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1. Purpose
The purpose of this policy is to establish the criteria for the medical necessity of implantable

intrathecal drug delivery systems.

2. Definitions
An implantable intrathecal drug delivery system (Pain pump or Baclofen pump) is a device
used for the continuous infusion of a drug directly into the cerebrospinal fluid via a catheter
placed in the intrathecal space. A pump is placed in the subcutaneous tissue of the abdomen
and connected to the catheter. The pump reservoir holds the medication(s) and the pump is
programmed to give a set dose of medication over time. For most patients, it should be used
as part of a program to facilitate restoration of function and return to activity, and not just for

pain reduction.
3. Statement of Policy

3.1. The determination of medical necessity for the use of an implantable intrathecal drug

delivery system is always made on a case-by-case basis.

3.2. The use of implantable intrathecal drug delivery systems may be considered
medically necessary for a patient with chronic intractable pain and/or spasticity due

to:

e Failed back surgery syndrome with low back pain and/or radicular pain

e Complex regional pain syndrome (also known as reflex sympathetic dystrophy)

e Primary or metastatic cancer

e Post-herpetic neuralgia

e Severe, refractory spasticity of cerebral or spinal cord origin in patients who are
unresponsive to or cannot tolerate oral anti-spasticity agents (i.e., Baclofen

[Lioresal®]) (a.k.a. Intrathecal injection of Baclofen).

3.3. There may be other chronic pain conditions for which the use of implantable intrathecal

drug delivery systems may be considered medically necessary.

3.4. A trial of percutaneous intrathecal drug delivery systems for pain may be considered

medically necessary when the following criteria have been met:
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e There is documented pathology (i.e., an objective basis for the pain complaint);
and

e The patient with non-malignant pain has demonstrated a sufficient trial of at least
six (6) months of all reasonable treatment options for pain management which
could potentially provide benefit with a reasonable expectation that the treatment
could possibly render the need for the intrathecal pain pump medically
unnecessary; and

e The patient has participated in a reasonable trial of aggressive active rehabilitative
exercises; and

e Patient has had a sufficient trial of strong opioids or other analgesics in adequate
doses, with a fixed schedule (not on a PRN basis) dosing which have failed to
relieve pain or the patient has developed intolerable side effects to systemic
opioids or other analgesics; and

e Further surgical intervention or other treatment is not indicated or likely to be
effective; and

e Patient has a life expectancy of greater than three (3) months, and

e The patient has received appropriate psychiatric care and has obtained psychiatric

clearance.

3.5. An implantable intrathecal drug delivery system for pain is considered medically
necessary if the patient met the criteria in section 3.4 and experienced at least a 50%

reduction in pain during an appropriate trial.

3.6. The use of percutaneous intrathecal drug delivery systems for spasticity without pain
will be reviewed on a case-by-case basis.

4. References
4.1. Scientific:

The following scientific references were utilized in the formulation of this medical policy.
Triad Healthcare, Inc. will continue to review clinical evidence surrounding intrathecal
pain pumps and may modify this policy at a later date based upon the evolution of the
published clinical evidence. Should additional scientific studies become available and
they are not included in the list, please forward the reference(s) to Triad Healthcare,

Inc. so the information can be reviewed by the Academic Advisory Committee (AAC)
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and the Medical Quality Improvement Committee (MQIC) to determine if a modification

of the policy is in order.
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4.2. Related Triad Medical Policies:

e TMMP 18 — Medical Necessity

5. Attachments

° Provider Manual
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