and deploy the stent by pulling Y-hub 
connector ⑥/I-hub connector ⑥ with another hand. 

6. If the stent was not positioned correctly, reload the stent back into the outer 
sheath ⑧ (Y-shape delivery device)/ ⑦ (I-shape delivery device), by moving 
Yhub connector ⑥/I-Hub connector ⑥ distally until it reaches the distal black 
marker ⑤ (Y-shape delivery device)/⑤ (I-shape delivery device), and resume 



 
 

 
 

the deployment procedure from the beginning. (Refer to Reconstraining 
Technique) 

7. Remove the delivery device carefully when the stent expansion is confirmed. 
 

Caution  

If the tight stricture does not allow the olive tip ⑬ (Y-shape delivery device)/⑪ (I-shape 
Delivery device) to be pulled back after the deployment, wait a few minutes to allow the 
stent to fully expand and then, remove the delivery device; or reload an inner sheath ⑨ 
(Y-shape delivery device)/ ④ (I-shape delivery device) into the outer sheath ⑧(Y-shape 
delivery device)/ ⑦ (I-shape delivery device) and remove the delivery device. 

 

Deployment  

1. Advance the delivery device over the guide wire across the stricture. 

2. Immobilize the inner sheath ⑨ (Y-shape delivery device)/ ④ (I-shape delivery 
device) by holding the handle firmly with one hand, and then, gently start pulling 
the Y-hub connector ⑥/I-hub connector ⑥ of outer sheath ⑧ (Y-shape delivery 
device)/ ⑦ (I-shape delivery device) backwards. 

 

Caution  

1) When the withdrawal of outer sheath ⑧ (Y-shape delivery device)/ ⑦ (I-shape 
delivery device) is interrupted, stop the pulling immediately. Reload the stent back 
into the outer sheath and remove the whole delivery device gently to perform the 
procedure from the beginning. 

2) Do not apply excessive force or twist the delivery device. If twisting of the delivery 
device is necessary, hold the Y-hub connector ⑥/I-hub connector ⑥ of the outer 
sheath ⑧ (Y-shape delivery device)/ ⑦ (I-shape delivery device) and the steel 
tube ② (for Yshape delivery device)/inner sheath ④ (I-shape delivery device) 
together to turn the delivery device together. 

3) Withdraw the delivery device carefully after the stent placement has been 
completed without disturbing the position of the stent.  

 
Reconstraining technique 

1) Immobilize steel tube ② (for Y-shape delivery device)/inner sheath ④ (I-shape 
delivery device) by holding firmly by the handle. 

2) Push the Y-hub connector ⑥/I-Shape connector ⑥ of outer sheath ⑧ (Y-shape 
delivery device)/ ⑦ (I-shape delivery device) gently until the distal black marker 
⑤ (on Y-shape delivery device)/ ⑤ (on I-shape delivery device) appears on the 
steel tube ② (On Y-shape delivery device)/ Inner sheath ④ (on I-shape delivery 
device) to reload the stent. It is recommended to verify this process using a 
fluoroscope.  



 
 

 
 

Caution  

Repositioning/reconstraining is possible only when the Y-hub connector/I-Shape Hub of 
the outer sheath has not crossed the red marker ④ (On Y-shape delivery device)/ ③ (on 
I-shape delivery device). To reposition a JAVASTENT® Tracheal/bronchial Stent 
immediately after deployment, use forceps or a snare to grasp the retrieval string and 
gently adjust to the correct placement. Please note that the stent can only be repositioned 
and/or removed proximally. 

 
Change of performance 

If a device’s performance is changed or the intended purpose is lost, the further actions 
shall be taken according to medical specialist’s decision considering clinical condition of 
patients. 

Disposal of a used device 

The device used must be disposed of according to hospital, local and country regulations. 
Disposal is the responsibility of user. 

Storage 

Keep device under normal room temperature and avoid direct sunlight. Follow the first-
in-first-out rules and do not use the device out of expiry date. 

Packaging and Labelling 

Inspect the JAVASTENT® Tracheal/Bronchial Stent system and the package for damage 
prior to use. Confirm that the device is consistent with the package label. Discard and 
replace any damaged devices. 

Explanation of Symbols  
 

 Date of Manufacture 
 

Use-By Date 

 Catalogue Number 
 

Do not re-use 

 Consult Instructions for use 
 

Caution 

 
Keep away from sunlight  Batch Code 

 

Do not use if package is damaged 
 

Manufacturer 



 
 

 
 

 

Non-Pyrogenic 

 

Keep dry 

 

Do Not resterilize  
Sterilized using Ethylene 
Oxide 

  
Serial Number   

 

Warranty 

Medorah Meditek Pvt. Ltd. warrants that this product has been manufactured by the 
appropriate procedures. This warranty is in lieu of and excludes all other warranties not 
expressly set forth herein which are beyond Medorah Meditek Pvt. Ltd. control such as 
warranties implied to the application of law, sales or specially purpose suitability after 
handling over, storage, cleaning and sterilisation of this product as well as matters related 
to the patient, diagnosis, treatment, surgical procedures, and any other details. Medorah 
Meditek Pvt. Ltd. shall not be liable for any incidental, or consequential loss, damage or 
expense directly or indirectly arising from the use of this product other than the 
replacement of it. Medorah Meditek Pvt. Ltd. shall neither take any additional 
responsibility nor authorize such responsibility or duty to other person related to this 
product.  
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