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Overview

Degenerative disc disease is not truly a disease but a term used to describe changes to
the intervertebral discs, which, in turn, may result in changes to the vertebrae and
other structures of the spine. Degenerative disc disease most often occurs in the
lumbar (lower back) and cervical (neck) regions of the spine.

Degenerative disc disease is treated conservatively with physical therapy and ice or
heat on the affected area. Medication is integral to the treatment of lumbar
degenerative disc disease with peripherally acting analgesics, such as nonsteroidal anti-
inflammatory drugs and acetaminophen, being the mainstays of treatment. In most
cases, symptoms associated with degenerative disc disease lessen over time. About
50% of people with a herniated lumbar disc will recover in 4 to 6 weeks, and 90% will
recover within six months. Surgical intervention is reserved for those who fail to
respond to conservative treatment for six months or more.

The most common surgical procedure for the treatment of chronic pain associated with
lumbar degenerative disc disease is discectomy. Discectomy is the surgical removal of
the part of the herniated disc that is pressing on the nerve root. Laminectomy or
laminotomy may be performed alone or with discectomy when the spinal cord or nerve
roots are being compressed. Spinal fusion (arthrodesis) is a surgical procedure that
joins, or fuses, two or more vertebrae together with a bone graft. Spinal fusion is major
surgery, usually done as a last resort after other surgeries have failed to relieve pain
associated with degenerative disc disease. There are different methods of spinal
fusion, including BAK® Interbody Fusion (Zimmer, Inc.) and 360 degree circumferential
fusion. Spinal fusion has significant risks including loss of mobility in the fused section
of the spine and premature degeneration at adjacent levels.

Lumbar artificial disc replacement, also known as total disc arthroplasty, has been
proposed as an alternative to spinal fusion in the treatment of degenerative disc
disease. Artificial (prosthetic) discs ostensibly avoid the complications associated with
spinal fusion, i.e., loss of mobility and degeneration at adjacent levels. Artificial discs
have been used for many years in Europe to replace damaged lumbar discs that are
causing chronic low back pain. Two lumbar artificial discs have been approved for use
in the U.S. The Charité™ Artificial Disc (DePuy Spine, Inc.) was FDA-approved in
October 2004 and the ProDisc-L® (Synthes Spine) was approved in August 2006.
Several other lumber artificial discs are currently in various phases of development and
clinical trials.

The evidence supporting the effectiveness of lumbar artificial disc replacement is
limited. The clinical trial of the Charité™ artificial disc (Blumenthal et al., 2005) has
several potential issues affecting the interpretation of its results. The analysis showed
noninferiority compared to BAK fusion but not superiority. A noninferiority criterion
usually implies some trade-off in the principal outcomes for some other trade-off.
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However, there is no immediately evident advantage to the use of the artificial disc.
The 57% success rate does not show the artificial disc to be a highly successful
treatment. In addition, the long-term safety and effectiveness of the Charité™ artificial
disc is unknown. The manufacturer has been required by the FDA to conduct a post-
approval study following the original IDE trial patients for a total of 5 years post-
implantation.

Similar problems regarding the interpretation of the Charité™ trial apply to the
ProDisc®-L trial (Zigler et al., 2007). For a noninferiority comparison, the investigational
treatment where the results are not inferior to another treatment is generally
considered acceptable if there are other obvious advantages. For the lumbar artificial
disc, the advantages are not obvious. Although the disc has been in use in Europe for
over 10 years, the design promise of spinal mobility leading to improved outcomes
over fusion remains unproven. The ProDisc®-L noninferiority trial has as a comparator
360 degree circumferential fusion. However, it is not clear that a trial designed to
demonstrate noninferiority is valid given that the effectiveness of circumferential fusion
in degenerative disc disease is not well-established in comparison to conservative
treatment. The choice of a clinically relevant difference is crucial in noninferiority and
equivalence trials (Gotzche, 2006) however; there is no justification for the
noninferiority margin in the ProDisc®-L trial. Knowledge of the effectiveness of
circumferential fusion is lacking.

The ProDisc®-L trial randomized 162 patients to the ProDisc®-L and 80 patients to
circumferential fusion. The achieved success rates (63.5% achieved versus 85%
planned) are significantly lower than the planned success rates. It is not clear why the
achieved success rates were so far from the planned success rates, and calls into
question if, in fact, noninferiority to fusion also means superiority to conservative
treatment. In addition, the success rates were based on patients completing the trial
rather than the full, randomized sample. The lack of documentation of missing data
and subjects makes it difficult to determine which patients were ultimately included in
the analysis.

Case series studies have shown that some patients with disabling degenerative lumbar
disc disease may benefit from artificial disc replacement. Unfortunately, rather than
confirm results of case series studies, the Charité™ and ProDisc®-L clinical trials
created uncertainty. The clinical trials are suspect as valid noninferiority trials. It is not
clear whether lumbar artificial disc replacement is as beneficial as the established
alternative. All other arthroplasties have demonstrated a finite lifespan. Revision anterior
surgery at the lower lumbar level is technically challenging. Long-term studies are
needed to understand the implications of late implant failure due to wear or loosening.

Covered Services
Removal of an existing lumbar artificial disc requires preauthorization.

Lumbar artificial disc replacement, also known as total disc arthroplasty, is not covered.
Lumbar artificial disc replacement does not meet FCHP’s technology assessment
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criteria. Specifically, currently available scientific evidence is insufficient to permit
conclusions regarding the effect of the technology on health outcomes.’

Revision including replacement of an existing failed lumbar artificial disc is not covered.

There are some possible complications that could necessitate removal of an existing
artificial disc such as:

e Allergic reaction to the implant materials

e Material failure (e.g., implants that bend, break, loosen or move)

e Local and or systemic infection

FCHP will cover the removal of an existing lumbar artificial disc (and the necessary
stabilization of the spine by conventional methods, such as fusion) when an FCHP
Medical Director has determined that removal of the artificial disc is medically
necessary.

Exclusions

1. Revision including replacement of an existing failed lumbar artificial disc. Revision
surgery is not covered, even in a patient who has complications following lumbar
artificial disc replacement.

Codes

Claims for total disc arthroplasty and revision including replacement of total disc
arthroplasty will be denied with the following disposition: Reject Not Covered - Vendor
Liable, leaving no member balance.

Codes Number Description

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

0163T Total disc arthroplasty (artificial disc), anterior approach,
including discectomy to prepare interspace (other than
for decompression), lumbar; each additional interspace

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

0165T Revision including replacement of total disc arthroplasty

(artificial disc) anterior approach, lumbar; each
additional interspace

22865 Removal of total disc arthroplasty (artificial disc),
anterior approach, lumbar; single interspace

! Although FCHP’s Technology Assessment Committee has determined that cervical artificial
disc replacement is experimental/investigational, the Federal Employees Health Benefits
Program (FEHBP) requires coverage for all FDA-approved drugs, devices or biological products.
Therefore, cervical artificial disc replacement and revision are covered for FEHBP members if an
FCHP Medical Director determines that the procedure is medically necessary. (FEHBP Carrier
Letter No. 2001-27).
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Codes Number Description

0164T Removal of total disc arthroplasty (artificial disc),
anterior approach, lumbar; each additional interspace

Copyright © 2009 American Medical Association, Chicago, IL

Products to Which This Policy Applies

® FCHP Direct & Select Care

® Fallon Preferred Care (PPO)

® Major Medical

® MassHealth

® Companion Care

® Commonwealth Care

® Fallon Senior Plan™

References

1. Centers for Medicare & Medicaid Services. National Coverage Determination for
Lumbar Artificial Disc Replacement (150.10).

2. Commonwealth of Massachusetts MassHealth Physician Manual. Subchapter 6.
Service Codes. Effective 07/01/08.

3. Deyo RA, Nachemson A, Mirza SK. Spinal Fusion Surgery — The Case for Restraint.
N Eng J Med 2004;350(7):722-26.

4. Fairbank J, Frost H, Wilson-MacDonald J, et al. Randomized Controlled Trial to
Compare Surgical Stabilization of the Lumbar Spine with an Intensive Rehabilitation
Proagam for Patients with Chronic Low Back Pain: The MRC Spine Stabilization
Trial. BMJ 2005 Jun;330(7502):1233-39.

5. Blue Cross and Blue Shield Association Technology Evaluation Center. Artificial
Lumbar Disc Replacement. Volume 22, No. 2, June 2007. Available at:
www.bcbs.com/tec.

6. National Institute for clinical Excellence. Prosthetic Intervertebral Disc
Repalacement. November 2004. Available at: www.nice.org.uk.

7. U.S. Food and Drug Administration Center for Devices and Radiological Health.
Charité™ Artificial Disc — PO40006. Available at:
http://www.fda.gov/cdrh/pdf4/P040006.html.

8. U.S. Food and Drug Administration Center for Devices and Radiological Health.
Prodisc®-L Total Disc Replacement — P0O50010. Available at:
http://www.fda.gov/cdrh/pdf5/P050010.html.

9. Blumenthal S, MaAfee PC, Guyer RD, et al. A Prospective, Randomized, Multicenter
Food and Drug Administration Investigation Device Exemptions Study of Lumbar
Total Disc Replacement with the Charité Artificial Disc Versus Lumbar Fusion. Spine
2005;30(14):1565-75.

10. McAfee PC, Geisler FH, Saiedy SS, et al. Revisability of the Charité Artificial Disc
Replacement. Spine 2006;31(11):1217-26.

11. Zigler J, Delamarter R, Spivak JM, et al. Results of the Prospective, Randomized,
Multicenter Food and Drug Administration Investigational Device Exemption Study
of the Prodisc®-L Total Disc Replacement Versus Circumferential Fusion for the
Treatment of 1-Level Degenerative Disc Disease.

12. Shim CS, Lee SH, Shin HD, et al. Charité Versus ProDisc. Spine 2007;32(%):1012-18.

Lumbar Artificial Disc Replacement Page 4 of 5


http://www.bcbs.com/tec
http://www.nice.org.uk/
http://www.fda.gov/cdrh/pdf4/P040006.html
http://www.fda.gov/cdrh/pdf5/P050010.html

13. Le Henanff AL, Giraudeau B, Baron G, Ravaud P. Quality of Reporting of
Noninferiority and Equivalence Randomized Trials. JAMA 2006;295(10):1147-51.

14. Piaggio G, Elbourne DR, Altman DG, et al. Reporting of Noninferiority and
Equivalence Randomized Trials. JAMA 2006;295(10):1152-60.

15. Gotzsche PC. Lessons From and Cautions About Noninferiority and Equivalence
Randomized Trials. JAMA 2006;295(10):1172-74.

16. Hayes, Inc. Medical Technology Directory Report. Lumbar Total Disc Replacement
for Degenerative Disc Disease. Update Search September 19, 2008.

Committee review dates:
Technology Assessment Subcommittee: 09/17/2008, 12/16/08
Technology Assessment Committee: 04/26/2005, 10/14/2008, 01/13/09

IMPORTANT NOTE: Not all services are covered for all products or employer groups. This medical policy
expresses FCHP’s determination of whether certain services or supplies are medically necessary, experimental
or investigational or cosmetic. FCHP has reached these conclusions based upon the regulatory status of the
technology and a review of clinical studies published in peer-reviewed medical literature. Even though this
policy may indicate that a particular service or supply is considered covered, this conclusion is not based upon
the terms of your particular benefit plan. Each benefit plan contains its own specific provisions for coverage and
exclusions. Not all benefits that are determined to be medically necessary will be covered benefits under the
terms of your benefit plan. Members and their providers need to consult the Evidence of Coverage to
determine if there are any exclusions or other benefit limitations applicable to this service or supply. If there is a
discrepancy between this policy and the plan of benefits, the provisions of the benefits plan will govern.
However, applicable state mandates will take precedence with respect to fully insured plans and self-funded
non-ERISA (e.g., government, school boards, church) plans. Unless otherwise specifically excluded, Federal
mandates will apply to all plans. With respect to Medicare and Medicaid members, this policy will apply unless
Medicare and Medicaid policies extend coverage beyond this medical policy.
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