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GENERAL INFORMATION

It is an expectation that all patients receive care/services from a licensed clinician. All appropriate supporting
documentation, including recent pertinent office visit notes, laboratory data, and results of any special testing
must be provided. If applicable: All prior relevant imaging results and the reason that alternative imaging
cannot be performed must be included in the documentation submitted.

STATEMENT

An Implantable Infusion Pump (IIP), also referred to as an Implantable Drug Delivery System (IDDS),
is a device for the delivery of medication to manage severe, chronic, intractable pain and/or
chronic intractable spasm.

PURPOSE
The purpose of this guideline is to address criteria for_ intraspinal drug trials as well as the
permanent placement of an implantable infusion pump.

NOTE:: There are no medical indications for intrathecal treatments except chronic pain and
intractable spasticity.

INDICATIONS FOR IMPLANTABLE INFUSION PUMP INSERTION

INTRASPINAL DRUG TRIALFor-chronicintractablepain
An-rtraspinabdrug-trial-Ffor the treatment of chronic intractable pain in non-terminal individuals

(ALL is-apprepriate-when-ALl-the following criteria must be are-met):

e Pain causing functional disability that significantly interferes with activities of daily living
including ability to work and overall quality of life; OR persistent pain level of > 6 on a scale
of 0 to 10 despite treatment

e Failure to respond to non-operative conservative therapy* targeting the requested spinal
region for a minimum of 12 weeks unless the medical reason this treatment cannot be done
is clearly documented

FAr-intraspinaldrugtrialfor the treatment of spasticity in non-terminal individuals is-apprepriate

whenALL(ALL the following must beeriteria-are met):

e Intractable spasticity that results in the individual’s inability to maintain an upright posture,
severely impairs balance in ambulation, or significantly interferes with activities of daily
living related to ONE_of the following conditions [1]:

o Spinal cord injury
o Multiple sclerosis
o__Stiff person syndrome

Page 2 of 9

Implantable Infusion Pump Insertion
*National Imaging Associates, Inc. (NIA) is a subsidiary of Evolent Health LLC. N A

© 2015-2024 National Imaging Associates, Inc., All Rights Reserved.



o__Other medical conditions causing intractable spasms
e Failure to respond to a minimum of 12 weeks of standardnon-operative conservative
therapvies (e.g., oral medications, physical therapy, etc.

Additional Trials

A second intraspinal drug trial is indicated when documentation of the first trial of intraspinal
(intrathecal or epidural) medication administered as a bolus or by continuous infusion resulted in
one of the following:

= |ess than 50% pain relief
= |ntolerable side effects

Limit of two intraspinal drug trials for preliminary consideration of chronic intractable pain or
spasticity management with permanent implantable device in non-terminal individuals.

NOTE: Intrathecal trials are not indicated in epiateopioid-naive individuals

PERMANENTLY IMPLANTED INFUSION PUMP
For the treatment of chronic intractable pain in non-terminal individuals (ALL the following must be
met):

e Pain causing functional disability that significantly interferes with activities of daily living,
including ability to work and overall quality of life; OR persistent pain level of > 6 on a scale
of 0 to 10 despite treatment

e Failure to respond to non-operative conservative therapy* targeting the requested spinal
region for a minimum of 12 weeks unless the medical reason this treatment cannot be done
is clearly documented

e At least 12 weeks of oral or transdermal epiatepainopioid or nonopioid pain medications

e Documentation of a successful trial of intraspinal (intrathecal or epidural) epicid
medication administered as a bolus or by continuous infusion providing at least 50% pain
relief with tolerable side effects

»—Documentation of a completed psychological assessment prior to permanent pump
insertion that documents the individual’s cognitive ability, physical capability, and
willingness to participate in implanted infusion pump therapy
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For the treatment of spasticity in non-terminal individuals (ALL of the following must be met):

e Intractable spasticity that results in the individual’s inability to maintain an upright posture,
severely impairs balance in ambulation, or significantly interferes with activities of daily
living related to one of the following conditions [1];

o Spinal cord injury

o Multiple sclerosis

o Stiff person syndrome

o Other medical conditions causing intractable spasms

e Failure to respond to a minimum of 12 weeks of starndard-conservative therapy therapies
(e.g., oral medications, physical therapy, etc.)

e Documentation of a successful trial of intraspinal (intrathecal or epidural) antispasmodic
medication administered as a bolus or by continuous infusion providing at least 50% spasm
relief with tolerable side effects

e Documentation of a completed psychological assessment prior to permanent pump
insertion that documents the individual's cognitive ability, physical capability, and
willingness to participate in implanted infusion pump therapy

NOTE: Failure of conservative treatment is defined as one of the following:
o__Lack of meaningful improvement after a full course of treatment; OR
o Progression or worsening of symptoms during treatment; OR
o __Documentation of a medical reason the member is unable to participate in treatment
(Closure of medical or therapy offices, patient inconvenience, or noncompliance without
explanation does not constitute “inability to complete” treatment)

PUMP REPLACEMENT, REVISION AND REMOVAL
Replacement, revision, or removal of an Implanted Infusion Pump is indicated with one of the
following:

e Loss of effectiveness (e.g., battery depletion)

e Intolerance by the individual

e Infection
e Painful generator site
e Patient demand

e Other medical reason deemed appropriate for replacement, revision, or removal
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NOTE: If the pump is programmable, the pump analysis report should accompany the request for
replacement.

CONTRAINDICATIONS FOR IMPLANTED INFUSION PUMP

e Active systemic or spinal infection
e Body habitus that is insufficient to support the weight and bulk of the device

Page 5 of 9

Implantable Infusion Pump Insertion
*National Imaging Associates, Inc. (NIA) is a subsidiary of Evolent Health LLC. N g A

© 2015-2024 National Imaging Associates, Inc., All Rights Reserved.



Page 6 of 9
Implantable Infusion Pump Insertion

*National Imaging Associates, Inc. (NIA) is a subsidiary of Evolent Health LLC.
© 2015-2024 National Imaging Associates, Inc., All Rights Reserved.



POLICY HISTORY

Date Summary
January 2024 e Added criteria for additional intrathecal trials
e Expanded pump criteria to include non-opioid medical trials
e Expanded replacement indications to also include revision and
removal
e Edited background
May 2023 Removed language ‘A life expectancy of at least 3 months’
May 2022 e Reorganized and reworded indications for clarity and uniformity
e Under permanent implanted infusion pump for treatment of chronic
pain:
o Added OR persistent pain levels 6 or greater on a 10-point scale
despite treatment
o Added requirement of minimum of 12 weeks of oral or
transdermal opiate pain medications
e Simplified indications for pump replacement
e Updated Contraindications
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Reviewed / Approved by NIA Clinical Guideline Committee

Disclaimer: National Imaging Associates, Inc. (NIA) authorization policies do not constitute medical advice
and are not intended to govern or otherwise influence the practice of medicine. These policies are not meant
to supplant your normal procedures, evaluation, diagnosis, treatment and/or care plans for your patients. Your
professional judgement must be exercised and followed in all respects with regard to the treatment and care
of your patients. These policies apply to all Evolent Health LLC subsidiaries including, but not limited to,
National Imaging Associates (“NIA”). The policies constitute only the reimbursement and coverage guidelines
of NIA. Coverage for services varies for individual members in accordance with the terms and conditions of
applicable Certificates of Coverage, Summary Plan Descriptions, or contracts with governing regulatory
agencies. NIA reserves the right to review and update the guidelines at its sole discretion. Notice of such
changes, if necessary, shall be provided in accordance with the terms and conditions of provider agreements
and any applicable laws or regulations.
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