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United States of America
Medtronic Neuromodulation 
710 Medtronic Parkway  
Minneapolis, MN 55432-5604 
USA 
Tel. 763-505-5000 
Toll-free 1-800-328-0810

www.medtronic.com

NEUROSTIMULATION SYSTEMS FOR PAIN THERAPY

Brief Summary: Product manuals must be reviewed prior to use for detailed disclosure.

Indications : Implantable neurostimulation systems – A Medtronic implantable neurostimulation 
system is indicated for spinal cord stimulation (SCS) system as an aid in the management of chronic, 
intractable pain of the trunk and/or limbs–including unilateral or bilateral pain associated with the 
following conditions:

Failed Back Syndrome (FBS) or low back syndrome or failed back•	
Radicular pain syndrome or radiculopathies resulting in pain secondary to FBS or herniated disk•	
Postlaminectomy pain •	
Multiple back operations•	
Unsuccessful disk surgery•	
Degenerative Disk Disease (DDD)/herniated disk pain refractory to conservative and surgical •	
interventions
Peripheral causalgia •	
Epidural fibrosis •	
Arachnoiditis or lumbar adhesive arachnoiditis•	
Complex Regional Pain Syndrome (CRPS), Reflex Sympathetic Dystrophy (RSD), or causalgia•	

Contraindications: Diathermy – Do not use shortwave diathermy, microwave or therapeutic 
ultrasound diathermy (all now referred to as diathermy) on patients implanted with a neurostimulation 
system. Energy from diathermy can be transferred through the implanted system and cause tissue 
damage at the locations of the implanted electrodes, resulting in severe injury or death.

Warnings: Sources of strong electromagnetic interference (eg, defibrillation, diathermy, electrocautery, 
MRI, RF ablation, and therapeutic ultrasound) can interact with the neurostimulation system, resulting 
in serious patient injury or death. These and other sources of EMI can also result in system damage, 
operational changes to the neurostimulator or unexpected changes in stimulation. Rupture or piercing 
of the neurostimulator can result in severe burns. An implanted cardiac device (eg, pacemaker, 
defibrillator) may damage a neurostimulator, and the electrical pulses from the neurostimulator may 
result in an inappropriate response of the cardiac device. 

Precautions: The safety and effectiveness of this therapy has not been established for pediatric use 
(patients under the age of 18), pregnancy, unborn fetus, or delivery. Patients should be detoxified from 
narcotics prior to lead placement. Clinicians and patients should follow programming guidelines and 
precautions provided in product manuals. Patients should avoid activities that may put undue stress 
on the implanted neurostimulation system components. Patients should not scuba dive below 10 
meters of water or enter hyperbaric chambers above 2.0 atmosphere absolute (ATA). Electromagnetic 
interference, postural changes, and other activities may cause shocking or jolting. 

Adverse Events: Adverse events may include: undesirable change in stimulation described by some 
patients as uncomfortable, jolting or shocking; hematoma, epidural hemorrhage, paralysis, seroma, 
CSF leakage, infection, erosion, allergic response, hardware malfunction or migration, pain at implant 
site, loss of pain relief, chest wall stimulation, and surgical risks.

For further information, please call Medtronic at 1-800-328-0810 and/or consult Medtronic’s website 
at www.medtronic.com.
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