
Pain Therapy

Radiofrequency Thermal Lesioning 
Cannula
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Instructions for use
Special notice

 Please read the following information and operating instructions carefully. 
Rx only  Caution: Federal law restricts this device to sale by or on the order of a physician. 

The device may only be used by qualified medical staff in accordance with 
these user instructions.

PAJUNK® does not recommend any particular treatment method. Professional 
medical staff are responsible for the way in which the device is used and for 
patient selection. 
In addition to these instruction for use, the relevant information also applies 
according to the corresponding specialist literature and current state of the art 
and knowledge.
Failure to comply with the instructions for use invalidates the warranty and puts 
patient safety at risk.
If used in combination with other devices, it is essential that the compatibility 
information and user instructions for these other devices are taken into account. 
A decision regarding the combined use of devices from different manufacturers 
(where they do not constitute treatment units) is the responsibility of the user. 

The device must not be used under any circumstances if there are good reasons 
to suspect incompleteness, damage or loss of sterility.
 Only devices in perfect condition, which are within the sterile expiry date 
marked on the label, in undamaged packaging, may be used.

Device description / compatibility
 Please see the current declaration of conformity for product numbers and the 
scope of these instructions for use.
001165-xxx series; RF thermal lesioning cannula, bevel 15°

011165-xxx series; RF thermal lesioning cannula, bevel 15°, curved

 001175-xxx series; RF thermal lesioning cannula Sono, bevel 15°, with echo-
genic Cornerstone embossing

 001155-xxx series; thermal lesioning cannula with crocodile clip and injec-
tion tube

 001255-xx series; pulsed RF thermal lesioning cannula with 1.6 mm con-
nector and injection tube

 001285-xx series; pulsed RF thermal lesioning cannula Sono with 1.6 mm 
connector and injection tube, with echogenic Cornerstone embossing



3

En
g

lis
hThermal lesioning cannulas (insulated, with electrical connector for direct con-

nection to the RF generator or without electrical connector to be used with 
probes; dielectric strength: up to 650 V).
To be used with commercially available RF generators (e.g. Radionics/Valley-
lab/Covidien) with the following characteristics: monopolar/bipolar, approx. 
50 W maximum power, timer, output pulse up to 200 Hz. The manufacturer's 
instructions for use with regard to preset programmes must be followed.
PAJUNK® recommends the use of thermal probes manufactured by MINTA Med-
ical (UK).

Connection: LUER

Intended use
Temporary interruption of nerve conduction.
Duration of effect: 6 to 9 months; it varies between 3 and up to 18 months due 
to different regeneration capabilities.

Indications 
Radiofrequency lesioning is used, for example,for

1. RSD/CRPS/SMP of the upper and lower extremities
2. Mechanical neck pain or pain in the lower part of the spine due to facet 

joint problems
3. Occipital neuralgia
4. Abdominal (visceral) pain, in reaction to splanchnic blocks.

Radiofrequency lesioning is a neurodestructive procedure in which radiofre-
quent current is used for a controlled thermal lesion. Cryolesion is also an abla-
tive procedure using cold to create a long-term block. Both procedures have 
only a temporary effect; therefore, repeated treatment might be required.
General selection criteria: patients with chronic pains without adequate improve-
ment by TENS, physiotherapy, manual therapy. Given
the limited duration of action of these methods, a long-term pharmacotherapy 
must be carefully weighed against these treatments.

Contraindication
Simultaneous neuropathic (sensory or motor) deficits in the same segment.
The following patients should not be treated with radiofrequency lesioning:

1. Patients receiving blood thinners
2. Patients suffering from an infection
3. Patients who do not react to local blocks by anaesthetics

Under no circumstances is the device to be used in the event of known material 
incompatibilities and/or known interactions.
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Procedures using the above-mentioned device may only be carried out by phy-
sicians familiar with potential complications. Complications may occur any time 
during or after the procedure.
Possible complications include:

• Embolies
• Nerve lesions
• Haematoma/bleeding
• Infections/sepsis
• Death

 Users must inform patients of complications typically associated with the pro-
cedure.
 If complications occur while using the device, follow the protocols of your 
organisation. If this does not resolve the complications, or if they are regarded 
as serious or untreatable, carefully stop the procedure and remove invasive 
device components from the patient.

Warnings

for sterile product:
This is a disposable medical device for use with only one patient!

This device must not be re-used under any circumstances!
This device must not be resterilised under any circumstances!

The materials used in the manufacture of this device are not suitable for repro-
cessing or resterilisation.
This device is not designed to be reprocessed or resterilised.

Unauthorised re-use or reprocessing
 –  can cause the device to lose the essential performance properties 
intended by the manufacturer.
 –  leads to a significant risk of cross-infection/contamination as a result of 
potentially inadequate processing methods.
 – may cause the device to lose functional properties.
 –  may cause materials to break down and lead to endotoxic reactions 
caused by the residues.

for use with other compatible products:
1. By no means may the connectors/connections get in contact with live parts 

(e.g. sockets) or metal objects.
2. To avoid injury to the patient, all connected equipment in the patient's 

environment must comply with the applicable regulations. All equipment 
and accessories must comply with the requirements of EN 60 601-1 and 
EN 60 601-1-1 as well as the applicable sub-standards.
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auxiliary currents might add up so that inadmissibly high values put the 
patient at risk, even if all requirements for the individual devices are met.

4. Therefore, check in advance whether the interconnection of equipment 
may result in exceeding the permissible limit values. 

5. Improper interconnection of devices and equipment (formation of sys-
tems) can cause life-threatening injuries to the patient.

6. Thermal lesioning must not be used for patients with implanted electrical 
devices (such as pacemakers) without prior medical advice from a specialist. 
Possible faults of the implanted devices may constitute a risk for the patient.

further warning indications:
1. Do not administer drugs that are not indicated for the intended use.
2. Take care to use devices of suitable dimensions (diameter, length), especially 

when treating obese patients and children.
3. You must routinely take general precautions for handling blood and body 

fluids when using and disposing of the device, due to the risk of contact 
with blood-borne pathogens.

4. Please note that the continued use of a device of the same type must be 
assessed cumulatively as described in the legislation on medical devices, 
even after the device has been exchanged or replaced.

Sequence of use
Lesioning without temperature control:
Take aseptic precautions by using sterile gloves, mouth-nose protection, hair 
protection, surgical gowns. Disinfect the skin. Insert the cannula at the location 
intended for lesioning. Check the cannula position radiographically. Connect 
the connecting cable of the cannula hub or the connecting cable of the probe to 
the generator. Start sensory stimulation with 50 Hz; try to use/reach the lowest 
possible milliampere value (e.g. 0.2 mA as the threshold).
When you reach the target position, inject the anaesthetic and wait some time. 
Switch the lesioning generator to lesioning mode and set it to 21 V, 80 °C and a 
time of 60 to 90 seconds. Start the lesioning time.
After lesioning: remove the cannulas and dispose of them properly (risk of 
needlestick injuries!). The puncture site should be covered with a plaster. The 
patient should be monitored for several hours.

Temperature-controlled procedure:
Take aseptic precautions by using sterile gloves, mouth-nose protection, hair 
protection, surgical gowns. Disinfect the skin. Insert the cannula at the location 
intended for lesioning. Check the cannula position radiographically. Puncture 
with cannula and inserted thermal probe. Set the generator to impedance (the 
value should be between 300 Ohm and 900 Ohm).
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stimulation with 50 Hz. It is also possible to stimulate the motor system with 
2 Hz. When you reach the target position, remove the thermocouple and inject 
the anaesthetic. Insert the thermocouple again (make sure that the thermocou-
ple is still sterile). Wait some time and set the required values – temperature and 
time; then perform an autostart.
After you have completed the procedure, first remove the thermocouple and 
then the thermal lesioning cannula. Clean the puncture site and cover it with a 
plaster. Dispose of the needle. Finish the procedure and have the patient mon-
itored for some time.
Further procedure according to applicable medical standard.

Use and storage conditions

Temperature limit +10 °C to +30 °C

Humidity limitation 20 % to 65 %

Keep away from sunlight 

Keep dry

General information
The devices are manufactured in accordance with globally applicable guidelines 
for hazardous substances.

Non-pyrogenic

 Any serious incident that has occurred while using the device should be 
reported to the manufacturer and the corresponding authorities of the country 
the user and/or patient are residing in.
PAJUNK® GmbH Medizintechnologie, Karl-Hall-Strasse 1, 78187 Geisingen, 
Germany.
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Manufacturer Temperature limit

Use-by date Consult instructions for use

Catalogue number Non-pyrogenic

Sterilized using ethylene oxide Rx only Dispensing with prescription only 
(The product may only be used 
by qualified medical staff for the 
intended purpose.)Do not resterilize

Do not use if package is damaged Advice

Keep dry Information

Humidity limitation
"CE conformity marking" or "CE 
marking" = this marking shows 
that a device is in conformity with 
with the applicable requirements 
set out in the Medical Device 
Regulation and other applicable 
applicable Union harmonisation 
legislation providing for its affixing.

Do not re-use

Caution

Date of manufacture Quantity

Batch code Translation

Keep away from sunlight Medical device
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