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Product Description
The BIP Foley TempSensor is a silicone Foley catheter. The catheter body has the benefit 
of the Bactiguard® coating, applied both on the inside and the outside. The coating consists 
of a noble metal alloy that reduces microbial adhesion to the catheter surface. 

The hydrogel coating provides excellent lubrication for improved patient comfort.

The BIP Foley TempSensor is equipped with a thermistor sensing the core body 
temperature in the bladder.  The measuring range is 25°C to 45°C with an accuracy of 
+0.1/-0.3°C. Prior to measurement, 150 seconds equilibration time shall be applied. 

The BIP Foley TempSensor shall be connected to a 400 Series patient monitor using an 
extension cable; both auxiliaries shall be CE marked and conforming to current IEC 60601-
1 and ISO 80601-2-56. The operator is responsible to check the compatibility of the product 
with the extension cable and patient monitor. Incompatible components can result in 
degraded performance. BIP Foley TempSensor is classified as a type CF applied part. 
 
Intended Use
The BIP Foley TempSensor is intended to be inserted by trained medical staff, for the 
drainage and/or irrigation of the bladder, and/or for collection/ measurement of patient 
urine, and for simultaneous monitoring of the core body temperature. These functions are 
achieved by inserting the catheter into the vesical cavity of the bladder via the urethra.

Bactiguard coated Foley catheters have been shown to significantly reduce the incidence of 
bacteriuria, catheter associated urinary tract infections (CAUTIs) and antibiotic use in 
catheterized patients compared to patients using standard catheters. 

Contraindications
Under the following conditions the use of the device should be avoided, unless justified by 
the treating physician:

For urethral catheterization:
● Trauma of urethra or bladder
● Acute prostatitis

Notice to user: Any serious incident that has occurred in relation to the device shall be 
reported to the manufacturer and the competent authority of the country in which the 
user and/or the patient is established.
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Instructions for Use
In all situations, aseptic and basic hygiene procedures, and local medical practice and 
operating procedures should be followed. 

Visually inspect the catheter for any damage. Slowly instill lubricating gel into the urethra. 
Activate the hydrogel by lubricating the catheter part to be inserted with sterile water, 
saline, or water-based gel for at least 20 seconds. Insert the catheter into the urethra 
ensuring that the balloon is placed beyond the bladder neck to avoid urethral damage. 
Ensure the drainage lumen is functioning by checking for urine flow from the drainage 
funnel. Using a Luer tip syringe, inflate the balloon with the correct amount of sterile liquid 
based on balloon size. Patients with indwelling catheters need either a drainage bag to 
continuously collect urine, or catheter valves when urine can be collected in bladder and be 
emptied at certain time intervals. Connect the BIP Foley TempSensor to a suitable 400 
Series patient monitor and follow its instructions for use. 

The BIP Foley TempSensor is MR conditional, see Section MR Conditional for details. In 
case of MRI procedure, disconnect the extension cable and the patient monitor from the 
catheter prior to and for the duration of the MRI procedure. Position the catheter in a 
straight configuration down the center of the patient table without touching an RF coil or 
similar device to prevent cross points and conductive coils or loops. The sensor cable and 
connector of the catheter should not be in direct contact with the patient during the MRI 
procedure.

To remove the catheter; 1) Disconnect the temperature sensor by grasping both connectors 
firmly and pull. Do not grasp and pull on cables. 2) Deflate the balloon by inserting the 
Luer syringe into the valve and aspirating the fluid. Ensure that all fluid has been aspirated 
before removing the catheter. If the fluid cannot be aspirated, the balloon can be deflated 
by cutting off the valve or using procedures described in literature or recommended by 
local specialists. 3) Pull out the catheter.

The catheter should be removed or exchanged after appropriate time intervals determined 
individually for each patient, based on clinical indications such as infection or obstruction 
as well as current guidelines for prevention of infection. Indwelling catheterization with the 
BIP Foley TempSensor can be up to 14 days with single unit. 

After use, or in case of expired product, dispose of product and packaging in accordance 
with hospital, administrative or local government policy.

 Precautions
● For urological use only.
● Do not use if the packaging is damaged or has been previously opened. 
● BIP Foley catheters are for single use only and shall not be reused or re-sterilized. 

Failing to comply may cause risks to patient such as: transfer of bacteria due to non-
sterile product, poor functionality due to broken/damaged device, possible irritation 
or discomfort, or insufficient effect of Bactiguard® coating for infection prevention.

● Avoid contact with oil-based products such as grease, petroleum, paraffin or 
similar.
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● Do not wet the sensor connector during pre-wetting of the hydrogel to avoid 
impaired sensor performance.

● 10% glycerin-water solution could be used for inflation of the balloon to avoid 
reduction of the balloon volume over time.

● The patient shall be routinely monitored by trained personnel in accordance with 
recommended procedures.

● Routinely check for urine flow. If the urine flow is lower than expected, it is 
strongly recommended to ensure that the catheter not is clogged, kinked, twisted or 
too small catheter size is used. Insufficient drainage could lead to patient injury.

● Do not aspirate urine through the drainage funnel wall.
● Do not use force when connecting the sensor to the monitoring equipment. Ensure 

that connectors are aligned. 
● Establish routines to ensure that the sensor cable not is accidently pulled.
● Do not pull on the catheter or the sensor connector. Generally, avoid extreme torque 

on the catheter. A sudden and strong pull may cause severe damage to the 
thermistor wire inside the catheter and may cause the wire to break through the 
catheter's wall or may dislodge the sensor probe and cause impaired performance / 
faulty temperature measurements. 

● Do not use stylet during insertion. This may stretch the catheter and reposition the 
sensor probe.

● In the presence of RF energy sources, local heating, temperature errors or damage to 
the sensor may occur. Unplug the temperature-sensing catheter from the patient 
monitor before activating electrosurgical or other types of direct coupled RF energy 
sources. 

● Do not intertwine the BIP Foley TempSensor or attached cables with an electrosurgical 
unit’s cables. 

● If used during defibrillation, ensure that the extension cable and patient monitor are 
defibrillation-proof.

MR Conditional 
Non-clinical testing according to applicable standards has demonstrated that the BIP Foley 
TempSensor is MR conditional. A patient with this device can be safely scanned in an MR system 
meeting the following conditions: 
- Static magnetic field of 1.5 and 3 Tesla, with 
- Maximum spatial field gradient of 5,100 G/cm (51 T/m) 
- Maximum force product of 91,000,000 G²/cm (91 T2/m) 
- Theoretically estimated maximum whole body averaged (WBA) specific absorption rate (SAR) of 
2 W/kg (Normal Operating Mode) 

Under the scan conditions defined above, the BIP Foley TempSensor is expected to produce a 
maximum temperature rise of less than;

 2.3°C (2 W/kg, 1.5 Tesla) RF-related temperature increase with a background temperature 
increase of ~0.9°C (2 W/kg, 1.5 Tesla). Temperature difference between RF-related 
temperature increase and background temperature increase is ~1.4°C. 

 1.2°C (2 W/kg, 3 Tesla) RF-related temperature increase with a background temperature 
increase of ~0.8°C (2 W/kg, 3 Tesla). Temperature difference between RF-related 
temperature increase and background temperature increase is ~0.4°C. 

after 15 minutes of continues scanning.
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In non-clinical testing, the image artifact caused by the devise extends approximately 7.99 mm from 
the BIP Foley TempSensor when imaged with a gradient echo pulse sequence and a 3 Tesla MR 
system.

 WARNING: Use outside of the above specified MR parameters could result in 
serious injury.

Storage Conditions and Shelf Life
The catheter should always be stored in the original packaging. Store at 4 C - 25 C. Avoid 
storage that may deform the device or damage the packaging. The recommended shelf life 
is indicated on each individual product package.

Symbols used on packaging and labelling

Manufacturer, name and address stated

Do not reuse, single use only

Do not resterilize

Do not use if package is damaged

Keep dry

           Keep away from sunlight

           Temperature limit (Storage temperature 4̊ C - 25  C) 

Sterilized using ethylene oxide

Latex free

Consult instructions for use

Catalogue number, product reference number

Batch code, manufactures lot number

Date of manufacture, date stated with year and month 

Use by, expire date stated with year and month 
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Defibrillation_proof Type CF applied part

MR Conditional

Bactiguard AB                    
Alfred Nobels Allé 150
146 48 Tullinge
Sweden 
www.bactiguard.com
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