Informed Consent for Muscular Injections

Chronic muscle spasms are known to be responsible for a variety of symptoms including local pain at the site of the muscle, pain at the site where the muscle attaches to bone, compression of nerves adjacent or within the muscle giving numbness, tingling, pain or even weakness and as a source for a variety of syndromes including sciatica and migraine headaches.  Many therapies are available for treatment of chronic muscle spasm including massage, acupuncture, muscle relaxants, electrical stimulation, application of heat or cold or injection with a variety of agents. When the initial therapies fail or are not tolerated, the use of various medications for injection has the best chance for resolution of the presenting symptom. However, CMECD can be utilized as a first therapy when symptomatic spasm has been present for a month or more. If the CMECD procedure is not initially successful then other more serious underlying conditions should be excluded such as bulging discs, spinal stenosis, cord compression, underlying diseases such as arthritis or even cancer in rare circumstances.  

Available medications for muscle injection include Botox (Botulinum toxin A), Dibenzyline (phenoxybenzamine), Lidocaine, Novocain (procaine) and various steroid medications.  With the exception of a limited number of indications for Botox, for which FDA approval has been applied for and received, none of the other medications have direct FDA “on-label” approval.  Use of these medications is considered “off-label” but demonstrated useful in clinical practice and research protocols.  Apart from the steroid medications, the other medications listed block the electrical activity which keeps the muscle in spasm.  Botox and Dibenzyline have effects for 3-4 months while others such as Lidocaine or Novocain last only for hours. 

The risk of needle insertions is similar to acupuncture and as with acupuncture extra caution is required in the chest area to avoid the lungs. Potential side effects of any medication represent a long list as is required by the FDA and are readily available via Internet or package insert.  However, experience with these various medications in the low doses utilized has resulted in few and limited side effects.  Botox in moderate doses can lead to feeling equivalent to a mild flu syndrome.  Dibenzyline can lower blood pressure and requires smaller doses in individuals with unusually low blood pressure. Dibenzyline used alone can lead to local tenderness at the site of injection for several days and is therefore combined with Lidocaine and a very small dose of a steroid (dexamethasone) that minimizes any injection site discomfort.

Clinical research has proven the utility of muscle injection especially when guided by monitoring of the electrical activity of the muscle, called EMG guidance.  However, insurance coverage is quite limited for Botox given its high cost. Dibenzyline is considerably less expensive and is variably covered by insurance.  When not covered a $50 out of pocket charge is made to mostly offset the cost of the drug. The combination of Dibenzyline, Lidocaine and Dexamethasone appear to have equivalent results as Botox and the cost of the medication is minimal by comparison. 

I have read and understood the information above and agree to undergo the injection procedure of chronic muscle spasms.

______________________________


____________________

Signature





Date

____________________________




Printed






