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Application

This Medical Policy only applies to the state of Louisiana.

Coverage Rationale

Cervical artificial total disc replacement with an FDA-approved prosthetic intervertebral
| disc is proven and medically necessary in certain circumstances for treating one-level or
two contiguous levels of cervical Degenerative Disc Disease (C3 to C7), in a Skeletally

Mature individual with symptomatic radiculopathy and/or myelopathy.

Cervical artificial disc replacement with an FDA-approved prosthetic intervertebral disc
is proven and medically necessary for treating one level or two contiguous levels of
cervical Degenerative Disc Disease, in a Skeletally Mature individual with a history of
cervical spinal fusion at another level (adjacent or non-adjacent).

Cervical artificial disc replacement at one level combined with cervical spinal fusion
surgery at another level (adjacent or non-adjacent), as part of the same surgical plan,

is unproven and not medically necessary due to insufficient evidence of efficacy.

For medical necessity clinical coverage criteria, refer to the InterQual® CP: Procedures,
Artificial Disc Replacement, Cervical.

Click here to view the InterQual® criteria.
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Lumbar artificial total disc replacement with an FDA-approved prosthetic intervertebral
disc is proven and medically necessary for treating single level lumbar Degenerative Disc
Disease with symptomatic intractable discogenic low back pain in a Skeletally Mature
individual. when—there-—are no—contraindiecations~

o + 1 4+ 4+ 4 £ 2 1 g S
Mo Tr—h—thr perrtoneumy—recroperrtoneun F—S3t —TrMprantatIon
e + + A B ( Vo DRESCA
S€ POXroesSES ¥ S€ PeRTa—aS—aerErIRea—0Oy—% re—{tWIthTH 2 yearr—ooXsy—Stah
& T 1 + a a 1 1.3 = +
=+ Tatet—fraaIrCura¥ HPE FOR—SYyYRaErOMmeSy SP Tt (Saes = (S=ac) ArerFRriration
Py fal + |
TP RaTT—StenoSES F—raGaIrCuropatny
& D 1 +=1] EENEVS 3 = =2 ] d—+h 3
¥ TOUS—UMoatE—SPTht SHEGELEY—WnReE Sy Pr TOUS—SUEGeEYy—CEeStaoT T a—ttr SPri ¥
T B + ISESNE RSN S+ N 1 1 £ + 1 Ny 1 oo ol e 1o arn ST+ A o ISP TR £ nod
W x 1t ST o —Ctt == == T—trt E TOUS—SHESECEY TS abt——artCERat SOuE T—Pattt
. Unceialasr il aed oo > I N e -1 . W AP RPN TN I N
aTSCH oty BroTogTCa=Ty ¥ theEr perTrcontaT e tropcErTrcontCorpPotaoTr o8y tiiat Hay
Braclaad oo £ N PN PR PRI, . ST o LN S eraies
PE EmeaSs Sat oha—aaegtaat o cCETor—SPTie POStHE oS FCeguIr o T o Tt SBEGCEEY

For medical necessity clinical coverage criteria, refer to the InterQual® Client Defined,
CP: Procedures, Artificial Disc Replacement, Lumbar (Custom) - UHG.

Click here to view the InterQual® criteria.

Lumbar artificial total disc replacement is unproven and not medically necessary at more
than one spinal level in—+the follewing situations—due to insufficient evidence of
efficacy.+
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Skeletally Mature: The apparent stage of development the bones of a growing child or
adolescent. It is determined with radiological studies. The determination is used to
analyze normal and disordered growth in children (Venes, 2021).
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Applicable Codes

The following list (s)
purposes only and may not be all inclusive.

of procedure and/or diagnosis codes is provided for reference
Listing of a code in this policy does not

imply that the service described by the code is a covered or non-covered health service.

Benefit coverage for health services is determined by federal,
requirements and applicable laws that may require coverage for a specific service.

or contractual
The

state,

inclusion of a code does not imply any right to reimbursement or guarantee claim payment.

Other Policies and Guidelines may apply.

CPT Code Description

*0098T Revision including replacement of total disc arthroplasty (artificial
disc), anterior approach, each additional interspace, cervical (List
separately in addition to code for primary procedure)

*0165T Revision including replacement of total disc arthroplasty (artificial
disc), anterior approach, each additional interspace, lumbar (List
separately in addition to code for primary procedure)

22856 Total disc arthroplasty (artificial disc), anterior approach, including
discectomy with end plate preparation (includes osteophytectomy for nerve
root or spinal cord decompression and microdissection); single
interspace, cervical

22857 Total disc arthroplasty (artificial disc), anterior approach, including
discectomy to prepare interspace (other than for decompression), single
interspace, lumbar

22858 Total disc arthroplasty (artificial disc), anterior approach, including
discectomy with end plate preparation (includes osteophytectomy for nerve
root or spinal cord decompression and microdissection); second level,
cervical (List separately in addition to code for primary procedure)

*22860 Total disc arthroplasty (artificial disc), anterior approach, including

removing discectomy to prepare interspace (other than for decompression); second
asterisk interspace, lumbar (List separately in addition to code for primary
procedure)

22861 Revision including replacement of total disc arthroplasty (artificial
disc), anterior approach, single interspace; cervical

22862 Revision including replacement of total disc arthroplasty (artificial
disc), anterior approach, single interspace; lumbar

22899 Unlisted procedure, spine

CPT® is a registered trademark of the American Medical Association

Codes labeled with an asterisk (*)

are not on the State of Louisiana Medicaid Fee

Schedule and therefore may not be covered by the State of Louisiana Medicaid Program.

Description of Services

Artificial total disc replacement refers to the replacement of a degenerating
intervertebral disc with an artificial disc in adults with Degenerative Disc Disease

(DDD)

intended to preserve range of motion (ROM)

Total Artificial Disc Replacement for the Spine
UnitedHealthcare Community Plan Medical Policy

in either the lumbar or cervical region of the spine.
and reduce pain.
degenerated disc and have been proposed as a means of improving flexibility,
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spinal curvature and providing an equalized weight-bearing surface,
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while reducing or

possibly eliminating pain
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Clinical Evidence

Hybrid Surgery (HS) for Cervical Spine

Artificial disc
level (adjacent
clinical trials
not been firmly

or non-adjacent
established.

An ECRI 2021 report focused on
degenerative disc disease (DDD)

cervical discs and anterior cervical discectomy and fusion (ACDF).

replacement at one level combined with spinal fusion surgery at another

There are few

) 1s referred to as hybrid-surgeryHS.

to support improved health outcomes and patient selection criteria has

Simplify’s safety and effectiveness for treating cervical
and how they compare with those of other artificial
One prospective,

historical control trial (n = 2
neurological status, functional

2-year follow-up after treatment with Simplify
treated with ACDEF.
life at 2-year follow-up compared with baseline.

historical control (n = 117)

Index (NDI) and Visual Analogue

67)
status,

of patients with cervical DDD reported on pain,
reintervention rates, and adverse events (AEs) at
(n = 150) compared with outcomes of a

The study also reported on quality of
Both treatments improved Neck Disability
Scale (VAS) scores from baseline. The 12-Item Short Form

Survey quality of life scores improved 19.6 points
in patients treated with Simplify.
“very satisfied” compared with 70%
The study reported no statistical differences in AEs.

(mental component)
treated with Simplify were

(physical component) and 9.8 points

The study reported 88% of patients
of those treated with ACDF.
The report concluded that Simplify

appears to be safe and more effective than ACDF for reducing pain and improving

functional status in patients w
on one historical control study
blinding,

and parallel control groups.
other cervical disc arthroplasty devices.

ith cervical DDD at 24-month follow-up. Evidence is based
at high risk of bias due to lack of randomization,

There were no studies that compared Simplify with
Additional randomized controlled trials are

needed to validate Simplify’s safety and effectiveness.
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Wang et al. (2021) performed a retrospective study to compare the clinical and radiologic

outcomes of 3-level hybrid—sureg

+ {HS) —

cervical disc fusion)
the HS group and 37 patients in
+0.662 in the HS group and 2.38
scores were 2.192 +0.79% and 2.

Japanese Orthopedic Association

and 3-level ACDF.

(cervical disc replacement performed before
The study included 101 patients: 64 patients in
the ACDF group. The VAS neck scores decreased to 2.582

2 +0.492% in the ACDF group by the final follow-up. VAS arm

382 +0.49% in the HS and ACDF groups, respectively. The
(JOA) recovery rate was 79.78% in the HS group and 77.40%

in the ACDF group. Mean NDI Neek bisabiltity Index—scores were 6.772 +1.42°% in the HS

group and 6.65% +1.40° in the ACDF group.

physical and mental 36-Item Sho
follow-up
vs. 43.95). Both the HS and the
preoperative level (HS:
maintained in the HS group than
51.34%) .
that the safety and effectivene
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(physical component summary:
48.392% vs.

Cervical lordosis was decreased with time in both groups.

The hybrid—surgeryHS group had slightly higher
rt Form Survey scores than the fusion group at l-year
49.34 vs. 46.70; mental component summary: 45.67
ACDF group had decreased ROM compared with the

31.262%; ACDF: 41.432% vs. 21.272%). More ROM was

the ACDF group compared with baseline (64.60% vs.

The authors concluded
ss of HS has been proved in double-level cervical
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spondylosis but the clinical characteristics in 3-level surgery remain unclear. Study
limitations include the retrospective analysis, small study sample and short follow-up
time.

Using extracted medical file data consisting of 195 patients with 2 or 3 consecutive
levels of mCDD who were treated using hybrid construction (HC), a retrospective study was
completed by Yilmaz et al. (2021). The aim of the study was to assess the mid-long-term
follow-up results, radiographic parameters, clinical outcomes, and complications of
hybrid—econstruvetion—+{HC). The mean clinical and radiological follow-up timeframe was 45.2

months (range 24 to 102). Primary clinical problems in all patients included
radiculopathy and/or myelopathy which was unresponsive to conservative treatment (during
at least 6 weeks). The VAS scores of hybrid-eenstruvetion(HC) for arm pain were 7.4 0.8

preoperatively; 2.8 £0.6, 1 month after surgery; 2.3 £0.6, 6 months after surgery; 1.8
+0.6, 12 months after surgery; and 1.6 +0.6, 24 months after surgery. The NDI scores of
HC were on admission, 57.2 +5.5%; 1 month after surgery, 27.35 £5.3%; 6 months after
surgery, 21.43 £2.8%; 12 months after surgery, 21.9 x2.3%; 24 months after surgery, 20.6
+2.6%. Hoarseness and dysphagia were noted as common complications. Osteophyte formation
was frequently noted as a radiographic change. The authors concluded that management of
mCDDB and spondylotic spinal stenosis using anterior cervical HC is an appropriate
treatment option. The study is limited by its retrospective observations and
nonrandomized design.

Hollyer et al. (2020) performed a systematic review and meta-analysis comparing outcomes
of hybridsurgery{HS) versus anterieor ecervieal discectomyandfusien +{ACDFY} or cervical
disc arthroplasty (CDA) alone for the treatment of multilevel cervical degernerativedise
disease—€DDD). Eight research studies were identified for review with a total of 424
patients. Results indicate no significant difference in functional and pain scores (NDI,
VAS) . Post-operative C2-C7 xans £ meotieon—+(ROM}y was greater after HS than ACDF. ROM of
the superior adjacent segment was lower after HS than ACDF as well as ROM of the inferior
adjacent segment. Patients who had HS returned to work 32 days sooner than ACDF patients
and 33 days sooner than the CDA group. The authors concluded that HS may be associated
with greater post-operative C2-C7 ROM, reduced ROM in the adjacent segments, and a
quicker return to work than ACDF. This was a non-randomized study design without a
control group. In addition, there is a lack of high-quality evidence demonstrating a
beneficial impact of HS on health outcomes in patients with multilevel CDDD. +Fhis—study
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Zhang et al. (2020) performed a meta-analysis study to compare outcomes and reliability
of hybrid—surgery+HS) versus anterier ecerviecal discectomy and—Ffusion—(ACDF)» for the
treatment of multilevel cervical spondylosis and disc diseases. The meta-analysis
included two prospective and five retrospective clinical controlled trials. One hundred
and nine individuals who had HS and 127 individuals who underwent ACDF for muttileved
cerviecat—dise diseasemCDD were followed for 2 years. The results indicated improved
recovery of NDI score (p = 0.038) and similar recovery of VAS score (p = 0.058) after HS
when compared with ACDF. Total cervical ROM (C2-C7) after HS was preserved more than the
cervical ROM after ACDF. The compensatory increase of the ROM of superior and inferior
adjacent segments was significant in ACDF groups at 2-year follow-up (p < 0.01), compared
with HS. The 2-year follow-up was not enough time to observe the long-term recovery and
complications. The authors concluded that this meta-analysis indicates that HS, combining
CDA and fusion, provides equivalent outcomes and functional recovery for cervical disc
diseases, even better recovery of NDI and preservation of cervical ROM, reducing the risk
of adjacent disc degeneration. There were several limitations of this study. There was no
RCT comparing the outcomes between HS and ACDF and the studies included were of lower
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quality evidence than RCTs. The authors stated that more well-designed studies with large
groups of patients and long-term follow-up are required to provide further evidence for

the benefit and reliability of HS in the treatment of multtid I—ecervical—dise
eiseasesmCDD.

Brotzki et al. (2020) performed an observational analysis based on 88 patients treated
for muoteit T e dise—diseasemCDDD with ACDF only (56 patients),

dynamic cervical implant (DCI) hybrid (17 patients), and TDR hybrid (15 patients) with a
mean follow-up of 19.5 months. The self-reported measures used were the Spine-Tango, the
PLC guestionnaire (Profile of the Life Quality of Chronically I1l), the Neek Pbisability
Iadesx(NDT}, and wisust——anstog se=t {VAS+ scores for neck and arm pain. All patients
were asked to complete gquestionnaires before surgery and at each follow-up examination.
The VAS scores decreased significantly in all three groups (p < 0.001), but the TDR group
showed the greatest reduction in VAS score compared with ACDF and DCI (both p < 0.05).
The overall rang £motieon—(ROM)} and the segmental ROM at the treated levels showed
significant decreases in all 3 groups. Although the study failed to show difference in
the overall ROM at final follow-up among the operatively treated groups, the ROM of the
treated segment was lowest in the ACDF group (p = 0.002). The authors concluded that the
results indicate that both TDR hybrid and DCI hybrid are effective and safe procedures
for the treatment of multilevel degenerative disc disease. There is no definitive
evidence that DCI or TDR arthroplasty led to better intermediate-term results than ACDF
over an average observation time of 19.5 months. The authors identified several
limitations to this study. First, there is no classification or grading scale for
adjacent segment disease; thus, the radiographic reviewing focused only on heterotopic
ossification (HO). Second, the mean follow-up period was too short to evaluate the long-
term efficacy of DCI arthroplasty and cervical TDR compared with ACDF for the treatment
of —— I —degeneratd dise—diseaseCDDD. Additionally, lack of randomization
could have resulted in biases in the findings.

Through a systematic review of both published and ongoing studies on single- and multi-
level eerviecal—dise—arthreptasty—CDA) and hybrid surgeries, Laratta et al. (2018) aimed
to provide evidence for their safety and efficacy in the treatment of various cervical
pathologies. Among the relevant studies reviewed, three were randomized controlled
trials, two systematic reviews, as well as multiple prospective case series,
biomechanical studies, and meta-analyses. The authors concluded that multiple studies
show that single-level CDA can offer equivalent clinical outcomes with a reduction in
secondary procedures and total cost when compared to ACDF. The authors also observed that
recently there has been an increasing prevalence of 2-level CDA and hybrid-suvrgery—(HSH
and the data regarding these multilevel procedures is less robust. More high quality
evidence with large patient populations is necessary to accurately and critically assess
the utility of multilevel CDA and HS.
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Cervical Artificial Disc Replacement (CADR) With History of Previous Cervical Spinal Fusion Surgery

Lee et al. (2017) conducted a retrospective study (n = 41) to compare the efficacy and
safety of anterier—eervieal discecectomy—and—Ffusien—ACDF)} and cervical total disc
replacement (CTDR) as revision surgeries for symptomatic adjacent segment degeneration
(ASD) in cases with previous ACDF. Clinical outcomes were obtained before surgery and at
1, 6, 12, and 24 months postoperatively. In the ACDF group, the mean VAS scores for arm
pain decreased from 6.6 +1.0 preoperatively to 1.8 0.5 at 24 months postoperatively. In
the CTDR group, the VAS scores decreased from 6.7 0.9 before surgery to 1.6 0.5 at 24
months after surgery. The mean NDI score in the ACDF group improved from 57.0 +8.2%
before surgery to 24.8 *1.9% at 24 months after surgery. In the CTDR group, the mean NDI
score improved from 55.6 +10.2% to 22.3 +£2.9%, respectively. The CTDR group demonstrated
better NDI improvement than did the ACDF group 12 and 24 months after surgery. According
to the Odom criteria, clinical outcomes were excellent in the ACDF group in 6 patients,
good in 14, fair in 2, and poor in none. The Odom criteria for the CTDR group were
excellent in 6, good in 12, fair inl and poor in none. The authors concluded that the
CTDR group showed better NDI improvement, faster C2-7 ROM recovery, less of an increase
in ROM in the inferior adjacent segment, and a lower incidence of adjacent segment
degeneration than did the ACDF group. Study limitations include a small number of
patients and relatively short-term follow up.

A retrospective study (n = 32) was performed by Bin et al. (2017) to evaluate the outcome
of artificial cervical disk replacement (ACDR) for the treatment of adiacent—segment
disease—ASDYy after anterieoreerviecal deecompression—andfusien—{(ACDF)}. In twenty-two
patients, ASD occurred above the fusion site, and in 10 it occurred below the site. After
ACDR, the patients were followed up for 30-62 months. Before ACDR, neck VAS, upper-limb
VAS, JOA score, and NDI were 7.2 +1.8, 6.9 £1.1, 9.8 £2.5, and 40.5 +4.8, respectively.
At the last follow-up, they were 1.2 +0.3, 0.9 £0.3, 14.5 +1.1, and 9.0 2.5,
respectively. Preoperatively, the ROMs of the replaced and adjacent segments were 8.7
+2.6 and 7.6 3.0, respectively. At the last follow-up, they were 8.5 *2.2 and 7.2 *2.6,
respectively. At the last follow-up, 2 patients had grade II heterotopic ossification; 3
patients had aggravated degeneration (vs. preoperative status) of the adjacent unfused
segment. The—reduetion—in GCoffingrade was not statistically signifieant-—The authors
concluded that ACDR is an effective treatment for post-ACDF ASD. It can maintain the ROMs
of the replaced segment as well as the adjacent unfused segment.

Rajakumar et al. (2017) conducted a retrospective review analyzing clinical and
radiological results in patients who were treated with arthroplasty for new or persistent
arm and/or neck symptoms related to neural compression due to adjacent-segment disease
after anpterieoreervieat diseectomyand—Fusien—ACDF)}. The study included 11 patients.
Clinical evaluation was performed both before and after surgery, using a visvetl—eareleq
seate—(VASYy for pain and the Neek bisability Ind (NDI}. Radiological outcomes were
analyzed using pre- and postoperative flexion/extension lateral radiographs measuring
Cobb angle, functional spinal unit (FSU) angle, and *arg fmotion—(ROM)}. The mean VAS
score improved from 6.18 preoperatively to 2.18 in the immediate postoperative period and
further reduction to 0.87 at 1 year’s follow-up. The mean NDI score improved from 58.7 to
22.6 in the immediate postoperative period and to 14.25 at 1 year after surgery. The mean
cervical ROM improved after surgery (mean 5.14° vs. 7.56° for preoperative and immediate
postoperative ROM, respectively). There was no statistically significant improvement in
the mean FSU angle. The authors concluded that ACDR in patients who had previously
undergone cervical fusion surgery appeared to be safe, with encouraging early clinical
results.
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Lumbar Artificial Disc

There is insufficient published clinical evidence demonstrating the safety and efficacy
of lumbar artificial total disc replacement at multiple adjacent or non-adjacent levels.
Further research from larger, well-designed studies is needed to evaluate the safety and
long-term effectiveness.

A 2020 Hayes, updated 2022, comparative effectiveness review of lumbar total disc
replacement for degemeratd eise—edseaseDDD included 10 RCTs, 1 prospective
nonrandomized comparative cohort study, 3 prospective observational studies, and 7
retrospective observational studies. Study population included adults who required lumbar
spinal fusion for symptomatic lumbar DDD, either single or multilevel, and were
candidates for LTDR; RCTs (50-577); uncontrolled studies (35-201). The review found that
the available RCTs provided moderate-quality evidence that 1-level LTDR is comparable
with fusion for the treatment of symptomatic DDD in properly selected patients who have
failed conservative treatment. Longer-term follow-up studies have mixed findings
regarding durability of treatment effect, but additional safety risks compared with
fusion have not emerged. There is insufficient evidence comparing LTDR with continued
treatment with more conservative nonsurgical treatment approaches, versus PTDS, between
LTDR devices, and for patients with multilevel DDD. There is little evidence on the
purported benefit of LTDR to reduce ALD; therefore, no definitive conclusions can be
drawn for this outcome. This report also concluded that there was insufficient evidence
for two-level lumbar—teotal—dise—repitaecementLTDR. The 2022 annual review found ten
abstracts, including 1 randomized controlled trial, 1 prospective cohort study, 2
pretest/posttest studies, 3 case series, 1 systematic review with meta-analysis, and 2
meta-analyses. Evaluation of the literature did not change the previous conclusions.

A prospective cohort study was conducted by Scott-Young et al. (2022) to compare the mid-
to long-term patient-reported outcome measures (PROMs) between single-level total disc
arthroplasty (TDA), multi-level TDA, and hybrid constructs [combination of TDA and
anterior lumbar interbody fusion (ALIF) across multiple levels] for symptomatic
degenerats: dise—disease—DDD). A total of 950 patients underwent surgery for single-
level or multi-level DDD with single-level TDA (n = 211), multi-level TDA (n = 122), or
hybrid construct (n = 617). Visual Analog Score for the back (VAS-B) and leg (VAS-L) were
recorded, along with the Oswestry Disability Index (ODI) and Roland Morris Disability
Questionnaire (RMDQ). All PROMs in all groups showed improvements in pain and function.
There were no statistically significant differences in the change scores between the
surgery groups for VAS back and leg pain, and RMDQ up to 8 years' follow-up. Adjusted
analyses showed the ODI improvement score for the single group was 2.2 points better than
in the hybrid group. The RMDQ change score was better in the hybrid group than in the
multi-level group by 1.1 points at 6 months and a further 0.4 point at 2 years. The
authors concluded that the results of this cohort study demonstrated that single-level
TDA, multi-level TDA, and hybrid constructs are all effective in treating symptomatic
DDD, with no clinical difference in PROMs between the groups up to 8 years follow-up. A
limitation of this study was that all cases were performed by a single surgeon at a
single institution, which affects the generalizability of the results. Another limitation
was the lack of a control group. (This study is included in the Hayes, 2022 review).

Rlagmoanth o1 o 1 (DODDY o~y o vt v~ oAt roocaorAd 1ot e A R S SN N | ey

Blumenthal et —al+— performed retrospects: ¥ rd—review mbined—with o mailing

+ collact Ao+ + B I 1 PR SR £ Tl ML o A+ + + A omant

£ Heet—data—teo—investigate—th rECom FTumbar—TbR—used—teo—treat—adiacent——segment
deer rot o n foavy oo v Jaamih o £aq n Th ESEEPA K 1AL 2N = 20 ~oon ot o nat 2 Nt

degeneration—after prior—tumbar—fusion—The—study—was—Pbasead—on—3b aSectt: patrentsy

wh Nndaoriaant Jaimiho» TNOD + L RV S o WA il il e oaont nra r 13 Bl n + + +
who—underwent—tumbar—TbR—at—on r—more—+ Is—adjacent—to—aprieor—fusion—to—treat
augmrntEeamat 1~ Al o A r ot 2 Nracr A oo + NNt o o Ll 11+ ~ A~ ™m IeEE RVl
vrptomatie—d: degenerationwnresponst: to—nonoperats: E Th gEcome—measures
Total Artificial Disc Replacement for the Spine (for Louisiana Only) Page 9 of 22

UnitedHealthcare Community Plan Medical Policy Effective

06/0+/2023

Proprietary Information of UnitedHealthcare. Copyright 2023 United HealthCare Services, Inc.



UnitedHealthcare, Inc. (“UHC”) Proprietary and Confidential Information: The information
contained in this document is confidential, proprietary and the sole property of UHC.
The recipient of this information agrees not to disclose or use it for any purpose other
than to facilitate UHC’s compliance with applicable State Medicaid contractual
requirements. Any other use or disclosure 1is strictly prohibited and requires the
express written consent of UHC.

ERAWo TP PR AT NN o o~ o (YID QN Soocnaarrne o A A 1 P SN A + TAYERINIE SV Dacaalha 11+
ineluded—visuatlanatleog—secates—{(VAS)—assessingback andtegpain—=th swestry—Dbisability
1A (ODT) and +h ooy A £ Nnorat g A Th ™ n ATl Argeay Aaap b 2 A oy TND
ind (0B ——and—th grren £ perations—The meanfollew—up durationafter TbE
waa J6 6 et o AN SNE S | £ A0 TNRo tgnw 1 m ] ntad 13-~ +h 20 o+ o nt o T Mmoot
was—-—6—menths—A+total—of 40 FbRs—wereimplantedin—th patients—Themost
fraooiiant 1 noeratrad ] 1 oo T A5 =N PN r T E_C1 Faao1 A Th 13+ ro vt A 4 +
freguently—operated—3 +—was—+E4 b a—prior—LE5-St—fusion—The authors—reported—that
+h IIACS o ] a1 an A ANT corac 3o A s TR+ £1 11 Ay (NINCS I~ BN IR
£h AS—back—pain—andOPT scores—impT d—frempre—TbR—teo—finalfollow—up{(VASbackpain
Ffrporn 77 Q4 & A ANT o 49 O + 22 A\ IAnCS 1 P SN A o 1M o A ISEEE WA S
from—-3—%¢ —and—O0bI—secores—48-90+to 324 ) VASteg painScores—imp¥ d—but—net

P VAT B ol B TNE e | (4 4 + 2 £\ T EANENE nt o (10 NS 1am Azt 4 4 2 nl Jagmiha e g o]
stgatficantiy 44—+ —6)—Thr patients—{10-0%)—underwentadditionaltumbar spinat

ISR P PN S fFtay +h THR vrocadiir T St hoya o~ T A o Al rant ot a4 mAaad - +h o+
surgery—after—+the TbRp¥ dure—The—avthors retuded—+that—th grrent—study found—that
THR _can Haod oot o 1 for +raat 1y A At ot Ao oA s 1A ne 4
TbR—ean—beused—effeectively for treating adiacent scogment—degeneration providing—th

ot 3 nt 3o Y N NS AL AN N oaanAda Ao+ for +hao o~~~ A T N IEETENE S RSN S =Y o EANENE nt o
patient—isan—apprepriat andidate—for—+thispxr dure—1In atuating—thesepatientss
PPNV I RSP BTSN S SN S N NI T S N nat A+ +h con A 2~ £+l Formot Sadonb o N THR 4 o
partieular attentionmust—bepaid £h nditieon—ofthe facetFoints—=E asyre—FbR—is
O SN SN JVADS: [ PP S | T 1.4 - R IR G T N 4+ et A 2 i gzt 4o~ | a1
et rEra—indicated—The —study—istimited by its—retrospeets bservations—and—smalt

o aray ] o

sampte—Sizes

A systematic review and meta-analyses were conducted by Lang et al. (2021) to find the
most appropriate surgical technique treating lumbar degenerative dise—disease—DDD)}. The

surgical techniques TDR, anterior lumbar interbody fusion (ALIF) and circumferential
fusion (CFF) were compared. Primary outcomes were pain measured by the Visuwvael Anateogu
Seate—VAS)y and function measured by the Sswestry bisability TInd {ODI}. Secondary
outcomes were the mean number of complications per case (MNOC) at surgery and follow-up
and the overall MNOC. The review included six prospective studies with the minimum
follow-up of two years: four randomized controlled trials and two cohort studies. For VAS
and ODI, TDR was shown to be superior to ALIF and CCF (p < 0.05), and ALIF was more
effective than CFF without statistical significance. CFF presented the best result in
complications with the lowest overall MNOC (0.1), followed by TDR (1.2) and ALIF (1.5).
The authors concluded that TDR was found to be the most appropriate surgical technique
for treating DDD, followed by ALIF. Further studies with a longer follow-up are needed
using the same methodical approach to strengthen the VAS and ODI results.

Radcliff et al. (2021) conducted a prospective, multicenter, randomized, controlled
investigational device exemption (IDE) study to compare 7-year safety and efficacy
outcomes of activL and ProDisc-L lumbar total disc replacements in patients with
symptomatic, single-level lumbar degenerative disedisease—+DDD} who had failed 2 6
months of nonsurgical management. Two hundred and eighty-three individuals were
randomized to receive activL (n = 218) or ProDisc-L (n = 65). Approximately 73% (206/283)
of patients returned for the 7-year follow-up visit. At seven years, the Oswestry
Disabiltity—Ind {ODI} scores 1in activL patients decreased from 57 at baseline to 16 and
from 59 to 22 in ProDisc-L patients. For the activlL patients, mean wisval—analog——sealt
+VASY back and leg pain scores decreased from 79 mm to 17 mm and from 43 mm to 13 mm,
respectively. In the ProDisc-L patients the VAS back score decreased from 78 mm to 17 mm
and with a VAS leg score decrease from 41 mm to 16 mm. The mean physical component
summary improved by 13.1 points and 11.4 points, for the activlL and ProDisc-L patient,
respectively. The mean mental component summary improved in the activL, 17.2 points and
in ProDisc-L, 18.3 points. Reoperation rates for both activL and ProDisc-L patients were
low and there was no observed increase in serious AEs (SAEs) between years 5 and 7. The
study found that opioid use was reduced to 0% after 7 years from a preoperative rate of
65%. The authors concluded that the benefits of activlL and ProDisc-L are maintained after
7 years, with improvements from baseline observed in pain, function, and opioid use.
(This study is included in the 2022 Hayes review).

Cuellar et al. (2021) conducted a prospective cohort study to present the radiographic
and clinical outcomes of a group of patients undergoing a ‘‘hybrid’’ procedure involving
one, two, or three simultaneous lumbar artificial disc replacements above an arthrodesis
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at the L5-S1 level. Forty-six patients underwent simultaneous lumbar tetat—dise
reptacement—{(TDR} at one to three levels and anterieor tumbar interbeody—fusien {ALIF} at
L5-S1. Patients were evaluated preoperatively and at 6 weeks, 3 months, 6 months, and
annually for 24 to 72 months postoperatively. At 2-6 years post operation, all patients
had reductions in ODI and VAS scores. At the nonsurgical level adjacent to the TDR + ALIF
constructs, the mean preoperative ROM was 9.40 +1.80° compared with 10.50 +2.25°
postoperatively. The mean preoperative ROM at levels undergoing TDR was 10.4 +2.71°
versus 12.6 12.25° postoperatively. The mean preoperative ROM at the L5-S1 segment to
undergo fusion was 2.4 *2.44°, with all patients having a postoperative ROM of 0.00°. No
patients required reoperation. The authors concluded that lumbar artificial disc
replacement can successfully be performed at multiple levels with an ALIF during the same
procedure. Limitations of this study included lack of control group and small sample
size.

Scott-Young et al. (2020) conducted a prospective case series to assess the patient
reported outcome measures (PROMs) and patient satisfaction of multilevel lumbar tetat
dise—arthreoptasty—+TDA)y for symptomatic multilevel degenerative disc disease (MLDDD) .
Data were prospectively collected preoperatively and postoperatively at 3, 6, and 12
months, then yearly. PROMs included patient satisfaction, Viswat—Anrateg—ScoreVAS back and
leg, Oswestry bisability—IndexODI, and Roland-Morris Disability Questionnaire. One
hundred twenty-two patients were included. The mean follow-up was 7.8 years. The majority
received two-level TDA, except two patients who received three-level TDA. The two- to
three-level TDAs were at the levels L3-4, L4-5, and L5-S1, whereas most two levels (n =
110, 90.2%) were at L4-5 and L5-S1; the remainder (n = 10, 8.2%) being at L3-4 and L4-5.
Improvement in pain and disability scores were significant (p < 0.001), and this
improvement was sustained in those patients over the course of their follow-up. Ninety-
two percent of patients reported good or excellent satisfaction with treatment at final
review. The authors concluded that the study suggested that multilevel TDA for MLDDD is
associated with favorable and sustained clinical outcomes for the majority of patients.
They also concluded that provided diagnosis, patient selection, surgeon technique, and
rehabilitation are adequate, multilevel lumbar TDA is an effective management technique
for individuals identified as being affected by more than one degenerative disc. Future
studies should compare long-term clinical outcomes of single-level TDA, multilevel TDA,
and hybrid construct surgery for the treatment of DDD. The findings are limited by lack
of comparison group. (This study is included in the 2022 Hayes report).
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Li et al. (2020) conducted an updated systematic review and meta-analysis to compare the
efficacy and safety of tetel—dise—reptacement—(TDR} versus lumbar fusion. A total of 7
randeomized——econtrottedEtrialts—+{RCTsy (1,706 patients) were included. Patients in TDR group
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had significant improvements in ODI, VAS scores, complication rates and had a greater
percentage of being satisfied with the surgery. In addition, the clinical success in the
TDR group was higher than the fusion group. TDR treated patients had shorter operating
time and shorter duration of hospital stay. There was no clinical significance difference
between the two groups in blood loss, work status and reoperation rate. The authors
concluded that the meta-analysis showed that TDR proved superiorities in improved
clinical success, reduced pain, patients’ satisfaction, shortened hospital stay and
operating time and lessened complication rate. But there were no benefits in blood loss
[Author Zigler (2012) which was previously cited in this policy is included in this meta-
analysis]. (This study is included in the 2022 Hayes review).

A systematic review and meta-analysis was—were conducted by Bai et al. (2019) to evaluate
whether tetal—disec—replacementTDR exhibited better outcomes and safety than fusion for
lumbar degenerative disease. Fourteen RCTs were included with a total of 1,890
participants with lumbar degenerative diseases. The control group included anterior
fusion, posterior fusion and circumferential fusion. The intervention period was between
6 months to 5 years. Results from the pooled analysis indicated that there was improving

VAS in favor of the total disc replacement (SMD = -0.206; 95% CI: -0.326 to -0.085; p =
.001) . The tetal—dise—reptacementTDR group had a decrease in operation time—(SMb——0-204;
— — 33— =45 —0664). There was no difference between the 2
methods of operation for bleeding volum I 04—t e—-—354—p——2).
The meta-analysis from the 5 independent trials revealed tetal—dise—reptacementIDR can
reduce hospital stay—sMb——-0-447+95% CF: —0-565+ =23+ 5000604 . The authors

conclude that disc replacement is superior to lumbar fusion in many respects, including
ODI, VAS, short form 36 (SF-36), patient satisfaction, overall success, reoperation rate,
ODI successful. In addition, postoperative complications of disc replacement surgery are
also less than lumbar fusion. (This study is included in the 2022 Hayes report).

Mu et al. (2018) conducted a systematic review and meta-analysis to compare the efficacy
and safety of lumbar tetat—dise—repltacement—(TDR} with the efficacy and safety of
arteriortumbar—interbeody—fusien—(ALIF} for the treatment of lumbar degenerativedise
disease—LDDD}. Six studies (five randemized—econtrolled—trials—{(RCTs) and one
observational study) involving 1,093 patients were included. Operative time,
intraoperative blood loss, hospital stay, complications and re-operation rate were
without significant clinical difference between groups. Patients in the TDR group had
higher postoperative satisfaction and, better improvements in ODI, VAS and postoperative
lumbar mobility than did patients in the ALIF group. The authors concluded that TDR had
significant reduction in clinical symptoms, improved physical function and preserved
range of motion for the treatment of LDDD compared to ALIF. TDR may be an ideal
alternative for the selected patients with LDDD in the short-term. More studies that are
well-designed, that are of high-quality and that have larger samples are needed to
further evaluate the efficacy and safety of TDR at the long-term follow-up.

Zigler et al. (2018b) conducted a meta-analysis to evaluate the long-term efficacy and
safety of tetal—dise—repltacement—(TDR}) compared with fusion in patients with functionally
disabling chronic low back pain due to single-level lumbar degernerativedise—diseas

+DDD} at 5 years. PubMed and Cochrane Central Register of Controlled Trials databases
were searched for randomized controlled trials reporting outcomes at 5 years for TDR
compared with fusion in patients with single-level lumbar DDD. Outcomes included Sswestry
Bisability—TInd (ODI} success, back pain scores, reoperations, and patient satisfaction.
The meta-analysis included 4 studies. TDR patients had a significantly greater likelihood
of ODI success and patient satisfaction and a significantly lower risk of reoperation
than fusion patients. Long-term improvement in back pain scores were similar between TDR
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and fusion. Results for ODI success and patient satisfaction were sensitive to different
outcome definitions but remained in favor of TDR. The authors concluded that TDR is an
effective alternative to fusion for lumbar DDD.

Zigler et al. (2018a) conducted a network meta-analysis to compare the efficacy and
safety of tetel—dise—replacementTDR, lumbar fusion, and conservative care in the
treatment of single-level Jumbar degeneratst e Lo {LDDD)-. Outcomes measured at 2
year follow-up included ©OswestryDbisability—Ind (ODI} success, back pain score, patient
satisfaction, employment status, and reoperation. Randemized—econtroltledt¥rialsRCTs that
included patients with discogenic low back pain due to single-level +umbar—LDDD, who were
unresponsive to conservative therapy, were considered if they compared a TDR device
(Charite, ProDisc-L, Maverick, Kineflex-L, Flexicore, activL) with other total disc
replacement devices, fusion (anterior, posterior, or circumferential) or conservative
care (rehabilitation, exercise). Six studies were included (1,417 participants). Evidence
from several studies shows that arthroplasty is superior to fusion and conservative care.
The authors concluded that overall, the activl total disc replacement device had the most
favorable results for ODI success, back pain, and patient satisfaction. Results for
employment status and reoperation were similar across therapies.

(=3

H

A systematic review was conducted by Cui et al. (2018) to evaluate the mid- to long-term
clinical outcomes of artificial total disc replacement (TDR) for tumbar degenerative dise
eiseasesLDDD. Thirteen studies, including eight prospective studies and five
retrospective studies, were included. A total of 946 patients were identified who
reported at least 3years of follow-up results. A total of 1,048 prostheses were
implanted, single-segment TDRs were performed on 872 patients, and multi-segment TDRs
were performed on 88 patients. A total of 369 prostheses were implanted into level L4/L5,
543 prostheses were implanted into level L5/S1, and 51 were implanted into other
segments. Patients with lumbar TDR demonstrated significant improvements in VAS scores of
51.1 to 70.5% and of -15.6 to -44.4 for Oswestry disability—ind {ODI) scores at the
last follow-up. Patient satisfaction rates were reported in eight studies and ranged from
75.5 to 93.3%. Complication rates were reported in 11 studies, ranging from 0 to 34.4%.
The overall reoperation rate was 12.1% (119/986), ranging from 0 to 39.3%, with eight of
the 13 studies reporting a reoperation rate of less than 10%. The authors concluded that
the study shows that lumbar TDR effectively resulted in pain relief and an improvement in

acceptable. This study didnet preoevide sufficient idenece—to—show—that—Tumbar FTBR—is
HBertos £1103 S rere s SN o CEREER o N s N I I S o Doy | P DA i PO [ SO |
superror—to—ftusronsurgery—Agreater numberof high—guality randomized—econtrotded—+triaits
(DO B n dad
{RcTs)—are—necededs
“roanoct o ana ISP | IR R T SO NE 2 SUaNES 2 D B =N St + HB-er + il (2N1 Q) + 3 135+ ol it~
A—prospects: ase—series—was—performedby—Scott—Young—et—al—(2018)—+% atuat Hnieald
nd ot At 1t eoom oot oamhamm ol a1 A4 = r+hpyoan + 5 (TN nd P S NE ERS IR T 22N NN
and—patirent—ouvtcomes—post morRee—totat—aise—arthropiasty{(IPA)——and—anterior—Tumbar
EIRANE —NEVS SN Y £a10 1 (AT T knowan o halbhya A Yool for +h + tmant £ ol 401 il
rterboay—Husion—(ALIH)—Kkhowh a5 hybria—SsSurgery—for—the—treatment—ofmuttit +
rmeteomatrico doer rot o Adiacn A (DD 7\ + ot il £ £1 7 ot o ni 1mndorigant holhe A
Symptomatie—degenerats: Srse—ars5eas (bbb )——A—totat—of 6t/ patients—underwent—hvybria
ISEE RPN for ohrarmd ~ o~ ot oAt og - Tae1 1009 ~rm A Tialyyeso o 2019 AWEICEEE | Aol Do g
vrgery—for—chronteback painbetweenJudy— apd—February I2—VisuatlAnalog—Pain
A~ for + Kol and T oy o rocear Al ST A gl 4 Dot NDNiaalk 7 44 Tnd and
Secate—for—the back andlegwere—= rded—atong—with—+th westry—Disabidiity—Ind and
R il nd Moxrr- D a1l +< LT + 1 nn 1 Th 11+ N r roarnaort ot + o+ 2 + 1 11 sz nd
RetandMerris—bisabiiityOuestionnarre—The—avthors—report—both—statisticalty—and
alarna ~o1 75 Teoma e a2 n o 1 ol na 1 PN NN R whioh oo EEW=E N Ao |
Hateatty—signtiicant—reductions—were—seen—In—bo aRe—teg—pathy—wWhirch—were—sustatned
for + 1 +  Q 5 r BN + 1 rerarsz Qa2 £9 A~ 2 zoamant+ 1L ] o3 1 fFf vt
for—at—Feast years—poSt-surgery-—orgntiiecant—3mpy merEs—w arSso—Sseenr—3n—setf—rated
B PPN IS Py A B S PN B = RN Ly 1= SO NI A I - S NP S o] oo Dot d At
physteal—disabitrtyand—function,——at matntatned—forat—Jteast yvears—Pattent
FSIENE S S ST S EPSNECNE S < S VNS S BN S = ¥ 1leont 5 aNne £ ~oana T caone T~ a4 4
atisfaction—was—ratedas—good—ox Henpt—n £ —They neluded—that—+th
» 131+ £+ + 11 11erer TOA i+ AT TR = PRI SN | BEton Ffoxr o4 A+ P FEfFard
resutts—of—this—study—suggest—IPAwWith—ALTF Is5—asuitabt pEtron—for—patients—suffering
clhrarna ~ o A na 1 PN NN R PAWA ESNEVEY + maa ]+ ] il DD shaen o~ar r + 17 manacamant £-4 7
rroptre—Pback—and—teg—Ppain——s raary—to—muttid Bbb—when aServat: management—Ffatdss
Total Artificial Disc Replacement for the Spine (for Louisiana Only) Page 13 of 22
UnitedHealthcare Community Plan Medical Policy Effective

Proprietary Information of UnitedHealthcare. Copyright 2023 United HealthCare Services, Inc.




formation

The in

tary and the sole property of UHC.

etary and Confidential Information

ri
fident
ion agrees no

(“UHC”) Prop.

Inc.

UnitedHealthcare,

proprie

ial,

in this document 1is con
t of th

in

contained

lose or use it for any purpose other

isc
ble State Med

formati t to d
than to facilitate UHC’s compl

requiremen

in

is

ipien

The rec

id contractual

ica
tly prohibited and requ

i th applica

lance wi

Any other use or disclosure

express written consent of UHC.

the

ires

tric

18 S

ts.

n

oo
S—Po T

nt o
0TS

P TRy N B BN,
5 att—pat:

cta A

oot
ST

P

ot

e 3 g S & i S

-

™

-

Tt

catT

ST oty

1=

= (SE a1
A A
oGy

Tt

£ orhdo
£—+h3s

1o

1A

£
TG TEHRSS
+od K

Th
It

131a
(S s oy

7
W

n

1

oo El
ESAS FS RS g s 5

EIN
e

1SN
SE 1

+Y

o s
rott

IS
I

ISESEV-ES]
Stultry

FENER
Mt

7z 130l
EmcaSy)

SOy

Jma

]
Tt

o
T

4

ISEEEP- kT3
ST ot

T
It

g oct1idd o
o Tt uatTtS

1dated by el deasiaon
SOy WeTrT—GCSSTgTT

[Smn=ny 1o n e

B

a
=

n
Tt

3 n o 115
hT—gErotup—=

compeario
3y e = = )

n

T

ES|
T

o4 1 a1
avattabt

-

Cyrara o v o

1o

P

ol o o
¥ i

IS
I

~ 1 (2017
1o

1o

rm
T

+
1=

-
=

Tt

[ 231311 s mpm myan

W

T S—a—SyocoitacT

T 77/

\
HEEETEN SNENE
T oo o

[S3==r

ma o
HeS7

11+ o~
(e

nal
Ha=r

N
1

3 il Al faan o~
(SIS 5 A e S v

Bl acaman (TP fociiad e n ol 1mng o~
T Mmoo~ 7+ [=ae== AT T e i e
£

-
=

e
\> =]

ta

PR S S |
tE—t

1=

NN
(Sx~)

N ooecd
oo TTcTaT

iy

ne

1 1 ona a3 rnf 1
[Sx—r [STEAS au = Ay 5 g

como-l

rot

ol + o

+~

iz
=

ISEEECys
SA=E=C

Rl SN L TP IV
Wttt SOt
ISEEEPS|

T

compeario

n
Tt

TS

TP+
il

(S

3y e = = )

ol
ST

n-

1o and  Frim et
[Ss3ae (S
oo

1n

fal

1 131ded
Emvavasaw ary

1o
Tt

nin ]
[SRSACAS ==

£+ <z

4

Tty

inl

balaneae

o
=]

W

o

Tott

e s

11t

oottt

+
[Sxn

£ o

ST T

o er o

n
Tt

B
WS

-
=

1
it

oS

1=

A+
> s

miy o
oo™

=)

nt o
TS

m
T
and £

EIE oSN
TP T

Pt
aHE

£

ST T T

o or o

11

okt
a1y

Statctotct

oF o+
a2

r
ot

-~

-

m
St E

=

-

3 oarorin

[SH AT pu v o =

e MND v~ o
=TT

o It

TS

et
p

=)

££

OO PS——=1t
PAEEERS

Tt

=3 =a]

SES

oW

Tt

A o s e

S

feant anfoats
Rt —Sat

£

S—SsIghTts
d +that +h

P BTN

L3

ol
oIt

NP
T T

o
=]

P

PNV

1

o Pt

v o~
SuEST

7

oW

"

FIPNpS
Pt

££
£

]

P

[exzaey

=¥

a3 d
SaSaacEraseas)

W

oot

Tt

oW

(S

St e

+~
£

mo

Ctrara o o o

v o
£

EEEE N2
[SaCaersy

T

T Tt

EEEWSIE|
TS

1 yimba e
oot

comuaralb]

1o
=+

=]

o
na+h

Tt
[ezavs

cric T

[~ 331 110 s ey A>3

=]

1yided ma
Emvav ATy

Tt

T

MPa oo™
TR
T T

=TT

raot b
eSS ToOTrfac Ot

It

n
T
Th

amaent m
oottt

\SEi
CY

N

ot

+

EIE2Y
o

oW
Tt

1an
T oo Ot

Fiao
o1
-

1 yimba e
oot

—
(=

ro
=

SR
aatEh

1 Whoalarme

PN IS

3

tnd Fhed g
thedr
y

Fionta + £
WiIhrg—patIehRtES

B IR NP CE SN

hi
TTET

nediidad +h 4+ A

Tt

1 ex

El 12N
S5 T

+h
Tt

It

Sl T IS s e

Wit

Eepy p A s

T
131da

ni
T

etk e tm
S, treatheh

ot

jSasr=
PR

SRS 1

At hrer ] o aby o
PEasty ud—b 13l

Adad LSSy

nded—fFurEh

(S

1o
g ==

oot

EmCaAS aSAS 3

P

rex
Tat g

+ 1

CE

WL Tttt

T

N
[SESaCaS =n

1
=

mrn

P

4

ot
ratt

cen
aegeh
ot

1
=3 =ae)

o
SE=

-~
£

=]

p3asaas

It

(exey

g ==

g ==

fot+
S

nd—o
o ro—Sa T

+ 1
TIT

119

Sroc o

T

ney
TG

—

and
oo

nt o
TTo

£l

o
=]

T

EEE SDEWaNasy
ot

+ ot t+
SSEESISES

v
E=

EEENIIECN
“FE

3

W

=T

Paoc=T

ni (TR
£ L S W A
D

Sl acam

o
E=

o
IS¢

ot

om0 e
CoOpa o119

7

n

1mer mat o
mCca—attary o

r1 Sy

<l ot At a0 o~

7\

A—sysE

Tt

Prat
ndleotrad W

THoactT

Tt

1>

=]

TP TS

W

Tt

o

N

n
p= = as]

A _Y’
(ROT )

T

=
<

I

WS

T

(T DD
oo oo

o o

g
(S ESSAS IS = ae A e )

z

N

Ao+
cegenReratt

deer

NEEETN 2NENEYS
Emesiiaie a

ner

S
aEIRS

Tt

IS N =
with—+us3
(D017

PR

z
W

o

1

g 4+
> S S R g & g e

1

g

it
RE¥

=
=

ndomi oz

~

comyr g o1 on ey

n o
=]

+ o

o1

(&

m
pass

o/

=t

Toc

Ly S e o T

<

=

co—aiia T

e

113dead

amane Ao
attOg—CccCS

o]+ o
[SRv = oy

+
=

NfFl 4~
D3 CtThg

o
<

.

Tt

g +h o+ + 4
Ccrict o

<

T
W

7 ok
ST

kY
W

o o ot oamadt 1 o~
Sy oottt =

Th 4
TIto

Empvav asaw ary

AW
Tt

ne

z2 d

1K1

Vo T TTaioT

ISCEE S

z

1o

P S
SYSE

o

4

+ 1
TITT o

o

-
DTS

o
=]

o

Snal
ta—aha s

1rmer mat o

r1 Sy

7
11 <

T
ST Y7

1>

Tt

W

o c ¢

T
+h 1o

Wittt

Tt

TP TS

=P not ol amng ~o
ST Ty out 1ot it

+

N
oo —StatEStt

TP haAd
T

1
=

£
E=

4

Eepe ye =

LR

=
A>3

ocomear
TOT HPeaTt

oot

fod +hat+ TR
S

T
£

1o
eSS R T ===

EEESA|
THGT

EIFN

P
ooy

A

A1

P

patn

P2

R A I
regararng—adisabiiityy

=

reooarAdl

s
rity

1~
=

ISEEESN
ST

Pt
e

P R TENE

-
T

-
Tt

r

£
By, -

IS Sas o

*

ni b
T —aiS

om
\SEi

+ 1

oIt

T
+aod K
T

T

n 9 FI SWANEE S SO NEE 2
TTIL SO T —CcCTitts
+ 1

oIt

cted oveaan NN O N S|
a—group patreRts—=n
+ Ao
THE

1
=T

TR

T

S Al At g o
[SaS ATy a2 AT

~

PN RN
PErIHaEY

o
(Sxey

ot
ratt

EIE2Y n

£o o
£a

oY

Tt

T
131 A

7

Tt

=g

T

FEIpo
Eerm

o
7S

+h
Tt

Saoo~aa
[STSFeaASTe ]

o n
b1t

Ay
STt atry

A liated  Mhd o
atuateed—This

+

L N
t—appropriat
ot

s

n
Tt

BTN
WS

o
=

[SaeE

manfaatie
maRrufa

+
ot

7

n

A Y
studt

7

2

1 m

+ 1

—

~ 1
[Sa=mmias
neliidad 4+l

P R RS
sutESy
SR

s
[SaenSray

-~
oS

P4

+1h ot TT\'D masz

=

Ty —Ti

(S Pty S

TS

©

n N
My —0 Sz

ot T

+
STo

11orer
SA=3CAS]

o

n
Tt

72 4
VG

Arrr o S |- ]
Brrent—PpoeStavatrtaor

Sty

Emavaeae s

o
Tt

ro
=5

oot
FSE

o o+ 7
15—+

gx
STrSoavahcag

N

and

1+ T DN
Wi oo oDD ot
+ha+ A
T T

ctad oo+ o Nt o 7o
o Pt CHtES

1
=

ni
T

Tt

St
SHEF

ah

St

+
E¥

+
Tt

ERIE

+oacnhn
T EEEE =S e

Efaatd
£+ =3

m
o

oo
=]

ni

1o

3y
Ea= S|

g
THSTS

nog

=

ri rm
T T CcCTitts
ol
o1t

+ 1
(g

filia1 o
TSSO

1 ymlb e
T OO E

ca-l
Sta=

o

4

n
TS

rm

13

11
jexey

4

= - AT
St

1

ISR
ST

eV

Sz

S ot
aF

Tare
Targ

—
o

n
Tt

TNR
TIOT

£
£

P2
=2 =

ENEN
Sz~

131a
(Sa=aas oy

"
Tt

ISEEE =y
CA=E=S

DA A= TEeN]

Sy

apPtat

(2017

51

[=3==ry

o

INLERZTE R
T oL ott

oo oconAia et A
pEavavy

d e
€

At e 1

reErott
Een
+£F

N

A

roandam
ot

v

N __maal + 2

X

—
=7

ni
T

Tt

T

U

7

=

[SASAS s S
g

WS
T 13mls

| sy & e

P23 ey o

-~

oome
oot

g = aw)

ni (TR
T

ooam
T

L2 o 1o oA
cOTaO TGS TP
SRR EVS
ToGTE

T oittoo &

£
T

+

1o
+ats

rm
H—F

T

1

1l oncr—t
—Og
TP haTy

+ 1
oIt

o
oo

ot it ant itk
Patx Wt

e

it
7"y

=

On

(MDR)

. EON
A—MBR)

1

S T
rehabilitats

ERPS W RN

U P,
motEieas

EEN 2N
Wttt

PR

TS

TItE

oS

Tt

T agmin
oot

+h
Tt

-
T

oS

= P2y
[S==== S acgeheracT

A
oo —=—

Lo (TRD)
A\ = =

o
Pttt

el
oo

W

11
had

T

B
=

(ODTY 1

A}

T3~

T

ERP N
Disability

IINAVSEXIIE SN D

N

a1~ i~
[ S E B 15 5 S S

rtreod o~k

E=

It

+Tt

W

o

T

o]

TICo

STLy

TooW

Tt

Sy ST

T

P
et

[~z
T

TRD

NEESREVISNSN
T —X

o

1
Tt

condar

c

n

N

N N N N
Tt pPoPpuTatE

oA
>

| S e

E=

EmvavasAs e

=]

T
1

o

LR 1= ==y

T

Tt

B o

TIrC

n

KPS [ ool
SSs—tHepKIRS

A =y o

n

N

moat
Mo T Ota=T

(TO—ED) 1
A=A A I

O
oot OgoT

[Taq o

-

e

o 1+ x7
STty

(INA S ]
5o

A}

g SEaTe

oF1

n
STy o=

P S IS Adriaer
STt TorattTOty

N

it +

T

kS
_t/u T

T
ST taSTy

1T on
oCCopa oo =T

PN

201\ 1

(HIQ T

™

Tt

Qs zrmn 4+

N
= 3oy

oG

T o T \(IrooT o717

T

T

oy T

T
W

i
Wt

(QNS
Aol

ni
TS

n ot o
—pacT

z

N sz
ISASRASS S R= s

iz

11ror
A= E=AC A—E = 'any

T

=)

PN |
HaT—oa

and 74

+ 4

dd-
ottt

e

ot 1 A
T TOTHS7

4

m ]
o=

o

+

e

ERFEp

N

+ rohalhe 1
oo T T cact

N

rarn Ao
oGOt
20 O —

(QE O\
O

T Aant o
0T o

ot
ja=a~==

LS

ISEEECY-]
SA=E=C

N

e

rarn A~
ot

=
"HeeC——at

ISESN
SO

-~
=

n
Tt

o7

ONT

“r

oo

Y
S=ay
halk

1t o o +h ISEEECPCINE ™ agroveo—and 1
TIrco oIt SA=E=C gpp—as

I o

ni + 1
oIt

m

EIESOEANE S
TP T

-

M

11
T

-
(S

[

Ty —S5=E

Tt

WS
££

=
g

Tt

T

condarsz
"oy

n
Tt

iz

11ror
A= =aC A =4

ne 1
C—IT T

-

n 3
[ AL 5 3 R = m g e o oy i 3

115
=3 =an

o
Sk
AW

n
Tt

ot

14

N
FrenaobtrTTtatt

-~
Q

n_ +h
T

N
T

4

ni
TITCOS

i

19 ot 1 ant (D42

I
W

20

oant n [TCAT
POTIcsS— Ot

1

~nd 0
T Ot UL

n

4ot

i

-

T

™

11+ o~
oT

“T T

s

TO pPocT

Tt

=

oo
halbys
reraaoT T tatt

oty
o

Tt

TIrco

WL

eSS

sortad £1211
reportea—ftut+

-
TA_ED
0%

+ 2+ N orrolre ik
T oo —wit

4

1

S
Ehe

+h PRV NE S T LA E LN n nat 1 Anrdt (E£2) 3
cHC—S o gC Ty 9o up—aitG T pPpac eSS ) Tt

n

N
T

n

N

O N A
gpaot T

n

4
Tt

£l oaomte A0

ST T

o er o

x

o

SE=a7

11 o
BPS

o
I

4
A o s s

n
Tt

E=

oW

[Sx3n

T It

Page 14 of 22

isiana Only)

(for Lou

ine

Replacement for the Sp

icial Disc
UnitedHealthcare Community Plan Medical Policy

Total Artif

Effective
06/0%/2023

Proprietary Information of UnitedHealthcare. Copyright 2023 United HealthCare Services, Inc.




UnitedHealthcare, Inc. (“UHC”) Proprietary and Confidential Information: The information
contained in this document is confidential, proprietary and the sole property of UHC.
The recipient of this information agrees not to disclose or use it for any purpose other
than to facilitate UHC’s compliance with applicable State Medicaid contractual
requirements. Any other use or disclosure 1is strictly prohibited and requires the
express written consent of UHC.

at ot PIENE S P SN S SN S I S SN v Araaer 1aa Tortsizmthr £ E£1 ot doant (0SS 3 +1
StEatuSyT—Satrstactron—with €a¥ey r—oarug—uSe——FortEy—that —br—patrents— —+h—th
Suroery oroun and 26 oFf B aodbdombo (ENON 4y bl palholed ] o srouo—had o cliniasll
SHErgery—group—aha £ paErents—t R the—¥renapiIrrtatIoh grotp Aot o erIhTeaTTy

i moortant—imer ment (15 OBT voints or more) from baselin Twient satients (249
TRportant—Imp¥ ment— bI—points—or more)—trom pasetrine—Iwenty—onepatients {245}
randoms a—+ abilitation had -erossed r and had underaone back surgerv—and 12
ranaomizea—to—rehabiirtation Raa—€rossea e hAaauRaergone—Ppack surgery ane—+
catientas (140 »ondoms d +to cyrvenrs hod sandevonn s A3 an ] o nl g One—serious
potrents {14 FroRaomiZea toSurgery oo Bhaergohe aaartronatTr Pat Kk SUrgery - Ohe—SEe¥rious
advers Ak aftoy Jdion vl ocomondk tooe voaab ol Tl bl el ded bbby
FEVFEES rE—arterarserepracement—waS ¥reportea—FThre autEnRo¥s reTaea—that——ToRg—term
3 o mant o~ noaotad o £+ r bheth A1 o~ o] oA At an A MNOD Th A1 Ffarnnrn~ et n
THRPE ment—CcaR—o pectea—arter oot 6315 praocemenrt—onaMbR—Ire—arfre¥ren oetEweeh
grouns—is otatistienll siapnificant in faver of surcer byt osmaller than+
groups—is——statistieatrty stontiticant In—tavorof surgery;, ouvt—Smatier—than—th

prespecificd elinieall imoortant differene £ 10 OBT voints that +the study was desiagned
prespeecriirea—ectrinireatty rmportant—airrieren = BI—points—that—the Sstuay was—eaesrgned
+ Aot~ P S [ NDSIENENE D NP ST I RPN IO EIRENEN PN I S NI I SPNE A SN S E IS PN I
to—aetect—Fgture—researen—Snobra orm—to—Imp¥ SerectroR—ecriteria To¥r arSe¥repracement

A prospective, multicenter, randomized, controlled, investigational device exemption
study with 5-year follow-up was conducted by Yue and Garcia (2017) to compare the safety
and effectiveness of lumbar tetal—dise—repltacementIDR with activl (Test group) or
ProDisc-L or Charité (Control group) in the treatment of patients with symptomatic,
single-level degenerats cise—eiseaseDDD. Patients who failed at least 6 months of
nonsurgical management were randomly allocated to treatment with the Test device (n =
218) or Control devices (n = 106). At 5-year follow-up, 185 Test patients and 90 Control
patients provided 5-year follow-up data. Device effectiveness outcomes were comparable
between Test and Control devices. Reductions in back pain severity were reported in 88%
of Test patients and 90% of Control patients. Oswestry bisabilityInd {ODI¥ improvement
was reported in 83% and 86% of patients, respectively. Patient satisfaction was very high
in both groups (96% vs. 94%). No significant differences were observed between groups in
radiographic outcomes, including disc height, disc angle, flexion-extension ROM,
translation ROM, and lateral rotation. Lack of a serious adverse event through 5 years
was 58% in Test patients and 40% in Control patients. The authors concluded that teteat

dise—~replacementTDR i1is safe and effective for the treatment of symptomatic dumbar
degerneratst dise—diseaselDDD and is maintained through 5 years.
A prospective case series was conducted by Laugesen et al. (2017) to determine the long-

term clinical results and prosthesis survival in patients treated with lumbar tetel—dise
reptacement—(TDR). Fifty-seven consecutive patients treated with TDR from 2003 to 2008
were invited to follow-up at a mean 10.6 years post-operatively and complete a Visuvat
Aasteog—Seate—VAS)y for back and leg pain, the Dallas Pain Questionnaire (DPQ), and the
Short Form-36. These surveys were also administered to the subjects before their index
TDRs. Data on reoperation were collected from the patients’ medical records. The authors
report that there was a significant improvement in VAS and DPQ in the entire cohort.
Nineteen patients (33%) had a revision fusion surgery after their index TDR. Patients who
had revision surgery had statistically significant worse outcome scores at last follow-up
than patients who had no revision. Thirty patients (52.6%) would choose the same
treatment again if they were faced with the same problem. The authors concluded that this
study demonstrated significant improvement in long-term clinical outcomes and two-thirds

of the discus prostheses were still functioning at follow-up. Fhey otse—acknowledge+that
£l 3 +411 1ol £ enl11 .4 4 e A 1l o PSPPSR I PO IR I N~V B ANPENEIN

there dis still a lack of weii—-designed long-term studies, thus reguiring further

N P R

investigation.

A systematic review and meta-analysis was performed by Lackey et al. (2016) to assess the
effect of hybrid—eonstruetsHC which involve a teotal—dise—arthroptasty—+TDA)} with stand-
alone armterior— ar—interbody—fusien—ALIF} versus non-hybrid constructs including
posterior transpedicular fixation or multi-level stand-alone ALIF as a surgical
intervention for degerexrat se—DDD} in the lumbar spine. Primary outcomes

N
==

analyzed included the OSswestry PisabitityFnd {ODI+ and the Yisuwat Anategue—Seat (VASY
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for back pain. Three studies met inclusion criteria. When comparing hybrid—econstruetsHC
to multi-level TDA or lumbar fusion (LF) improvements in back pain were found with a VAS
back pain score reduction of 1.38 postoperatively and a VAS back pain score reduction of
0.99 points at 2-years follow-up. The authors concluded that current results slightly
favor clinically significant improved VAS back pain score outcomes postoperatively and at
2-years follow-up for hybrideeonstruetsHC in multi-level lumbar DDD of the spine when
compared with non-hybrid multi-level LF or TDA. The authors stated that it cannot be
concluded that a hybrid—eonstructHC is superior to multi-level LF or TDA based on this
meta-analysis and recommend further prospective studies to delineate best practice in the
management of degeneratd cise—eiseaseDDD of the lumbar spine.

Garcia et al. (2015) conducted a prospective, multicenter, randomized, controlled,
investigational device exemption (IDE) trial to evaluate the comparative safety and
effectiveness of lumbar tetal—dise—replacement—TDR)} 1in the treatment of patients with
symptomatic degereratd: dise—disease—DDD) who are unresponsive to nonsurgical therapy.
The study consisted of patients presenting with symptomatic single-level lumbar DDD who
failed at least 6 months of nonsurgical management. They were randomly assigned to
treatment with an investigational TDR device (activl®, n = 218) or FDA-approved control

TDR devices (ProDisc-1° or Charité®, n = 106). Patient satisfaction with treatment was
over 90% in both groups at 2 years. Back pain severity dmproved 74% with activL® and 68%
with controls. Sswestry bisability—TInd (ODI) improved 67% with activl® and 61% with

controls and Physical Component Summary score (88%vs. 81%) favored the activLl® group. The
percentage of patients working full-time with no restrictions increased from 33% at
pretreatment to 57% at 2 years with activL® and from 33% to 49% with control. Return to
work was approximately 1 month shorter with activL® versus controls. The percentage of
patients with disc height increase > 3 mm was 94% with activl® and 87% with controls.
Change in range of motion in lateral flexion-extension radiographs wes—were statistically
greater with activl® compared with controls in segmental rotation and translation but not
in lateral rotation on side-bending radiographs. The rate of device-related serious
adverse events was lower in patients treated with activl® versus controls (12% vs. 19%).
Surgical reintervention rates were comparable (activL 2.3%, control 1.9%). The authors
concluded that the single-level activI® TDR is safe and effective for the treatment of

! D g s LT e
symptomatic lumbar DDD through 2 years—and—thatthe long—term durabitit f—+the—aetivhk®
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Clinical Practice Guidelines

American Pain Society

A multidisciplinary panel was convened by the American Pain Society to develop evidence-
based recommendations on use of interventional diagnostic tests and therapies, surgeries,
and interdisciplinary rehabilitation for low back pain of any duration, with or without
leg pain. Their recommendation was as follows:

¢ 1In patients with nonradicular low back pain, common degenerative spinal changes, and
persistent and disabling symptoms, there is insufficient evidence to adequately
evaluate long-term benefits and harms of vertebral disc replacement. Data on long-term
(beyond 2 years) benefits and harms following artificial disc replacement are limited

(Chou, 2009).

International Society for the Advancement of Spine Surgery (ISASS)

A 2021 ISASS Policy Statement concludes that both cervical and lumbar total disc
replacements, including multi-level use as approved by the FDA, are safe and effective
treatment alternatives to fusion for patients meeting well established selection
criteria. FDA study guidelines and labelling regarding inclusion and exclusion criteria
should be followed for use (Schroeder et al., 2021).

National Institute for Health and Care Excellence (NICE)

In a 2020 NICE guideline on low back pain and sciatica assessment and management they
recommend that physicians do not offer disc replacement in people with low back pain
(NICE, 2020).

T e 2000 Trit r "t 2 nl RDroaaosadairac (e Ao~ NTOE s ~Taa A" 4 o4 ] PR Rt 1 dan o~ n
T T cCT P S aa O i e e e \Cacma oo Ot 7 IV LT oL HC oG CG tia T ot | e o o 5 o TG CTT Tt
+ anfat and £~ £ v ~otbhoat 1~ 4t ralbheral A1 o~ ] St RSN = Tyimbar org
oIt o Tty oS T CatCy = PTroOSTtattcT T cCT T cCoOTrTaoarr—GI S TP mCchc—f—ctt T OttooE L Tt
El docn + + 1rort +h 13 £ + 12 PN PV EE Thas roecoeomman A oo 11t 1+
T5—aGCeguat > SHPPOoTt—Tcat—1tS =t S P~ coutre= THCY £ HHETG—SP Ta TSt Wit

Sort 1 n +h + o £ docarnay+ o EENE SN e I 14 RS il A 3 o+ "t

PeETES TH—C T creaTmct E= e TratTtT STt SISt [CETACAT =2 e S It = S Pt TSt
an ot orn A+ Brocaedirr o EE S| -l I oarra A A EEE S IR NS S P S NS S 3 SN Do S oS SN

E= CcTT O ot T \Caven SOt TT=y—° ot £ T CC T pacTCiT O WOt Tt E Ve e
Fraatmant i na o £ 1 al ¥r comtraa Al Ao+ A A (NTOT 20000
crrCatTitcic PO pRaes T CO r— L O rar G CacCt—{ivrrToy 71—

North American Spine Society (NASS)

A 2019 NASS Coverage Policy Recommendation states that lumbar artificial disc replacement
is indicated for patients with discogenic low back pain who meet all of the following
criteria:

e Symptomatic single level lumbar disc disease at L3-L4, L4-L5 or L5-S1 level

¢ Presence of symptoms for at least 6 months or greater and that are not responsive to
multi-modal nonoperative treatment over that period that should include a physical
therapy/rehabilitation program but may also include (but not limited to) pain
management, injections, cognitive behavior therapy, and active exercise programs

¢ Any underlying psychiatric disorder, such as depression, should be diagnosed and the
management optimized prior to surgical intervention

¢ Primary complaint of axial pain, with a possible secondary complaint of lower
extremity pain

Lumbar disc arthroplasty is not indicated in the following scenarios:

¢ Any case that does not fulfill all of the above criteria

¢ Presence of symptomatic degenerative disk disease at more than one level
¢ Age greater than 60 years or less than 18 years
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U.S. Food and Drug Administration (FDA

This section is to be used for informational purposes only. FDA approval alone is not a
basis for coverage.

Artificial discs are regulated by the FDA, but products are too numerous to list. Refer
to the following website for more information (use product code MJO). Available at:
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm.

(Accessed September 1, 2023 August—22—2622)
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Policy History/Revision Information

Date Summary of Changes
TBD Coverage Rationale
¢ Replaced language indicating:

o “Cervical artificial total disc replacement with an FDA-approved
prosthetic intervertebral disc is proven and medically necessary
for treating one-level or two contiguous levels of cervical
degenerative disc disease (C3 to C7)—in a Skeletally Mature
individual with symptomatic radiculopathy and/or myelopathy” with
“cervical artificial total disc replacement with an FDA-approved
prosthetic intervertebral disc is proven and medically necessary in
certain circumstances for treating one-level or two contiguous
levels of cervical degenerative disc disease (C3 to C7), in a
Skeletally Mature individual with symptomatic radiculopathy and/or
myelopathy”

o “Lumbar artificial total disc replacement with an FDA-approved
prosthetic intervertebral disc is proven and medically necessary
for treating single level lumbar degenerative disc disease with
symptomatic intractable discogenic low back pain in a Skeletally
Mature individual when there are no contraindications” with “lumbar
artificial total disc replacement with an FDA-approved prosthetic
intervertebral disc is proven and medically necessary for treating
single level lumbar degenerative disc disease with symptomatic
intractable discogenic low back pain in a Skeletally Mature
individual”

¢ Removed list of contraindications to lumbar artificial total disc
replacement

e Removed language indicating lumbar artificial total disc replacement
is unproven and not medically necessary due to insufficient evidence
of efficacy [when the individual has] prior history of lumbar fusion
or when combined with a lumbar fusion at any level

Definitions

¢ Removed definition of:
o Degenerative Disc Disease (DDD)
o Grade 1 Spondylolisthesis
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0 Modic Changes
Applicable Codes
e Removed notation indicating CPT code 22860 is not on the State of

Louisiana Medicaid Fee Schedule and therefore may not be covered by
the State of Louisiana Medicaid Program

Supporting Information

e Updated Clinical Evidence and References sections to reflect the most
current information

¢ Archived previous policy version CS121LA.L

Instructions for Use

This Medical Policy provides assistance in interpreting UnitedHealthcare standard benefit
plans. When deciding coverage, the federal, state or contractual requirements for benefit
plan coverage must be referenced as the terms of the federal, state or contractual
requirements for benefit plan coverage may differ from the standard benefit plan. In the
event of a conflict, the federal, state or contractual requirements for benefit plan
coverage govern. Before using this policy, please check the federal, state or contractual
requirements for benefit plan coverage. UnitedHealthcare reserves the right to modify its
Policies and Guidelines as necessary. This Medical Policy is provided for informational
purposes. It does not constitute medical advice.

UnitedHealthcare may also use tools developed by third parties, such as the InterQual®
criteria, to assist us in administering health benefits. The UnitedHealthcare Medical
Policies are intended to be used in connection with the independent professional medical
judgment of a qualified health care provider and do not constitute the practice of
medicine or medical advice.
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