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Policy Statement

Maintenance or custodial care is considered to be unproven and not medically necessary for the treatment
of disorders typically managed by chiropractors, physical and occupational therapists.

The role of maintenance/custodial care has not been established in scientific literature. A beneficial impact
on health outcomes, e.g., prevention of recurrences and/or the sustainability of optimal health status has not
been established.

Purpose

This policy has been developed as the clinical criterion that describes the Optum* by OptumHealth Care
Solutions, LLC position regarding the efficacy of maintenance or custodial care in the context of in-office
services rendered by chiropractors, occupational and physical therapists.

Key Policy Question

Is there sufficient research evidence supporting the efficacy of maintenance (custodial) care for primary,
secondary or tertiary prevention in a specific patient population?

Population: Adults with musculoskeletal disorders (acute/subacute/chronic/recurrent) that have
been responsive to an initial phase of SMT and have achieved maximum improvement.

Intervention: Regularly scheduled manipulative therapy eg, every 2-4 weeks, or 1-3 months

Comparators: No treatment; home-based self-care eg, home exercise program; placebo or sham
intervention

Outcomes: Critical outcomes include patient-reported measures of pain (eg, VAS) and function
(eg, Oswestry Disability Questionnaire). Important outcome = recurrence rate.

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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Summar
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Maintenance/custodial care is commonly recommended by chiropractors. The prevalence of
application within the disciplines of physical and occupational therapy is unclear.

Recently published studies suggest there is general agreement about patient selection criteria
for secondary and tertiary preventive/maintenance care; however, the patients who tend to
receive maintenance do not appear to meet the criteria described in consensus survey findings.

There appears to be no common convention on the frequency and duration of maintenance
care programs

Concerns about patients’ risks and burdens have been articulated (eg, promotion of passive
coping) but no definitive data were identified

The clinical evidence on maintenance care is sparse and generally of very low quality. There
is uncertainty about making judgments based upon the estimates of treatment effect.

Health care organizations appear to uniformly exclude maintenance (custodial) care from
benefit coverage

Scope

This policy is limited to those services that take place within an in-office setting e.g., manual therapies, and
is applicable to all in and out of network programs involving all provider types, where utilization review
determinations about benefit coverage are rendered.

Out of Scope: Preventive screening measures as described by the U.S. Preventive Services Task Force® and
Medicare Preventive Services.?

See Table 1
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Description

For the purposes of this policy services are defined as Maintenance/Custodial Care when any of the
following are satisfied:

=  Treatment that seeks to prevent disease, promote health, and prolong and enhance quality of
life

= Aspecific regime (usually at regular intervals) designed to provide for the patient’s well-
being or maintaining the optimum state of health

= Services that can be carried out by nonskilled persons e.g., passive exercises to maintain range
of motion, distribution of educational pamphlets, etc.

=  Treatment following a course of care, where a condition is symptomatically and/or
functionally stationary, that seeks to preserve the patient’s present level of symptoms/function
and prevents regression of those symptoms and/or function

= Treatment that is intended to maintain a gradual process of healing or to prevent deterioration
or relapse

=  Treatment solely to improve physical performance e.g., endurance, strength, distance,
proprioception, etc.

=  Treatment directed towards biomechanical goals e.g., saggital spinal curve correction in the
absence of operant, and achievable therapeutic goals i.e., pain reduction, increased function

= A general exercise program to promote overall fitness

=  Treatment that is intended to provide diversion or general motivation

= Services rendered solely for the comfort and convenience of the patient

Analogous Terminology:
o Wellness care

o Elective care

o Preventive care

o Palliative care

Primary prevention
Secondary prevention
Tertiary prevention
Non-therapeutic care

O o0o0oOo

Introduction:

Chiropractors, physical and occupational therapists are regularly consulted for the treatment of
chronic or recurrent disorders. It is understandable that, once improvement has been achieved,
clinicians attempt to prevent new events or maintain patients at their optimal level. In the clinical
domain of physical medicine and rehabilitation (inclusive of chiropractic), this type of care is
typically termed maintenance or custodial care. In the context of public health, this type of care
management is described as secondary or tertiary prevention. Secondary prevention is aimed at
preventing subsequent events (episodes); whereas tertiary prevention means that improved
patients, who have incurable conditions, are maintained at the best possible level. Additionally,
individuals may elect to receive care that may mitigate the development of a disorder. This is
termed primary prevention.

There does not seem to be consensus on a uniform definition of maintenance/custodial care.® A
search of electronic databases yielded a number of definitions of maintenance care reported in
healthcare policies, guidelines, descriptive surveys, reviews, commentaries, and texts. [Table 1]
The core elements from these definitions are incorporated into the operational description (above)
of this policy.

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates

3



)
“YOPTUM Utilization Management Policy

Beliefs and Prevalence:

In spite of the general lack of consensus on a singular evidence-based definition for
maintenance/custodial care, the concept seems to be firmly ensconced in the chiropractic
profession. While the evidence is sparse, respondents to surveys appear to heavily favor
maintenance or wellness care for at least some patients (93%), for the ‘average’ patient (98%), or
for the asymptomatic patient (92%).® The conclusions from these surveys, however, are suspect
due to low response rates, a focus on the prevention of non-musculoskeletal disorders, and
possible changes in professional beliefs over time (these data are ~20 years old). More recently, a
survey of 129 members of the Swedish Chiropractors’ Association indicated that 98% of
respondents seem to support the concept of maintenance care.’

Rupert and Jamison published data on the perceptions of maintenance care respectively from
surveys of North American and Australian chiropractors.®® Forty percent of respondents in North
America and 22% of the Australian sampled believed there was adequate research supporting
maintenance care.

A 2007 “practice analysis” compiled by the Federation of State Boards for Physical Therapy did
not include maintenance/custodial care as a measurable component of clinical knowledge or
practice characteristics.'® An additional literature search failed to identify any empirical or
observational data pertaining to the occupational and physical therapy professionals on their
beliefs or prevalence of use, or factors associated with the use of maintenance/custodial care.

The prevalence of maintenance/custodial care has been sparsely reported in chiropractic literature.
A retrospective records review of ~3,000 files in Great Britain concluded that maintenance care
was associated with 36% of the cases.'* A survey of newly graduated chiropractors in Australia
reported that 34% of patients were on maintenance care.'” These estimates again suffer from being
based upon very old data (1976, 1987). A 2005 records audit conducted in the United States by the
Office of the Inspector General, reported that 40% of Medicare-eligible patients’ claims were
representative of maintenance care.® A subsequent audit published in 2009 found no appreciable
change (36%).* A 2007 survey published in a chiropractic professional trade journal reported that
~20% of respondents call their clinics “wellness centers”.® The description of wellness care was
analogous to maintenance/custodial care (above). A direct observational study published in 2010
used pre-defined criteria for making judgments about maintenance care prevalence in private
practice settings found that 22% of the patients in Denmark and 26% in Norway were on
maintenance care.'® The prevalence of use may be higher in certain subgroups. Moller reported
that a mean of 35% (median 42%) of patients seeing chiropractors known to have strong views
favoring preventive care were on maintenance care.’

Patient Selection:

The literature search identified only sparse information on the general indications for maintenance care by
chiropractors and no information by physical or occupational therapists. A survey of 658 North American
chiropractors suggests that there is a common understanding about the purposes of maintenance care.® Over
80% of respondents either agreed or strongly agreed that its purpose was to minimize recurrence or
exacerbation, maintain or optimize health status, prevent conditions from developing, provide palliative
care for “incurable” problems, and to determine and treat subluxation. A small majority (56.2%) of
chiropractors surveyed also agreed the purpose of maintenance care was to prevent subluxation. Jamison
subsequently conducted a survey of 138 Australian chiropractors.’ The results obtained parallel the levels
of agreement found with chiropractors in North America.

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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There appears to be lesser concordance on the body systems/conditions that can be helped by
maintenance/custodial care. Both Rupert and Jamison found surveyed respondents who agreed (>80%) that
maintenance care was appropriate for musculoskeletal conditions and stress. There was less agreement on
the value of maintenance care for conditions directly related to the respiratory, gastrointestinal,
cardiovascular, and reproductive systems.®?

The concept of “maintenance physiotherapy” has been described.*® The criteria list developed from a
consensus definition, however, was analogous to the concept of “supportive care” (see policy # 84 —
Determination of Maximum Therapeutic Benefit). The criteria emphasize consideration of other options,
significant residuals (decreased function and quality of life) at maximum improvement, the application of
standardized clinical outcomes measures, a self-care component, and consideration of eventual discharge.

More recently, work on defining and exploring the concept of maintenance care has been initiated in the
Nordic countries.”***"1%%? |n a series of survey methods publications the Nordic Maintenance Care
Program work group described the criteria used for patient selection by chiropractors in Sweden’,
Denmark'’, and Finland.?” Survey data were then compared to the use of maintenance care in a sampling of
actual practices.™

The results from these surveys suggest there is relative agreement among chiropractors practicing in
different countries and sampled through different methods in relation to clinical decision making about
recommendations for or against maintenance care. “Maintenance care for low back pain appears to be used
in order to prevent further events, in particular with patients who react well to treatment and who have a
long history of previous problems.”’ Hansen, et al.”* summarized the results of a 413 (72% response rate)
chiropractors practicing in Denmark. The non-indications for maintenance care were a good outcome
combined with no previous events, or a past history of LBP associated with a gradual worsening with
treatment. Indications in favor of maintenance care were a good outcome combined with a previous history
of low back pain recurring between once a month and once a year. Most survey respondents indicated that
tertiary preventive care should be recommended only in those circumstances where a patient shows at least
50% improvement during the ‘active’ phase of treatment.” In contrast to survey reporting, a Norwegian
multi-centered outcome study of patients with more persistent or chronic low back pain showed that
maintenance care was, at the one-year follow-up, given mainly to patients who did not have a good short-
term outcome.”

Treatment Protocol:

There appears to be no common convention on the frequency of treatments and duration of the maintenance
treatment program.”® “Thus it is not known if patients on MC [maintenance care] are coerced to partake in a
program of frequent treatments over a long period of time, or if they are actively involved in designing their
own individualized treatment program.”*

Axen, et al have proposed a dual model, “symptom-guided” vs. “clinical findings-guided”, as the
fundamental means by which chiropractors determine treatment in terms of maintenance care.” The
authors incorporated this model within a small survey. Nine case scenarios were presented to 100 Swedish
chiropractors. The 59 respondents selected one of six clinical management strategies for each scenario. The
“symptom-guided model was preferred for patients who presented with the following two vignettes: 1) An
acute attack of LBP of 2 days’ duration and no previous history of LBP. The pain is completely gone after
2 visits. The patient is very worried that the pain will come back again. The patient asks if he could come
back regularly to make sure this will not happen; 2) An acute attack of LBP of 1 week’s duration. The
patient has had several similar attacks over the past 12 months. The pain is completely gone after 2 weeks
of treatment. The “clinical-findings-guided” paradigm also received significant favour.

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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Sandnes, et al.*® authored what appears to be the most comprehensive investigation of the patterns
of intervals between treatments for patients receiving and not on maintenance care, as well as who
decides on the next treatment. Data were collected on 868 patients from 28 Danish and Norwegian
chiropractors using trained observers and standardized recording methods. For patients on
maintenance care, the most common interval between the current and previous visit was 2-4
weeks. The most common interval for the next maintenance care appointment was between 2
weeks and 3 months. In contrast, active or acute care intervals between appointments were usually
less than 1 week. The decision on the interval between maintenance care visits was mainly made
by the chiropractor.

Beyond these broad conceptual approaches there does not appear to be a consensus on the clinical
application of maintenance/custodial care. “The indications for maintenance care and clear
descriptions of preventive treatment for specific types of conditions are not found in the
literature.”*

Efficacy:

A comprehensive literature review of maintenance/custodial care was conducted by a work group.
The minimum search strategy described in the current updated methods guide published by the
Cochrane Back and Neck Group (CBNG) was followed [23]. Bibliographic databases searched
included MEDLINE, EMBASE, Manual Alternative and Natural Therapy (MANTIS), Cumulative
Index to Nursing and Allied Health Literature (CINAHL), and Index to Chiropractic Literature
(ICL) were updated to July 2011. All databases were originally searched from their beginning. In
addition, references were screened, attempts were made to contact authors to obtain omitted data,
and the grey literature was searched for relevant articles. Searches of databases containing
evidence summaries and syntheses were assistive in elevating confidence that the primary search
strategy was sufficiently comprehensive to capture all relevant literature.

Case studies, descriptive surveys, records audits, and opinion papers were not included in the formal
quality appraisal. Additionally, trials that did not assess intermediate-term (~6 months) and/or long-term
(>9 months) outcomes of importance were excluded from the quality appraisal.

A total of six studies were extracted for quality appraisal [Table 2]. A single randomized clinical trial
(RCT) was identified that investigated manipulative therapy for the prevention of chronic neck pain.* Four
studies that evaluated the preventive effects of manipulation for chronic/recurrent low back pain, disability,
or recurrence of disability were subjected to formal appraisal.>>?® A single RCT reporting on the preventive
effect of manipulation for hamstring injuries was identified.*® Risk of bias (RoB) was assessed using the

CBNG approach for RCTs and a modification of the Critical Appraisal Skills Programme (CASP) checklist
was applied to observational designs. With the exception of the RCT conducted by Eklund, et al. (2018), all

the appraised studies were judged to have a high RoB [Tables 3,4]. The Grading of Recommendations
Assessment, Development and Evaluation (GRADE) methodology was used to assess overall evidence
quality.®** The overall quality of evidence was rated very low to low across outcomes for pain intensity,
disability, and work status; most commonly due to study limitations (RoB) and imprecision [Tables 5-8].
Evidence quality was judged to be moderate for the outcome of LBP bothersomeness [Table 9].

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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Martel [24] investigated the effect of high velocity/low amplitude cervical and thoracic manipulation for
the tertiary prevention of chronic neck pain. Following randomization, ninety eight adult subjects received
10-15 sessions of SMT over a five to six week time period. Subjects were then allocated into 3 groups. One
group attended the clinic once/2 months for assessment but no treatment (attention-control). The second
and third groups received monthly SMT. The third group received home exercise instruction in addition to
SMT. Serial outcomes were assessed every 2 months for up to 10 months. Overall, SMT with or without
exercise did not yield significant advantages when compared to the no treatment strategy. There were no
significant between-group differences for the primary and secondary outcome variables [Table 5].

Investigators conducted a pragmatic randomized controlled trial (RCT) to assess the efficacy of
chiropractic maintenance care, as a prevention approach for individuals having recurrent or persistent low
back pain (LBP).® The authors sought to integrate the current state of the evidence with the clinical
decision-making process and maintenance care approach typically employed by chiropractors. Thirty-five
chiropractic clinics in Sweden identified patients, who met initial eligibility criteria and demonstrated an
early (by the 4™ visit) favorable response to treatment. A total of 328 patients were randomized to receive
either symptom-guided/usual care (UC) or maintenance care (MC), with visits planned at 1-3 month
intervals. Patients receiving scheduled chiropractic care at <1 month intervals were excluded from the
study. MC visits typically included manipulative therapy (94%). The primary outcome for the trial was the
number of days with bothersome LBP, which was reported via weekly text messages through the 52-week
study period. Compared to those receiving UC, the MC group had 12.8 days fewer (95% CI 10.1 to 15.6
fewer) of bothersome LBP. The efficacy of MC was not supported; however, as the relative effect (13%
difference favoring MC) did not meet the prespecified clinically meaningful difference between groups of
20% for acute LBP and 30% for chronic LBP.?’ This study was judged to have a low RoB, representing
moderate quality evidence [Table 9].

Two clinical trials that employed similar methodologies and obtained critical outcomes data investigated
the effects of SMT for the tertiary prevention of chronic low back pain. »?® Both studies presented with a
high risk of bias [Table 3] and serious imprecision, which resulted in downgrading the quality rating (very
low) for answering the policy question. [Table 6] After a one month therapeutic care phase, subjects in the
maintenance care group (N=40) received scheduled SMT every 2-3 weeks for 9-months. Subjects receiving
maintenance SMT reported statistically significant lower pain and disability scores compared to the groups
that did not attend maintenance care. Measures of pain intensity (relative and absolute) at both intermediate
and long-term assessments, however, did not achieve the threshold of minimal clinically important change
(MCIC). For the outcome of disability, the mean initial improvements achieved by the maintenance group
were sustained at both intermediate and long-term follow-ups. During the same timeframes, the group not
receiving maintenance manipulation gravitated toward baseline values that approximated but did not
exceed the MCIC threshold. The relative effects (comparisons between groups) modestly exceeded MCIC
values at both intermediate and long-term follow up assessments.

The effect of “health maintenance care” on the recurrence of work disability (secondary prevention) was
investigated in a single retrospective claims data analysis.’ This study was judged to have a high RoB
[Table 4], and was rated as being of very low quality for answering the policy question due to design,
indirectness, and imprecision [Table 7]. Workers’ compensation claims data (894 cases), encompassing a
single carrier in 6 states, were analyzed using an explicit methodology. Analysis was performed from the
perspective of provider type (chiropractor, physical therapist, or physician). “Health Maintenance Care”
was defined as the period after the initial disability episode had ended and the person had returned to work
for >14 days. After controlling for demographics and severity indicators, only those receiving primarily
physical therapy showed significantly greater recurrence rates (HR = hazard ratio) than chiropractic care.
The recurrence rate between those individuals receiving chiropractic care during the health maintenance
care period and those not receiving any services was essentially the same. Calculation of the number
needed to treat (NNT) showed that 96 patients would need to be treated over the course of 1-year to prevent
1 recurrence.

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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A small RCT was conducted to investigate the primary and secondary preventive effects of spinal and/or
extremity manipulation on the occurrence of disabling hamstring injuries.*® This study’s quality was rated
as very low (high RoB, indirectness, imprecision) for answering the policy question. [Table 8] Following
randomization, 59 semi-elite Australian footballers were allocated to receive best practice multimodal
medical and sports science management with or without HVLA manipulation. Subjects received weekly
treatment during the initial phase of the trial (6 weeks). The second phase consisted of one session every 2
weeks for 3 months, followed by one session per month for 3 months. There was no statistical difference
between groups in the prevention of hamstring injuries or weeks missed due to hamstring injury at the end
of the trial (6 months). This trial also sought to investigate the preventive effect of manipulation for low
back pain. Outcomes assessment was not sustained beyond 3 months, which was judged a priori to be
insufficient for answering the policy question.

Risks and Burdens:

Information about the potential risks and burdens associated with maintenance care has largely been
extracted from publications reflective of practices in Scandinavia (chiropractors) and Australia (physical
therapists). While the applicability of these conclusions to other geographic areas should be questioned, it is
notable that the use of maintenance care was highest in Nordic chiropractors who were educated in North
America and tended to have more years of experience.”’ Patient demographic variables did not show any
associations with the application of maintenance care.

In a commentary, Leaver articulated concerns about the application of maintenance care to cases in which
abnormal symptom-focus and illness behavior are being ‘maintained” with ineffective treatment.** The
Nordic Maintenance Care Program work group described a parallel theme associated with maintenance
care, “...there seems to be a general management culture to continue treating patients with LBP past the
initial treatment period.” ’ The relevance of this conclusion is amplified, when observation in clinical
practice settings suggests that maintenance care is given mainly to patients who did not have a good short-
term outcome.”*

A shared-decision making approach between patient and clinician seems appropriate when considering
secondary or tertiary prevention options such as maintenance care. Sandnes et al. (2010)*®, however,
reported the decision on the interval between maintenance care visits was mainly made by the chiropractor.
A long-term care program such as maintenance care, when imposed on patients, may become more of a
passive ritual, removing responsibility for keeping well from the patient to the treatment program. A
passive coping strategy may be detrimental to a patient’s prognosis.*

The burden for some patients to attend open-ended care maintenance care scheduled at intervals between 2
weeks and 3 months has not been investigated. “It might well be relevant to choose a long-term

management strategy in order to prevent further problems or keep them under control. However, this is
only relevant if the patient gains more than it costs in terms of time and money.” %

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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Evidence Rating

Neck Pain:

D No Proven Benefit

Use of maintenance/custodial care for neck pain has not been
shown to improve health outcomes

Low Back Pain:

Potential but Unproven
C Benefit

Use of maintenance/custodial care is supported by some positive
published data regarding safety and/or efficacy for chronic low
back pain, but a beneficial impact on health outcomes has not
been proven for the following reason: the clinical evidence is
imprecise and the quality of evidence is very low.

Hamstring Injury:

D No Proven Benefit

Use of maintenance/custodial care for hamstring injury
prevention has not been shown to improve health outcomes

Other Musculoskeletal Disorders:

D No Proven Benefit

The research regarding use of maintenance/custodial care for the
prevention of other musculoskeletal disorders is so limited that an
appraisal of safety and efficacy cannot be made.

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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42. Woby SR, Roach NK, Urmston M, Watson PJ. The relation between cognitive factors and levels of
pain and disability in chronic low back pain patients presenting for physiotherapy. European Journal
of Pain 2007; 11:869-877

43. Medicare Benefit Policy Manual. Chapter 15 — 30.5. Chiropractor’s Services; rev. 251; 11/30/2018:
https://www.cms.gov/Requlations-and-Guidance/Guidance/Manuals/Downloads/bp102¢15.pdf

44. Medicare Benefit Policy Manual. Chapter 15 — 220.2. Reasonable and Necessary Outpatient
Rehabilitation Therapy Services; rev. 251; 11/30/2018: https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/Downloads/bp102c15.pdf

45. Chiropractic Services. Aetna Clinical Policy Bulletin — 0107; rev. 06/06/2018:
http://www.aetna.com/cpb/medical/data/100 199/0107.html

46. Chiropractic Care. CIGNA HealthCare Coverage Position — 0278. Rev. 2/15/2018:
https://cignaforhcp.cigna.com/public/content/pdf/coveragePolicies/medical/CPG278 chiropractic_care
pdf

47. Physical Therapy. CIGNA HealthCare Coverage Position —135. Rev. 12/15/2018:
https://cignaforhcp.cigna.com/public/content/pdf/coveragePolicies/medical/CPG135 Physical_Therap
y.pdf

48. Occupational Therapy. CIGNA HealthCare Coverage Position — 155. Rev. 12/15/2018:
https://cignaforhcp.cigna.com/public/content/pdf/coveragePolicies/medical/CPG155 Occupational T
herapy.pdf

49. Manipulation Services. Highmark Commercial Medical Policy—Pennsylvania. Policy # Y-9-032; Issue
date: 1/29/2018: https://secure.highmark.com/Idap/medicalpolicy/wpa-highmark/Y-9-032.html

50. Physical Medicine. Highmark Commercial Medical Policy—Pennsylvania. Policy # Y-1-055; Issue
date: 1.01.18: https://secure.highmark.com/ldap/medicalpolicy/wpa-highmark/Y-1-055.html

51. Manipulative Therapy. UnitedHealthcare® Oxford Medical Policy. Policy Number: ALTERNATIVE
011.15 T2; Effective Date: 11/01/2018: https://www.oxhp.com/secure/policy/manipulative_therapy.pdf

52. Rehabilitation Therapy Outpatient Services. Blue Cross and Blue Shield of Tennessee — Provider
Administration Manual. Effective Dec. 2018:
https://www.bcbst.com/providers/manuals/bcbstPAM.pdf

Source Documents: Definition of Maintenance Care

= Medicare Benefit Policy Manual. Chapter 15 — 30.5. Chiropractor’s Services; rev. 251; 11/30/2018:
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/bp102¢15.pdf

= Boisvert L. Advances in Chiropractic. Vol 3. Edited by Lawrence DJ. Chicago: Mosby Year Book Inc.
1996:259

= Haldeman S. Guidelines for Quality Assurance and Practice Parameters. Gaithersburg, MD: Aspen
Publishers 1993: 118

=  Clinical Guidelines for Chiropractic Practice in Canada (Glenerin Guidelines) 1993, 1996; Chapter
14: http://www.ccachiro.org/client/cca/cca.nsf/web/Chapter+14+-+Preventative-
Maintenance+Care!OpenDocument#11%20DEFINITIONS

= Mitchell MC. Maintenance care. The ACA Journal of Chiropractic 1980; 17:53-55

= Breen AC. Chiropractors and the treatment of back pain. Rheumatology and Rehabilitation 1977;
16:46-53

= Boline PD, Sawyer CE. Health promotion attitudes of chiropractic physicians. American Journal of
Chiropractic Medicine 1990; 3:71-76

= Medicare Benefit Policy Manual. Chapter 15 — 220.2 Reasonable and Necessary Outpatient
Rehabilitation Therapy Services; rev. 251; 11/30/2018: https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/Downloads/bp102¢15.pdf

=  Chiropractic Services. Aetna Clinical Policy Bulletin — 0107; rev. 06/06/2018:
http://www.aetna.com/cpb/medical/data/100_199/0107.html
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Physical Therapy. Wellmark Medical Policies. Rev. 12/2010:

http://www.wellmark.com/e%5Fbusiness/provider/medical%5Fpolicies/policies/physical%5Ftherapy.h

tm

Occupational Therapy. Wellmark Medical Policies. Rev. 12/2010:

http://www.wellmark.com/e%5Fbusiness/provider/medical%5Fpolicies/policies/occupational%5Fthera

py.htm

Chiropractic Care. CIGNA HealthCare Coverage Position — 0278. Rev. 2/15/2018:

https://cignaforhcp.cigna.com/public/content/pdf/coveragePolicies/medical/CPG278 chiropractic_care

.pdf

Physical Therapy. CIGNA HealthCare Coverage Position —135. Rev. 12/15/2018:

https://cignaforhcp.cigna.com/public/content/pdf/coveragePolicies/medical/CPG135 Physical Therap

y.pdf

Occupational Therapy. CIGNA HealthCare Coverage Position — 155. Rev. 12/15/2018:

https://cignaforhcp.cigna.com/public/content/pdf/coveragePolicies/medical/CPG155 Occupational T

herapy.pdf

= Manipulative Therapy. UnitedHealthcare® Oxford Medical Policy. Policy Number: ALTERNATIVE
011.15 T2; Effective Date: 11/01/2018: https://www.oxhp.com/secure/policy/manipulative therapy.pdf

= Rehabilitation Therapy Outpatient Services. Blue Cross and Blue Shield of Tennessee — Provider

Administration Manual. Effective Dec. 2018: https://www.bcbst.com/providers/manuals/bchstPAM.pdf
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Source

CMS

Type

Policy

Definitions of Maintenance Care

" Discipline

Chiropractic

Table 1

Definition
A treatment plan that seeks to prevent disease, promote health, and prolong and
enhance the quality of life; or therapy that is performed to maintain or prevent
deterioration of a chronic condition. When further clinical improvement cannot
reasonably be expected from continuous ongoing care, and the chiropractic treatment
becomes supportive rather than corrective in nature, the treatment is then considered
maintenance therapy.

Boisvert

Text

Chiropractic

Appropriate treatment directed toward maintaining optimal body function. This is
treatment of the symptomatic patient who has reached pre-clinical status or maximum
medical improvement, where the condition is resolved or stable.

Haldeman

Professional
Guideline

Chiropractic

Care given to reduce the incidence or prevalence of illness, impairment, and risk
factors, and to promote optimal function.

Glenerin

Professional
Guideline

Chiropractic

Any management plan that seeks to prevent disease, prolong life, promote health and
enhance the quality of life. A specific regimen is designed to provide for the patient's
well-being or for maintaining the optimum state of health.

Mitchell

Commentary

Chiropractic

A regime designed to provide for the patient’s continued well-being or for maintaining
the optimum state of health while minimizing recurrences of the clinical status

Breen

Review

Chiropractic

Treatment either scheduled or elective, which occurred after optimum recorded
benefit was reached, provided there was no evidence of relapse

Boline & Sawyer

Survey

Chiropractic

Regular chiropractic care

CMS

Policy

Physical and
Occupational
Therapy

During the last visits for rehabilitative treatment, the clinician may develop a
maintenance program. The goals of a maintenance program would be, for example, to
maintain functional status or to prevent decline in function... The services of a
qualified professional are not necessary to carry out a maintenance program

Aetna

Policy

Chiropractic

Elective health care that is typically long-term, by definition not therapeutically
necessary but is provided at preferably regular intervals to prevent disease, prolong
life, promote health and enhance the quality of life. This care may be provided after
maximum therapeutic improvement, without a trial of withdrawal of treatment, to
prevent symptomatic deterioration or it may be initiated with patients without
symptoms in order to promote health and to prevent future problems.

CIGNA

Policy

Chiropractic

Chiropractic services are considered not medically necessary if services are
considered maintenance /preventive:

CIGNA

Policy

Physical
Therapy

Services to improve or maintain general physical condition or for long-term
rehabilitative services when significant therapeutic improvement is not expected.

Oxford

Policy

Chiropractic

A regimen designed to provide for the patient's continued well-being or for
maintaining the optimum state of health while attempting to minimize recurrence of a
preexisting condition. Treatment usually follows completion of therapeutic or
supportive care, is directed at a symptomatically stationary condition with anticipation
of maintaining optimal body function, and usually provided on some routine or
regular basis. Treatment is discretionary and elective on the part of the patient. By
definition, medical necessity is absent.

BCBS of TN

Policy

Chiropractic

...treatment for a patient who has no present pain or symptoms above their normal
baseline but seeks to prevent pain /disability, promote health, and enhance quality of
life. A preventive / maintenance program consists of activities that preserve the
patient's present level of function and prevent regression below their functional
baseline. Maintenance begins when the therapeutic goals of a treatment plan have
been achieved, or when no additional functional progress is apparent or expected to
occur. Therapy / treatment used to delay or minimize deterioration for patients
suffering from a chronic condition in the absence of exacerbation (e.g., osteoarthritis,
fibromyalgia) is also considered to be maintenance therapy. Preventive / maintenance
care is not therapeutically necessary.

UnitedHealthcare

Policy

All

CMS definitions
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Table 2: Clinical Studies Meeting Selection Criteria for Quality Appraisal

Population Interventions Outcome Follow-up Results
and Setting & Schedule Variables Assessments
Both groups demonstrated clinically significant
improvement in pain intensity after 4 weeks of
treatment.
- There was no difference in pain-related outcomes at any
of the follow-up periods (1, 4, 7, 10 months)
Self-care ie, use of ice bag was significantly greater at
. VAS (daily di 10-month follow up for LBP-1 compared to LBP-2
(daily diary No significant differences between groups in No. of
Intervention group (LBP-2; n=15): scores averaged for external consults and sick days
- 30 subjects SMT —side-posture technique applied to lumbar reporting)
- Age: average 42.1 and pelvic regions ODI 1-month (end of Control Group (LBP-1)
Descarreaux Quasi- years 3 treatments per week for 4 weeks; total = Self-care frequency initial 12-sessions) | - Did not achieve clinically meaningful improvement in
(2004) Randomized Chronic or SMT sessions followed by... (ice bag) — surrogate - 4-months disability score using a broadly accepted scale (10%
Controlled recurrent LBP (> 6 SMT once every 3 weeks for 9 months for high pain episodes 7-months point change) during the treatment phase of the trial.
[25] Trial months) No. of external 10 months Follow-up measures showed a trend toward the baseline
(Pilot Study) - Tertiary Control group (LBP-1; n=15): consultations score
prevention SMT —m_de-pqsture technique applied to lumbar No. days of sick leave Intervention Group (LBP-2
2 private and pelvic regions  The Int tion G LBP-2) d trated minimal
chiropractic clinics 3 treatments per week for 4 weeks; total = he Intervention sroup ( ) demonstrated minima
SMT sessions clinically important change after 1 month
Follow-up measures at 4, 7 and 10 months did not
demonstrate further meaningful clinical change
Initial improvement in the disability measure was
sustained at each follow-up interval
All Groups:
10-15 treatment sessions over a 5-6 week
period . .
HVLA manipulation (cervical and upper Primary:
thoracic regions) - VAS
Limited myofascial therapy Secondary:
Attention-control group: - cROM (function) Overall, SMT with or without exercise did not yield
- N=98 No treatment HVLA NDI (disability) significant advantages when compared to the no
- Ages 18-60 years - Attended clinic once every 2 months (20-30 BQ (disability) Following initial treatment strategy.
Chronic non- minutes) (symptomatic) - There were no significant between-group differences for
Martel Randomized specific neck pain Standardized short history, VAS, and passive Exploratory treatment phase: the primary and secondary outcome variables
(2011) Controlled - Tertiary palpation SF-12 (HRQOL) 2-months - There were no between group differences for the
Trial prevention Spinal manipulation group: FABQ (fear and - 4-months exploratory variables — fear/avoidance behavior and
[24] Un_i\_/ersity Cervical and upper thoracic manipulation once avoidgnce phenomena 6-months HRQOL ) -
afflllat_ed B per month (10-15 minutes) Exgrmse adherence & 8-months - The atten_tlon-control group utilized more co-
outpatient clinic i i . . co-intervention 10 months intervention and self-care
Spinal manipulation & home exercise group: (diary) No serious adverse events were reported
Cervical and upper thoracic manipulation once Self-care frequency
per month (10-15 minutes) (ice bag) - surrogate
Standardized low-tech exercises (advised to for high pain episodes
perform at least 3 times per week)
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MC group reported 12.8 (95% CI 10.1, 15.6) fewer
days of bothersome LBP (absolute effect)
. N=328 Maintenance care (MC) group: Primary: The relative effect was 13% difference favoring the MC
- Ages 18-65 years Pre-scheduled visits @ 1-3 month intervals - Total # of days with ?:rmép lvsis of the pain traiectories showed th
Eklund Pragmatic - Recurrent and Manipulative therapy was the most commonly- bothersome LBP d.rflfj € ana gs;\sNo € pain r:allfjctr?“es; Ozvfh ted .
(2018) Randomized persistent LBP reported intervention (94%) - Weekly over ftrerence between groups held throughout the study;
Controlled Secondary/tertiary Secondary: 52-weeks however, the difference narrowed between groups

[26] Trial prevention No maintenance care group: Pain trajectories El?r\]/va’:ﬁ(s:the end of(tjhfzstudy. isits MC= 6.7 (95% CI
35 Swedish Usual “symptom-guided” treatment Utilization (visits) 6 66 6.8 .g':lou'[\J/luCSf4 8 grg;rec\:'Z'; [4 9 - (h 1°2_
chiropractic clinics - Adverse events 6, 6.8); No T (95% 7, 4.9)] over the

month study period.
No serious adverse events reported
All groups: ) Primary:
Home exercise program ODI (disability)
Sham group: Secondary: S_ubj_e_cts in the second_ and thifd groups experienced
- N=93 12 sham SMT sessions over 1 month T VAS (yf;lin) significantly lower pain and disability scores compared
- Ages 20-60 years No treatment for following 9-months SF-36 p | health 1- month to the control group after the initial 1-month treatment
Chronic non- (ggnera_ ealth) (immediately after period.
Senna Randomized specific LBP SMT group: GRS (satisfaction 12 sessions) Subjects receiving maintenance SMT reported
(2011) Controlled Tertiary 12 SMT (3x/wk) for 1 month with outcome) 4-months significantly lower pain and disability scores compared
Trial prevention No treatment for following 9 months Objective measures: 7-months to the SMT group.

[28] Un_i\_/ersity SMT + Maintenance group: Modified Schober test 10-months Sub_jects rec_eiving mai_ntenance SMT achigved_
affiliated 12 SMT (3x/wk) for 1 month & lateral bending noticeable differences in secondary and objective
outpatient clinic Maintenance treatment every 2 wks for 9 measurement outcomes compared to the SMT group.

months (mobility)
- 11% (N=98) experienced recurrent disability because of
work-related LBP.
- N=894 Interventions defined from the perspective of - Time to disability Provider type was significantly associated with recurrent
- Ages 17-65 years provider type: recurrence disability
- LBP Chiropractic Unadjusted hazard ratios (HR) were calculated using
Cifuentes Observational Secondary Physical therapy Recurrent Disability = a Cases followed for chiropractic care as the referent (1.0); Physical therapy
(2011) study prevention Physician services resumption of temporary 1-year and physician patients’ disability recurrence rates were
(retrospective - Workers’ total disability 2.0 and 1.6 respectively; Non-treated individuals HR
[29] records Compensation Health Maintenance Care = the period after the compensation after a was 1.2
review) records (USA) initial disability episode had ended and the person | period of health - After controlling for demographics and severity
Claims from 6 had returned to work for >14 days maintenance care indicators, only the physical therapy HR remained
states significantly greater than chiropractic
The recurrence rate between those individuals receiving
chiropractic care during the health maintenance care
period and those not receiving any services was
essentially the same
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- N=59 Phase 1 (1 session/week for 6 weeks)
- Ages 18-27 years Control Group:
- Semi-elite Best practice multimodal medical and sports Primary:
Australian science management (pragmatic) Injury-related athletic LBP:
footballers Intervention Group: disability (missed - 3-months - There was no statistical difference between groups in the
Hoskins Hamstring injuries | - Same as control group plus sports chiropractic match) (following prevention of hamstring injuries or weeks missed due to
(2010) Randomized LBP intervention (discretionary HVLA manipulation phase 1) hamstring injury
Controlled Primary and of spine and/or extremities) Secondary: - There was a positive and statistically significant change
[30] Trial secondary MPQ-SF (LBP pain) Hamstring Injury: for the intervention group for overall and current LBP
prevention Phase 2 (1 session/2 wks for 3 months; 1 - SF-39 (general health) | - 6-months No adverse events were reported
Private outpatient session/month for 3 months) - Adverse events (following
clinic Control group: phase 1
- Same as Phase 1
Intervention group:
- Same as Phase 2
Abbreviations:
0  SMT - Spinal manipulative therapy

OO0OO0OO0OO0OO0OO0OO0

HRQL - Health related quality of life
HVLA - High velocity low amplitude
NDI — Neck Disability Index

VAS - Visual Analog Scale

GRS - Global Rating Scale

MPQ-SF — McGill Pain Questionnaire — Short Form

ODI - Oswestry Disability Index
BQ - Bournemouth Questionnaire

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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Table 3. Risk of Bias (limitations in study design or implementation)

Bias Domain Source of Bias Martel* Descarreaux” | Eklund® Senna”® Hoskins®

Selection 1.  Was the method of randomization Yes Unclear Yes Yes Yes
adequate?

Selection 2. Was the treatment allocation Yes Yes Yes Unclear Unclear
concealed?

Performance | 3.  Was the patient blinded to the
intervention?

Performance | 4. Was the care provider blinded to the
intervention?

Detection 5. Was the outcome assessor blinded
to the intervention?

Attrition 6.  Was the drop-out rate described
and acceptable?

Attrition 7. Were all randomized participants
analyzed in the group to which they
were allocated?

Reporting 8.  Arereports of the study free of Unclear
suggestion of selective outcome
reporting?

Selection 9.  Were the groups similar at baseline Yes Yes Yes Yes Unclear
regarding the most important
prognostic indicators?

Performance | 10. Were co-interventions avoided or Yes Unclear Unclear Unclear Unclear
similar?

Performance | 11. Was the compliance acceptable in Yes Yes Yes Unclear Unclear
all groups?

Detection 12. Was the timing of the outcome Yes Yes Yes Yes Yes
assessment in all groups similar?

Judgment High RoB High RoB Low RoB High RoB High RoB

Key: RoB =risk of bias; Low RoB = sources of bias are unlikely to alter the results seriously; High RoB = bias may alter the results

seriously

Source:

Higgins JPT, Altman DG, Ggtzsche PC, et al. The Cochrane Collaboration’s tool for assessing risk of bias in randomised
trials. BMJ 2011;343:d5928

A study was considered to be at low risk of bias if it fulfilled three key criteria related to randomization, allocation concealment and
outcome assessor blinding.

Sources:

Van Tulder M, Furlan A, Bombardier C, Bouter L; Editorial Board of the Cochrane Collaboration Back Review Group.
Updated method guidelines for systematic reviews in the Cochrane Collaboration Back Review Group. Spine
2003;28:1290-1299.

Higgins JPT, Green S. Cochrane handbook for systematic reviews of interventions. Version 5.1.0. London: Cochrane
Collaboration; 2011.
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Table 4. Risk of Bias (limitations in study design or implementation)

Title: Cifuentes M, Willets J, Wasiak R. Health maintenance care in work-related low back pain and its
association with disability recurrence. Journal of Occupational and Environmental Medicine 2011; 53:396-

404
No. Source Assessment Notes
Did the study address a clearly focused
1 issue? Yes
Did the authors use an appropriate
2 method to answer their question? Yes
3 Was the cohort recruited (identified) in Yes Representative of a defined population (Workers’
an acceptable way? Compensation cases)
4 Was the exposure accurately measured to Yes
minimize bias?
5 Was the outcome accurately measured to Yes
minimize bias?
6(A) Have all important confounding factors No Prior history of LBP, contextual work-related factors
been considered? (psychosocial and physical demands) were not identified
in the data analysis**
6(B) Were the identified confounders taken
into account in the design and/or Yes
analysis?
7(A)  Was the follow-up of subjects complete Yes
enough?
7(B) Was the follow up of subjects long
enough? Yes

Source: Critical Appraisal Skills Programme (CASP) [modified]. Solutions for Public Health 2010; NHS, UK:
http://www.sph.nhs.uk/what-we-do/public-health-workforce/resources/critical-appraisals-skills-programme

** Fayad F, Lefevre-Colau MM, Poiraudeau S, et al. Chronicity, recurrence, and return to work in low back pain:
common prognostic factors. Annales de réadaptation et de médecine physique 2004; 47:179-189
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Table 5: Quality Assessment & Summary of Findings by Critical Outcomes: Manipulation for Tertiary Prevention of Chronic Neck Pain

Quality Assessment Summary of Findings
No of Design Study Inconsistency Indirectness Imprecision Other No. of Patients Effect Quality
studies Limitations Considerations

(RoB) (AE reporting, Int’n: Control:  Relative Absolute
publication bias, manip.; = placebo; Benefit Benefit
dose-response) mobs sham; (Effect (+SD)
active Size)

Pain intensity — Long-term follow-up (9-months after randomization; range of scores: -; better indicated by less) MCIC = 2.0 cm
SMT: C: +0.4cm
1 RCT Serious No important No serious Imprecise data Adverse events 36-SMT 29 - -0.4cm (+29
limitations inconsistencies indirectness -2 were monitored — 33-SMT | control (0.15) SMT: 00 (+ | VeryLow
-1 [B] no serious events | + exercise SMT+Ex: | 2.3)
[A] -0.9cm SMT+EX:
(0.24) 0.5 (+23)
Disability — NDI — Long-term follow-up (9-months after randomization; range of scores: -; better indicated by less) MCIC =10 pts
SMT: C: -4.0 pts
1 RCT Serious No important Some Imprecise data Adverse events 36-SMT 29 - +2.0 pts (+14.0) Low
limitations inconsistencies uncertainty -1 were monitored — | 33-SMT | control (-0.29) SMT:-2.0 pts
[A] [C] no serious events | + exercise SMT+Ex: | (+12.1)
-0.9 pts SMT+EX:
(0.37) -4.2 (+ 11.8)
Disability — BQ — Long-term follow-up (9-months after randomization; range of scores: -; better indicated by less) MCIC = 34%
SMT: C: -35 pts
1 RCT Serious No important Some Imprecise data Adverse events 36-SMT 29 - -2.3 pts 16% (+ 12.7) Low
limitations inconsistencies uncertainty -1 were monitored — | 33-SMT | control (0.24) SMT:-5.8 pts
[A] [C] no serious events | + exercise SMT+Ex: | 31% (+10.4)
-3.3 pts SMT+EX::
(0.39) -6.8 pts 44%
(+ 11.0)

Key: AE - adverse events; RCT — randomized controlled trial; N/A — not applicable; nc — not calculated data not available; Int’n — intervention group; Quality — Cochrane GRADE of high, moderate,
low, or very low; Cl — confidence interval; SMT — spinal manipulative therapy

A. High risk of performance, detection and reporting bias
B. There is only one study for the outcome; Optimal information size criterion not met; ClI cross the threshold of minimal clinically important change (confidence in results decreased by 2)
C. There is only one study for the outcome; Optimal information size criterion not met (confidence in results decreased by 1)

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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Table 6. Quality Assessment & Summary of Findings by Critical Outcomes: Manipulation for Tertiary Prevention of Chronic Low Back Pain

No of
studies

Design

Study
Limitations
(R0]5))

Quality Assessment

Inconsistency

Indirectness

Imprecision

Other
Considerations
( publication
bias, dose-
response)

Summary of Findings

No. of Patients

Int’n:

SMT

(main-
tenance)

Control:
No Tx
(after
initial
SMT
period)

Relative
Effect
(Effect

Size)

Effect
Absolute

Effect

Quality

Pain intensity — Long-term follow-up (9-months; range of scores: better indicated by less) MCIC =2.0cm
Very serious no important No indirectness Very serious publication bias: 15 No SMT: Vi
2 RCT limitations inconsistencies imprecision undetected; no dose 40 M (0.964) +0.96 ery
-2 -2 gradient reported SMT: -0.59 Low
[Al [B]
Pain intensity — Intermediate-term follow-up (6-months; range of scores: better indicated by less) MCIC =2.0cm
Very serious no important No indirectness very serious publication bias: 1.15 No SMT: v
2 RCT limitations inconsistencies imprecision undetected; no dose 40 M (0.936) +0.64 ery
) -2 gradient reported SMT: -0.41 Low
[A] [B]
Disability — Long-term follow-up (9-months; range of scores: better indicated by less) MCIC =10 pts
Very serious no important No indirectness very serious publication bias: 13.85 No SMT: v
2 RCT limitations inconsistencies imprecision undetected; no dose 40 M (0.96) +9.82 ery
-2 -2 gradient reported SMT: -4.03 Low
[A] [B]
Disability — Intermediate-term follow-up (6-months; range of scores: better indicated by less) MCIC = 10 points
Very serious no important No indirectness very serious publication bias: 9.8 No SMT: v
2 RCT limitations inconsistencies imprecision undetected; no dose 40 M (0.93) +8.01 ery
-2 -2 gradient reported SMT: -2.26 Low
[A] [B]

Key: RCT - randomized controlled trial; N/A — not applicable; nc — not calculated data not available; Int’n — intervention group; Quality — Cochrane GRADE of high, moderate, low, or very low; RoB - risk of bias; SMT — spinal

manipulative treatment; MCIC — minimal clinically important change

A.  High risk of performance and detection bias for both trials. The larger trial (Senna; N=93) also had a high risk of attrition bias (~35% overall drop-out rate; ~25% in the SMT groups; these subjects were not included in the
analysis) at 10-month follow-up. (confidence in study results decreased by 2)

B.  The optimal sample size criterion was not met. The larger trial (Senna) did not provide confidence interval (CI) reporting. The CI for the maintenance care group crossed the minimal clinically important change threshold.
Outcomes not reported in terms of risk (group means only). (confidence in results decreased by 2)

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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Table 7. Quality Assessment & Summary of Findings by Critical Outcomes: Manipulation for Secondary Prevention of Low Back Pain

Quality Assessment Summary of Findings
No of Design Study Inconsistency Indirectness Imprecision Other No. of Patients Effect Quality

studies Limitations Considerations _
(RoB) ( publication Int’n:  Control: Relative  Absolute

bias, dose- Chiro. No Tx Effect Effect
response) (main- (after (RR)
tenance) initial
disability
period)

Work Disability Recurrence — Long-term follow-up (12-months; range of scores: better indicated by less)

Some no important serious very serious publication bias: 0.01 Very
1 Obs. limitations inconsistencies indirectness imprecision undetected; no 184 146 0.989 Low
-1 -2 -2 dose gradient NNT: 95.94
[A] [B] [C] reported

Key: Obs. — observational study; N/A — not applicable; nc — not calculated data not available; Int’n — intervention group; Quality — Cochrane GRADE of high, moderate, low, or very low; SMT — spinal
manipulative treatment; NNT — number needed to treat; RR — relative risk

A. Some important confounding factors were not considered in the study methodology

B. The study employed several surrogate measures. Indirectness was present: in the use of treatment following return to work as a proxy for health maintenance care (HMC); the use of provider-type
as a proxy for management approach; and work-disability recurrence as a proxy for the number of clinically meaningful recurrences. (confidence in results decreased by 2)

C. The optimal sample size criterion was not met. There was only a single study for the critical outcome (confidence in results decreased by 2)

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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Table 8. Quality Assessment & Summary of Findings by Critical Outcomes: Manipulation for 1° & 2° Prevention of Hamstring Injury

Summary of Findings
Imprecision Other No. of Patients Effect Quality
Considerations

Quality Assessment
No of Design Study Inconsistency Indirectness

studies Limitations _
(RoB) ( publication Int’'n:  Control: Relative  Absolute

bias, dose- Chiro. =~ NoSMT  Effect Effect
response) (SMT) (OR)

Incidence of Hamstring Injury — Long-term follow-up (6-months)

Some No important Very serious Very serious | Publication bias: 0.116 Very

1 RCT limitations inconsistencies indirectness imprecision undetected; no 29 30 95% Cl = N/A Low
-1 -2 -2 dose gradient 0.013-
[A] [B] [C] reported 1.019

Key: 1° — primary; 2° — secondary; RCT — randomized controlled trial; N/A — not applicable; nc — not calculated data not available; Int’n — intervention group; Quality — Cochrane GRADE of high,
moderate, low, or very low; SMT — spinal manipulative treatment; MCIC — minimal clinically important change; RR — relative risk; HVLA - high velocity / low amplitude; OR — odds ratio

A. High risk of selection and performance bias. Unclear risk of reporting bias. (confidence in results decreased by 1)
B. Manipulation (HVLA) was provided in only 56% of the treatment rendered to the intervention group. There was wide variation in the amount and location (region) of manipulation making

replication in broader settings unlikely. (confidence in results decreased by 2)
C. The optimal sample size criterion was not met. The Cl crossed the threshold of benefit/no benefit. There was only a single study for the critical outcome (confidence in results decreased by 2)

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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Table 9. Quality Assessment & Summary of Findings by Critical Outcomes: Manipulation for 2° & 3° Prevention of Bothersome LBP

Quality Assessment Summary of Findings
No of Design Study Inconsistency | Indirectness  Imprecision Other No. of Patients Effect Quality
studies Limitations Considerations

(RoB) ( publication bias, MC No MC  Relative Absolute

dose-response) Effect Effect
(95% CI) (95% CI)

Fewer days with bothersome LBP — Long-term follow-up (12-months; range of scores: better indicated by less)

No dose gradient

reported; No serious 13% 12.8 days fewer
1 RCT No serious Not serious® Not serious® Some AE; Study was 166° 161 favoring the Moderate
limitations® imprecision® modestly MC group (10.1t0 15.6
underpowered®; Few (N/C)™ fewer)'

missing data (1.1%)"

Key: 2° — secondary; 3° — tertiary; AE — adverse events; Cl — confidence interval; MC — maintenance care; N/C — not calculated data not available; RCT — randomized controlled trial; RoB — risk of bias

Low RoB for the critical criteria related to randomization, allocation concealment and outcome assessor blinding

No significant variation in effect estimates among participants (95% of participants had between 10 and 15.5 days fewer days with bothersome LBP)

Participants and intervention similar to typical application of MC; outcome relevant to participants; relatively narrow 95% CI, with lower and upper limits all showing fewer bothersome days
Single study for the outcome measured (confidence in the results reduced by 1)

Potential for ‘power bias’, where the study is less likely to distinguish a small effect from chance

Data set included 16,505 data points recorded weekly over 52-weeks

94% of MC visits included manipulation

The relative effect (13% difference favoring MC) did not meet the prespecified clinically meaningful difference of 20% for acute LBP and 30% for chronic LBP

Approximately one day fewer of bothersomeness per month favoring MC

“Iommoowy
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What are the Policies/Positions of Other Organizations?

Organization

Medicare Benefit
Policy Manual

Policy Information

Chapter 15 — 220.2.
Reasonable and
Necessary Outpatient
Rehabilitation Therapy
Services

Rev. 251; 11/30/2018

Utilization Management Policy

Table 10

Position
During the last visits for rehabilitative treatment, the clinician may
develop a maintenance program. The goals of a maintenance
program would be, for example, to maintain functional status or to
prevent decline in function. The specialized skill, knowledge and
judgment of a therapist would be required, and services are covered,
to design or establish the plan, assure patient safety, train the
patient, family members and/or unskilled personnel and make
infrequent but periodic reevaluations of the plan.

The services of a qualified professional are not necessary to carry
out a maintenance program, and are not covered under ordinary
circumstances. The patient may perform such a program
independently or with the assistance of unskilled personnel or
family members.

Where a maintenance program is not established until after the
rehabilitative therapy program has been completed (and the skills of
a therapist are not necessary) development of a maintenance
program would not be considered reasonable and necessary for the
treatment of the patient’s condition. It would be excluded from
coverage under §1862(a)(1) of the Act unless the patient’s safety
was at risk (see below).

Medicare Benefit
Policy Manual

Chapter 15 -30.5.
Chiropractor’s
Services

Rev. 251; 11/30/2018

Under the Medicare program, Chiropractic maintenance therapy is
not considered to be medically reasonable or necessary, and is
therefore not payable. Maintenance therapy is defined as a treatment
plan that seeks to prevent disease, promote health, and prolong and
enhance the quality of life; or therapy that is performed to maintain
or prevent deterioration of a chronic condition. When further
clinical improvement cannot reasonably be expected from
continuous ongoing care, and the chiropractic treatment becomes
supportive rather than corrective in nature, the treatment is then
considered maintenance therapy.

CIGNA
HealthCare

Chiropractic Care
Policy # 0278
Revised: 2/15/2018

Chiropractic manipulation and adjunct therapeutic
procedures/modalities (e.g., mobilization, therapeutic exercise,
traction) are not covered when services are not related to the
patient’s symptoms, not likely to result in long-term improvement,
or do not have defined endpoints, including maintenance,
preventive or supportive care or care provided to prevent
recurrences or slow deterioration or services provided to reduce
potential risk factors where significant improvement is not
expected.

CIGNA
HealthCare

Physical Therapy
Policy # 135
Revised: 1/01/2018

Occupational Therapy
Policy # 155
Revised: 1/01/2018

Therapy services are not medically necessary when the individual’s
condition does not have the potential to improve or is not improving
in response to therapy; or would be insignificant relative to the
extent and duration of therapy required; and there is an expectation
that further improvement is NOT attainable.

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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Highmark Physical Medicine Physical medicine services performed repetitively to maintain
Policy Y-1-055 a level of function is not eligible for payment unless the
Issued: 1/01/2018 member has Habilitative Services benefits.

Highmark Manipulative Services Physical medicine services performed repetitively to maintain

Policy Y-9-032
Issued: 1/29/18

a level of function is not eligible for payment unless the
member has Habilitative Services benefits.

Blue Cross & Blue
Shield - NC

Chiropractic Services
Accessed: 2/22/2018

Maintenance programs are not covered

UnitedHealthcare /
Oxford

Manipulative Therapy
Policy # 011.12 T2
Approved: 11/01/2018

Manipulative therapy is unproven for:
e  Prevention/maintenance/custodial care

Aetna

Policy # 0107
Approved: 6/06/2018

+ Once maximum therapeutic benefit has been achieved,
continuing chiropractic care is considered not medically
necessary

+  Chiropractic manipulation in asymptomatic persons or in
persons without an identifiable clinical condition is
considered not medically necessary

+  Chiropractic care in persons, whose condition is neither
regressing nor improving, is considered not medically
necessary

Blue Cross & Blue
Shield of Tennessee

Rehabilitation Therapy
Outpatient Services
Revised: 12/2018

Therapy services normally not covered include, but are not
limited to treatment beyond what can reasonably be expected
to significantly improve health, including therapeutic
treatments for ongoing maintenance or palliative care.

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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PLAIN LANGUAGE SUMMARY

Maintenance/Custodial Care

Plain Language Summaries are a service provided by Optum* by OptumHealth Care Solutions,
LLC to help patients better understand the complicated and often mystifying language of modern
healthcare.

Plain Language Summaries are presented to supplement the associated clinical policy and/or
guideline. These summaries are not a substitute for advice from your own healthcare provider.

What is maintenance/custodial care and what is known about it so far?

Musculoskeletal pain is a common experience for most people. Traditional nonsurgical treatments
that are helpful for some patients with musculoskeletal pain include physical therapy, manipulation
(chiropractic), exercise, and drugs (pain killers, anti-inflammatory drugs, and muscle relaxants).
Most treatments reach a point where either patient complaints have resolved or no further
improvement can be expected. It is understandable that, once improvement has been achieved,
some patients choose to continue with periodic in-office care with an expectation of preventing
recurrences or to keep a chronic condition from worsening. This type of care is termed
Maintenance or Custodial Care.

Most healthcare benefit certificates do not include coverage for maintenance (custodial) care,
when rendered in a chiropractic, physical therapy or occupational therapy office.

How was the maintenance/custodial care benefit evaluated?

A work group of clinicians was assigned to review the available research. The internet and
journals were searched for policies and articles that provided information about 1) current
descriptions and uses of maintenance/custodial care; 2) are there types of patients or conditions
likely to benefit from maintenance (custodial) care; 3) what is/are the recommended treatment
schedules for patients who elect to receive maintenance care; and 4) is there scientific literature
confirming that either new episodes can be prevented or chronic symptoms can be kept from
worsening?

After gathering and analyzing this information, a policy was presented to a series of committees
that included independent health care practitioners.

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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What did the work group find?

e The value of maintenance/custodial care is unclear

e The research regarding the use of maintenance/custodial care is limited and of
very low quality that conclusions about the types of patients and/or conditions
likely to benefit from regular maintenance/custodial care cannot be made

e Other health care organizations and governmental agencies have reached the
same conclusions

e There is a need for additional research studies

What were the limitations of the information?

The majority of research related to maintenance/custodial care was performed by chiropractors.
Much of this research is based upon opinion. There is little to no information about how this type
of care is actually provided by physical and occupational therapists.

What are the conclusions?

Maintenance/custodial care is considered to be unproven and not medically necessary due to
insufficient scientific evidence of benefit in the treatment of disorders typically managed by
chiropractors, physical therapists and occupational therapists.

What are the options?

Once complaints have either resolved or no further improvement can be expected, the patient
and treating provider may consider:

a) Discharge from scheduled in-office care with home-care recommendations

b) Discharge from scheduled in-office care; return for treatment only when complaints
noticeably worsen in spite of self-care measures

c) Electto pursue maintenance/custodial care, which is not a covered benefit.
0 The patient may be required to sign a “Billing Acknowledgement Form” prior to
receiving maintenance/custodial care.* (*not required in NJ)
0 By signing this form, a patient assumes financial responsibility for maintenance
(custodial) care.

*Optum is a brand used by OptumHealth Care Solutions, LLC and its affiliates
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Policy History/Revision Information

Date Action/Description

3/07/2001 Original effective date

9/20/2002 Annual review and approval completed

11/11/2003 Annual review and approval completed

10/18/2004 Annual review and approval completed

2/14/2006 Annual review and approval completed

4/10/2008 Annual review and approval completed

10/09/2009 Policy revised. Added were: an updated and detailed literature review and Plain Language
Summary

1/15/2009 Policy retitled (from Preventive/Maintenance Care to Maintenance/Custodial Care); Policy
reformatted

4/30/2009 Annual review and approval completed

4/08/2010 Annual review and approval completed

10/26/2010 Policy rebranded to “OptumHealth Care Solutions, Inc. (OptumHealth)”

4/07/2011 Annual review and approval completed

10/13/2011 Policy revised to include recently published clinical trials and data produced by the Nordic
Maintenance Care Program

4/19/2012 Annual review and approval completed

4/18/2013 Annual review and approval completed

4/17/2014 Annual review and approval completed; Policy rebranded “Optum* by OptumHealth Care
Solutions, Inc.”

4/16/2015 Annual review and approval completed

4/21/2016 Annual review and approval completed

4/20/2017 Annual review and approval completed. Legal entity name changed from “OptumHealth Care
Solutions, Inc.” to “OptumHealth Care Solutions, LLC.”

4/26/2018 Annual review and approval completed: Updated Table 7 and associated references

4/25/2019 Annual review and approval completed; Revised Efficacy section and Tables 2, and 10. Added
Tables 3 and 9; Updated associated references

4/23/2020 Annual review and approval completed

Contact Information

Please forward any commentary or feedback on Optum utilization management policies to:
policy.inquiry@optumhealth.com with the word “Policy” in the subject line.
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