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Instructions for use

Steerable and non-steerable ureteral stent sets

Please note: These medical products may only be obtained and used by trained medical
personnel.

1. Description
Double-J ureteral stents and stent sets for urinary diversion.

2. Contents and packaging
- Ureteral stent or
tumor stent (with metal spiral or from a hard shaft with soft pigtails)
Guide wire GW (PTFE-coated)
Pusher or steering device (for steerable sets)
- Navel clamp (only for ureteral stents with a closed tip)
- Double packaging
Patient record and instructions for use
In the steerable sets (Type | and Visiomatic), the stent and steering device are pre-
assembled

3. Intended use
Ureteral stents should ensure a urinary diversion from the kidney to the bladder, prevent
extravasation of urine, or splint the ureter.

4. Indications
- Stenting of the ureter pre- and postoperatively
- Urinary drainage, even during pregnancy
Prophylactic or postoperative urinary drainage security after URS
Counteracting of strictures, also scar slits after ureter slits or slits at the ostium
Ureteral stenoses of various etiology
- Ureteral strictures, stenoses, kinks, or adhesion
- Compression of the ureter due to tumors and other processes which require space in the
vicinity
Postoperative, e.g. after renal pelvic surgery or ureterotomy

5. Contraindications
- Serious infections
- Prolonged obstruction
Contracted or spastic bladder
Bladder fistulas
Urosepsis
- Urge incontinence
- Chronic urinary retention or extrinsic obstruction.
6. Possible side effects
Foreign body irritation in the bladder and renal regions
Erosions and ulcerations of the ureter
- Dysuria
- Hematuria
Elevated micturition frequency, nighttime urge to urinate
Feeling of pressure in the flank, flank pain
Vesicoureteral reflux
- Incrustation
- Ascending infections

7. Instructions

Non-steerable sets

Ureteral stent renal-side closed:

a) Insert the guide wire, rigid end first, via the ureteral stent open on the bladder side.

b) Secure the ureteral stent under tension onto the guide wire using the clamp.

c) Insert the ureteral stent into the instrument channel of the cystoscope. After reaching the
working channel, the navel clamp must be removed.

d) The ostium is probed and the ureteral stent advanced under fluoroscopic guidance into
the renal pelvis.

e) Following correct placement in the renal pelvis, withdraw the guide wire and lower the
ureteral stent into the bladder using the pusher. Then carefully remove the pusher from
the cystoscope.

Ureteral stent open on both sides

a) Advance the guide wire with the flexible tip forward past the obstruction into the renal
pelvis.

b) Under fluoroscopic guidance, push the ureteral stent via the guide wire into the renal
pelvis using the pusher.

c) When the distal end of the ureteral stent reaches the renal pelvis, do not push the
ureteral stent any further. The guide wire is withdrawn while the pusher holds the ureteral
stent in position. Once the guide wire has been removed, the pigtails of the ureteral stent
form.

Intra-operative use

a) With the rigid end leading, advance the guide wire over the opening in the middle of the
shaft into the pigtail on the bladder side, thereby stretching it. Push the stretched section
of the stent into the bladder via the ureterotomy opening.

b) Remove the guide wire and insert it analogously into the pigtail on the renal side.

c) Advance the renal side, stretched pigtail into the renal pelvis via the ureterotomy
opening.

d) Once the guide wire has been removed and the correct position of the stent is verified,
close the ureterotomy opening.

Steerable sets

Type 1 [ Type2/Visiomatic | Dirigenta
1. Inserting the guide wire (only for open stents)
Push the GW forward into the renal pelvis. Avoid bending or loop formation in the bladder
when doing so. Wet hydrophilic GW beforehand. For wires with a movable core, the core
of the GW can be pulled back, thus making the tip flexible.
2. Connecting the stent and steering device
a) open stents
Steering device and ureteral stents are already pre- Push the ureteral stent and
connected. Thread both together onto the indwelling GW. | steering device onto the
Note: Do not release the ureteral stent from the inserted GW and connect
steering device before use, as it will not be possible |them with a rotational
to it. movement,
b) closed stents
Push the GW forward until the pigtail is stretched out. If
the GW is correctly positioned, attach it to the steering
device (Tuohy Borst adapter or clamp coupling). When
using a wire with movable core, the flexibility of the tip
can be individually adjusted (with sizes FR 6 and 7).

Thread the stent and steering
device onto the GW so that the|
pigtail is stretched out. Clamp
the GW onto the fixing of the
handle with a sideways
movement.

L
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3. Insertion into the urinary tract

Slowly insert the connected system through the ostium into the ureter via the instrument

channel and position it in the renal pelvis.

4. Correct positioning of the ureteral stent

Pull back the guide wire far enough that the pigtail unrolls and move forward or backward

and rotate the ureteral stent to position as desired. Rotational movements and axial

movements can be applied to the catheter.

5. Releasing the fixing and removing the guide wire

After correct placement of the stent, release the clamp coupling of the Y-adapter or the

fixing on the bracket and remove the GW.

6. Disconnection

Slide the outer tube Type Il: Release the disconnecter

against the inner tube in | from the pusher and push in the

the direction of the direction of the ureteral stent.

ureteral stent. Visiomatic: Hold the handle (red) and
twist the tip (blue) to the left as
indicated by the arrows.

Remove the safeguard
and push the bracket
together.

Removing a ureteral stent

a) Insert the cystoscope into the bladder

b) Insert forceps into the working channel of the cystoscope and grasp the ureteral stent with
the forceps. Everything is then removed from the body together.

Possible complications and/or risks
Dislocation of the ureteral stent.
Fragmentation of the product with subsequent surgical or endoscopic removal
Incrustation and blockage of the ureteral stent, rendering it non-functional and potentially
causing urinary calculi to form in the kidney.
- Arterial ureter fistulas in patients with vascular reconstruction and stents in cases of
chronic vascular disease.
Pushing the ureteral stent forward with the guide wire can damage the ureter.
Retracting the guide wire and pushing itforward again can cause the tip of the guide wire
to exit through the holes in the ureteral stent, causing damage to the ureter area.
- Pushing the stent forward too hard with the pusher can damage the bladder wall.
- Due to obstructions in the ureter, the GW cannot be advanced into the kidney.
Strictures can develop due to damage to the ureter.
Manipulations with the guide wire can trigger ureteral spasms.
- Damage to the urinary tract when pushing the steering device forward if the stent has
already been removed
- Unintentional premature removal or self-loosening of the ureteral stent

9. Warnings / Precautions

This product is only sterile if the packaging is undamaged and unopened.

For single use only! Do not re-use, recycle, or re-sterilize. Re-using, recycling, or re-

sterilizing can impair the structural integrity of the instrument and/or lead to malfunctioning

of the instrument, which can in turn lead to illness, injury, or death of the patient.

Do not use the product after the date of expiry has passed.

Do not wipe the product and set components with alcohol/disinfectant agents. This may

damage the surface.

- Check all components for compatibility and integrity before use.

- When inserting the stent via the working channel of the cystoscope, the size of the ureteral

stent must be adjusted to the working channel.

Do not damage the set components with sharp surgical instruments — this increases the

risk of breakage. Do not excessively stretch the stent before use. Stretching it too far

increases the risk of breakage.

- Correct positioning and complete forming of the pigtail is required to minimize the risk of

stent migration. This should be ensured through radiological or contrast agent-assisted

fluoroscopy techniques.

Any air in the lower abdomen of the patient could impair visibility of the ureteral stent in an

x-ray.

- The ureteral stents are approved for long-term use (> 30 days). However, these are not
permanent implants, and it is therefore recommended that the urine status, stent position
and patency of the ureteral stent be checked by radiography, isotopic methods or
cystoscopy at regular intervals, and at least every 3-4 weeks, to ensure early detection of
any infection, di: 1, or which might i a stent change.

- Where there are extensive defects in the ureter, a percutaneous nephrostomy should be

carried out, since blind pushing of the stent incurs the risk of further enlarging any lesion.

If a suture is used at the end on the bladder side, this should be removed after a few days.

The maximum duration of use for the suture should not exceed 30 days. It should be

ensured before usage that the suture can be easily moved.

- MRT are not p itted for patients i with ureteral stents with
metal coils.

- Patients with cardiac pacemakers may not have the product implanted due to the
metal coil.

Push the guide wire forward carefully and in a controlled manner to avoid damaging the
ostium, the ureter, or the parenchyma.
- The movable core of the GW must only be advanced in a straight position.
- The movable core of the guide wire must not be twisted or pushed forward too forcefully,
as otherwise the wire coil could be punctured.
- Do not continue to push the GW forward after withdrawal.
- Do not continue to push the steering device forward after disconnection.
- Only remove the safeguard if the ureteral stent has been comectly positioned.
- Do not use the product if it is clearly damaged.
10.  Interaction with other drugs
The stent could potentially discolor due to the i i ion of ication or
even as a result of contact with urine.

11.  Transport and storage conditions
The products may be transported and stored only in the packaging intended for this. There
are no further specific requirements for transport.
Products must be stored dry and protected from direct sunlight, in the temperature range of
5 - 30 degrees Celsius.

12. Disposal
After use, this product may pose a biological hazard. Handling and disposal must be carried
out in accordance with recognized medical procedures and be completed pursuant to
applicable legal regulations and guidelines of the respective country.
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