
 

Corporate Medical Policy 

Implantable Intrathecal Infusion Pump 

For Chronic Back and Neck Pain 

 

Description of Procedure or Service 

An implantable intrathecal drug delivery system is a device used for the continuous infusion of a drug 
directly into the cerebrospinal fluid via a catheter placed in the intrathecal or epidural space. A pump is 
placed in the subcutaneous tissue of the abdomen and connected to the catheter. The pump reservoir 
holds the medication and the pump is programmed to give a set dose of medication over time.  This 
coverage policy is specific to patients with chronic intractable pain. 

Benefit Application 

This medical policy relates only to the services or supplies described herein. Please refer to the 
Member's Benefit Booklet for availability of benefits. 

Policy Statement 

GEHA will provide coverage for Intrathecal Pump refills when it is determined to be medically necessary 
and the medical criteria and guidelines as documented below have been demonstrated. 

When Implantable infusion pumps are covered: 

GEHA considers an implantable infusion pump medically necessary for nonmalignant, chronic intractable 
pain when ALL of the following criteria are met: 

A. Chronic pain for more than 6 months of known cause (e.g. failed back surgery syndrome, 
advanced spinal osteoarthritis) 

B. Failure of, or unacceptable side effects from, oral and injectable opioids (greater than 6 weeks 
of treatment) 

C. Failure of treatment directed at underlying condition (e.g. spinal injections, surgery) 
D. Preliminary intrathecal injection or infusion confirms effectiveness of analgesia, (50% or better 

relief of pain) lack of side effects, and overall patient acceptance of procedure. 
E. No acute psychiatric instability or uncontrolled suicide risk 
F. No current infection 
G. No diagnosed substance-related disorder, or patient currently receiving active treatment for 

disorder 
H. No known allergy or hypersensitivity to agent being infused 

 
When Implantable infusion pumps are not covered: 

GEHA considers implantable infusion pumps as not medically necessary when any of the following are 
demonstrated: 

A. Any of the listed criteria for coverage are not met. 
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B. Other implanted programmable devices where crosstalk may occur and inadvertently change 
the prescription. (e.g. pacemaker, spinal stimulator, insulin pump) 

C. Implantable pumps for insulin, heparin or chemotherapy infusions 
 

Policy Guidelines 

GEHA will provide coverage for implantable infusion pumps when it is determined to be medically 
necessary because the medical criteria and guidelines have been demonstrated.  

GEHA follows guidelines established by the FDA. (Refer to Regulatory Status within this policy) 

American Society of Interventional Pain Physicians (ASIPP): In 2013, the ASIPP issued updated 
evidence-based practice guidelines on interventional techniques in the management of chronic spinal 
pain (Manchikanti et al., 2013a; Manchikanti et al., 2013b). The review did not identify any randomized 
controlled trials (RCTs) for the treatment of chronic noncancer pain with IT opioids and was based on 7 
observational studies, which they concluded showed a long-term benefit from IT infusion devices. Thus, 
although the evidence base was rated as “limited,” ASIPP guidelines recommended the use of IT infusion 
systems for recalcitrant noncancer pain.  

American Society of Regional Anesthesia and Pain Medicine and American Society of 
Anesthesiologists (ASRA-ASA): The ASRA-ASA issued practice guidelines pertaining to chronic pain 
management in 2010 to update a previous version of the guidelines from 1997. These guidelines 
indicate that observational studies report that IT opioid injections can provide effective pain relief for 1 
to 12 months for patients with neuropathic pain. The recommendation arising from this guideline is that 
IT opioid administration may be used for patients with neuropathic pain. However, shared decision 
making regarding this procedure should involve a discussion of potential complications. In addition, a 
neuraxial opioid trial should be conducted prior to permanent implantation of IT drug delivery systems 
(ASRA-ASA, 2010). 

Polyanalgesic Consensus Conference: The Polyanalgesic Consensus Conference panel is a group of 
physicians and other clinicians in the field of IT therapy that first met in 2000 to examine the published 
literature and develop an IT drug selection algorithm based on evidence and expert opinion. The review 
and algorithm have been updated 3 times since then, most recently in 2017 and 2018 (Deer et al., 
2017a; Deer et al., 2017b; Deer et al., 2019). The behavioral algorithm for considering patients for IT 
pain therapy includes failure of conservative therapies, psychological evaluation, medical history 
evaluation, and an IT screening trial. If patients proceed to the implantation of an IT drug delivery 
system, the medications recommended as first-line therapies for neuropathic pain are morphine, 
ziconotide, or morphine plus bupivacaine. For nociceptive pain, the recommended first-line medications 
are morphine, hydromorphone, ziconotide, and fentanyl. Recommended starting doses of morphine are 
0.1 to 0.5 milligrams(mg)/day, hydromorphone doses of 0.02 to 0.5 mg/day, and ziconotide doses of 0.5 
to 2.4 micrograms per day. The authors also cite evidence that patients are at increased risk of death 
immediately after reinitiating IT opioids or after performing a revision to the drug delivery system. In 
particular, patients who have sleep apnea, psychiatric conditions, or are taking certain medications or 
supplements should undergo more frequent and vigilant monitoring. 

Consensus Guidelines for the Selection and Implantation of Patients with Noncancer Pain for IT Drug 
Delivery: Deer et al. (2010) convened an expert panel to develop consensus guidelines for the selection 
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and implantation of patients with noncancer pain for IT drug delivery. According to the authors, the 
panel was underwritten by InSet Corporation at the request of the organizing physicians, but the 
company did not have any input into the content of the guidelines. The authors note that numerous 
studies have found improved pain and functional outcomes in patients with chronic noncancer pain 
treated with IT drug therapy, but rigorous scientific data on patient selection are not available. To 
address this deficiency in the literature, the consensus panel provided recommendations for patient 
selection that consider the type of pain, influence of pain intensity on patient functioning and quality of 
life, comorbidities, psychological factors, prior therapy, social issues, anatomical factors, device-related 
issues, economic factors, and safety considerations. 

Centers for Medicare & Medicaid Services (CMS) 

A National Coverage Determination (NCD) for Infusion Pumps (280.14) became effective December 17, 
2004. This NCD states that implantable infusion pumps are covered when used to administer IT opioid 
drugs (e.g., morphine) for treatment of severe, chronic, intractable pain of nonmalignant origin in 
patients who have a life expectancy ≥ 3 months and who have proven unresponsive to less invasive 
medical therapy as determined by the following criteria: 

•The patient's history must indicate that he/she would not respond adequately to noninvasive 
methods of pain control, such as systemic opioids (including attempts to eliminate physical and 
behavioral abnormalities, which may cause an exaggerated reaction to pain). 

•A preliminary trial of intraspinal opioid drug administration must be undertaken with a 
temporary IT/epidural catheter to substantiate adequately acceptable pain relief and degree of 
side effects (including effects on the activities of daily living) and patient acceptance. 

The implantation of an infusion pump is contraindicated in the following: 

•Patients with a known allergy or hypersensitivity to the drug being used. 

•Patients who have an infection. 

•Patients whose body size is insufficient to support the weight and bulk of the device. 

•Patients with other implanted programmable devices since crosstalk between devices may 
inadvertently change the prescription 

 

Provider Documentation 

• History and Physical 
• Clinical notes including tried and failed therapies according to the criteria listed above 
• Psychiatric evaluation to rule out acute psychiatric instability or uncontrolled suicide risk 
• Preliminary infusion trial with pain relief of 50% or greater 

Background 

Intrathecal implantable pumps provide long-term continuous or intermittent drug infusion. The pump is 
surgically placed in a subcutaneous pocket under the infraclavicular fossa or in the abdominal wall, and a 
catheter is threaded into the desired position. A drug is infused over an extended period of time, and 
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the drug reservoir may be refilled as needed by an external needle injection through a self-sealing 
septum in the infusion pump.  

There are many indications for the use of Intrathecal Drug Delivery, such as malignant and non-
malignant pain and spasticity. There are two types of intrathecal pain pumps known as programmable 
pumps and non-programmable pumps (Hayek et. al., 2011). These are often implanted surgically in an 
outpatient or overnight observational setting.  

Nonmalignant, chronic intractable pain 

Chronic pain has been a leading cause of adult disability.  Chronic pain can be defined as a pain lasting 
greater than 6 months, as a result of many causes such as failed back surgery, accident or injury, cancer, 
AIDS or other disorders of the nervous system.  Damage to the nervous system can lead to severe 
chronic pain and is most often neuropathic. This can be due to many diseases that can affect the nerves 
or from trauma. It can also be a result of medical treatments, like chemotherapy for cancer.  Direct 
injuries to the nerves can also lead to severe chronic pain.  

Combinations of interdisciplinary treatments for pain management have increased for individuals. 
Individualized step therapies to approach pain management should start with the least invasive 
interventions such as exercise programs, meditation, relaxation and nonprescription analgesics or 
nonsteroidal anti-inflammatory drugs and then progress to mild opioids, such as codeine, and then to 
stronger opioids. In the event these treatments do not work, there are alternative therapies that are 
approached, for example, surgery, nerve blocks and/or epidural injections. Intrathecal drug 
administration is most generally used for severe chronic pain that has failed to respond to all other 
conventional therapies (Adker & Lotz, 2017). 

A Hayes report (2019) evaluated 21 studies, in all of the studies, patients were required to undergo a 
screening trial to evaluate clinical response to an epidural or IT (intrathecal) opioid prior to pump 
implantation. Patients with a successful screening trial, defined in most studies as a clinically significant 
pain reduction of ≥ 50% from baseline with no adverse effects of treatment, were implanted with 
constant flow or programmable pumps.  The study examined the following concerns: Are IT opioids 
administered via an implanted drug delivery system effective for the treatment of chronic noncancer 
pain? Are IT opioids safe for the treatment of chronic noncancer pain? And Have definitive patient 
selection criteria been established for IT opioids in the treatment of chronic noncancer pain?  The 
conclusion suggests that IT opioid administration alone or combined with a non-opioid drug appears to 
be safe and consistently reduces chronic pain and improves function for several months or years in 
patients who respond to an initial trial of IT opioids with a reduction in pain and few or no side effects 
before permanent implantation. This Rating also suggests that there is a need for additional, larger, 
well-designed clinical trials to better determine risks and benefits over the long term and to define 
patient selection criteria. Close patient monitoring and discussion of potential serious risks with the 
patient is warranted. 

Saulino et. al. (2014) researched practical considerations and patient selection for intrathecal drug 
delivery in the management of chronic pain.  It was discussed that morphine and ziconotide are the 
drugs of choice for managing chronic pain unrelieved by tried and failed methods of pain control. 

Test Dose 
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The test dose preceding the procedure is fundamental and allows the patient to be enrolled and to 
verify the dose for the titration. It can be performed continuously through a catheter connected to an 
external pump, or through a single bolus (0.1 mg of intrathecal morphine). Test positivity is indicated by 
pain reduction of at least 50% compared to the baseline. The single bolus is repeatable after 24 hours 
(test dose + 0.1 mg morphine) and in case of failure to respond, at a distance of 24 hours (test dose + 0.2 
mg) and then 48 hours (test dose + 0.3 mg). The lack of a clinical response must lead to a re-evaluation 
of the patient. The effective test dose may represent the starting dose. However, to limit post-implant 
drug-induced side effects, the initial daily dose can be achieved by reducing the screening test dose to 
which the patient responded positively by 20% and thus increasing it by 20% after 3/5 days, to reach the 
test dose. If necessary, it is possible to increase of 10 to 20% until obtaining a correct attenuation of the 
pain (van den Beuken-van, et al., 2016). 

Regulatory Status 

In November of 2018, the US Food and Drug Administration (FDA) released a cautionary statement for 
implanted pumps for intrathecal administration of medication for pain management: 
Recommendations:  
 When considering a medicine for use in an implanted pump: 

1. Review the implanted pump labeling to identify the medicines and medicine concentrations 
approved for use with that specific pump. 
2. Be aware that the following medicines are NOT currently approved for use with implanted 
pumps for intrathecal infusion of pain medications:  

◦Medicines not FDA approved for intrathecal administration or intrathecal implanted 
pump use (for example, hydromorphone, bupivacaine, fentanyl, clonidine) 
◦ANY mixture of two or more different kinds of medicines 
◦Any compounded medicine (for example, to achieve higher concentration or different 
formulation of an FDA approved medicine) 

3. Be aware that while individual patients may experience some relief from using medicines not 
approved for intrathecal administration in their implanted pumps for pain management, such 
use may pose additional risks including pump failures, dosing errors, and other potential safety 
issues. 
4. Health care providers, patients, and caregivers are encouraged to consider and discuss both 
the benefits and risks of using implanted pumps for the intrathecal infusion of medications for 
pain management in order to make informed treatment decisions. 

 
Medications approved by the US Food and Drug Administration (FDA) for use via the intrathecal route. 

• INFUMORPH® (morphine sulfate), preservative free, injectable solution 
• PRIALT® (preservative free Ziconotide sterile solution) 

Examples of medications that have been approved for off-label intrathecal use are: 

• Clonidine  
• Bupivacaine  
• Hydromorphone  
• Fentanyl 
• Baclofen 

 
The FDA regulates intrathecal drug delivery devices.   



Origination Date:   Jan 2021                          Peer Reviewed:  Dec 2020                      Next Review Date:  Jan 2022 

 

The FDA regulations require that intrathecal drug delivery pumps are refilled at least every 6 months, 
even if the pump is not completely empty. 
 
December 16, 2019: The FDA announced a recall of the Medtronic SynchroMed II implantable infusion 
pump following reports of early permanent motor stall due to the potential presence of foreign particles 
inside the pump motor assembly. Permanent motor stall could prevent the infusion of drugs to the 
patient, which could cause serious injury, such as drug withdrawal, the return of symptoms of 
underlying conditions, the need for surgery to replace the pump, or death 

Applicable CPT codes include but are not limited to: 

The following list of codes are intended for reference purposes only, is not an all-inclusive code listing, 
and does not imply that the service is covered or non-covered.  Applicable codes include but are not 
limited to: 

CPT/HCPCS codes Description 
Trial  
62320 Injection(s), of diagnostic or therapeutic substance(s) (e.g., anesthetic, 

antispasmodic, opioid, steroid, other solution), not including neurolytic 
substances, including needle or catheter placement, interlaminar epidural 
or subarachnoid, cervical or thoracic; without imaging guidance. 

62321 
 

Injection(s), of diagnostic or therapeutic substance(s) (e.g., anesthetic, 
antispasmodic, opioid, steroid, other solution), not including neurolytic 
substances, including needle or catheter placement, interlaminar epidural 
or subarachnoid, cervical or thoracic; with imaging guidance (i.e., 
fluoroscopy or CT) 

62322 Injection(s), of diagnostic or therapeutic substance(s) (e.g., anesthetic, 
antispasmodic, opioid, steroid, other solution), not including neurolytic 
substances, including needle or catheter placement, interlaminar epidural 
or subarachnoid, lumbar or sacral (caudal); without imaging guidance. 

62323 Injection(s), of diagnostic or therapeutic substance(s) (e.g., anesthetic, 
antispasmodic, opioid, steroid, other solution), not including neurolytic 
substances, including needle or catheter placement, interlaminar epidural 
or subarachnoid, lumbar or sacral (caudal); with imaging guidance (i.e., 
fluoroscopy or CT) 

62324 Injection(s), including indwelling catheter placement, continuous infusion or 
intermittent bolus, of diagnostic or therapeutic substance(s) (e.g., 
anesthetic, antispasmodic, opioid, steroid, other solution), not including 
neurolytic substances, interlaminar epidural or subarachnoid, cervical or 
thoracic; without imaging guidance. 

62325 Injection(s), including indwelling catheter placement, continuous infusion or 
intermittent bolus, of diagnostic or therapeutic substance(s) (e.g., 
anesthetic, antispasmodic, opioid, steroid, other solution), not including 
neurolytic substances, interlaminar epidural or subarachnoid, cervical or 
thoracic; with imaging guidance (i.e., fluoroscopy or CT) 
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62326 Injection (s), including indwelling catheter placement, continuous infusion 
or intermittent bolus, of diagnostic or therapeutic substance(s) (e.g., 
anesthetic, antispasmodic, opioid, steroid, other solution), not including 
neurolytic substances, interlaminar epidural or subarachnoid, lumbar or 
sacral (caudal); without imaging guidance. 

62327 Injection(s), including indwelling catheter placement, continuous infusion or 
intermittent bolus, of diagnostic or therapeutic substance(s) (e.g., 
anesthetic, antispasmodic, opioid, steroid, other solution), not including 
neurolytic substances, interlaminar epidural or subarachnoid, lumbar or 
sacral (caudal); with imaging guidance (i.e., fluoroscopy or CT 

Implantation/Revision/ 
Reposition 

 

62350 Implantation, revision or repositioning of tunneled intrathecal or epidural 
catheter, for long-term medication administration via an external pump or 
implantable reservoir/infusion pump; without laminectomy 

62351 Implantation, revision or repositioning of tunneled intrathecal or epidural 
catheter, for long- term medication administration via an external pump or 
implantable reservoir/infusion pump; with laminectomy 

62360 Implantation or replacement of device for intrathecal or epidural drug 
infusion; 
subcutaneous reservoir 

62361 Implantation or replacement of device for intrathecal or epidural drug 
infusion; 
nonprogrammable pump 

62362 Implantation or replacement of device for intrathecal or epidural drug 
infusion; 
programmable pump, including preparation of pump with or without 
programming 
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