     Jaffe Ethical Addiction and Pain Care
    Stimulation Therapy Consent Trial and Implant
I voluntarily request Todd Jaffe, MD, as my physician, and such associates as he deems necessary, to treat my condition which has been explained to me as follows:______________________________
In the following fashion:
Stage 1:	Placement percutaneous epidural or dorsal root ganglion electrode(s)
Stage 2:	Implantation of a Permanent Stimulation System, either epidural or dorsal root ganglion electrodes and an implanted rechargeable or non-rechargeable generator.
I hereby release my physician and any other participating health care providers from any and all liability for any adverse effects that may result from these procedures.
I consent to photography or videography as discussed with me prior to the procedure for documentation or educational purposes.
I have been informed of the following:
A. The goals, benefits, and risks of stimulation therapy.
B.  Alternative methods of treatment for my chronic pain.
C.  The surgical implant procedure for the stimulation therapy.
D.  Possible consequences and complications of stimulation therapy.
E. Short-term and long-term precautions.

I understand and agree that:
A. I have been selected as a candidate for stimulation because alternative therapies have failed to control my pain.
B. To make stimulation therapy possible, a lead/electrode(s) will be implanted into my epidural space around my spinal cord or next to the dorsal root ganglion(s), and then be attached to an external power source, which is Stage 1.  I will be fully awake and actively involved in the procedure.   To reduce discomfort, a local anesthetic will be used and a mild sedative may be given.
C.  A permanent stimulation system may be implanted, which is Stage 2, if my doctor and I agree that I have achieved adequate pain relief from the trial period of stimulation therapy.  The lead(s) used for the trial period may or may not be replaced.  As part of the Stage 2 implant procedure, I will have a power source or receiver implanted, depending on the type of stimulation system selected.
D.  The stimulation implant procedures, being Stage 1 and 2, are associated with certain risks.  Any complication that can occur with surgery and anesthesia is possible.  In addition, there are risks unique to the implantation of the stimulation system, including but not limited to bleeding during or after surgery, and infection.
E. Significant bleeding in the epidural space (an epidural hematoma) can occur which could lead to nerve damage or paralysis.  Infection in the epidural space could potentially lead to meningitis or an epidural abscess requiring removal of the stimulation system.  Removal of the system may be incomplete with materials or parts left in the 
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body.  These may need to be removed later if re-infection or persistent infection occurs.  Surgical complications associated with the stimulation implants include injury to the spinal cord, paralysis, accumulation of fluid in the receiver pocket site (seroma), and spinal headache.  I may experience pain in the incision site until healing occurs.  Persistent pain at the stimulator site is possible, as is tissue damage at the site of the stimulator or lead.
F.  Mechanical complications with the stimulation system include dislodgment of the lead(s) or connector(s), breaks in the lead(s), or problems with the power source.
G.  Uncomfortable levels of stimulation can sometimes be felt with sudden movements or when stimulator settings are adjusted abruptly.
H.  Increased physical activity made possible by stimulation therapy may cause tenderness and muscle weakness.  A course of physical therapy may be prescribed to build my muscle strength.
I. The implantation power source requires a battery.  This battery lasts an average of three to five years.  It must be replaced in a minor surgical procedure.  
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J. I understood that I will have physical limitations for the next 8 weeks including but not limited to:  no bending, no lifting, no stooping, no far reaching, no twisting, and no lifting of heavy objects.
I understand that my physician may discover other or different conditions which require different procedures than those planned and I authorize him to perform such procedures.
I hereby state that I have read (or have had read to me) and understand this document and terms of agreement.  I have been given an opportunity to ask questions about my condition, alternative forms of treatment, risks of non-treatment, the procedures to be used, and the risk and hazards involved.  I believe that I have adequate knowledge of stimulation therapy and its potential risks, complications, and benefits to give my informed consent to the treatment.

Patient: _____________________________ Date:______________

Witness:____________________________Date:_______________
