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NOTICE OF INDEPENDENT REVIEW DECISION 
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IRO CASE #: 
 
 
 
DESCRIPTION OF THE SERVICE OR SERVICES IN DISPUTE: 
Outpatient Surgery for Implant of Lumbar Artificial Disc 
 
 
DESCRIPTION OF THE QUALIFICATIONS FOR EACH PHYSICIAN OR OTHER HEALTH CARE 
PROVIDER WHO REVIEWED THE DECISION: 
Board Certified Neurosurgeon with additional training in pediatric neurosurgery 
 
REVIEW OUTCOME: 
 
Upon independent review, the reviewer finds that the previous adverse 
determination/adverse determinations should be: 
 
[ X ] Upheld (Agree) 
 
[   ] Overturned (Disagree) 
 
[   ] Partially Overturned (Agree in part/Disagree in part) 
 
INFORMATION PROVIDED TO THE IRO FOR REVIEW 
OD Guidelines 
Denial Letters 6/18/09 and 6/22/09 
Neurosurgical Associates 6/15/09 
CT Spine post-discogram 5/15/09 
 
 
PATIENT CLINICAL HISTORY SUMMARY 
This is a xx year-old with low back pain.  He has had PT and injections. His neurological 
examination is normal.  A discogram 05/15/2009 showed a concordant pain response at L5-
S1.  Apparently, an MRI of the lumbar spine shows multi-level degenerative joint disease.  A 
post-discogram CT of the lumbar spine reveals calcified discs at L3-L4 and L5-S1 and a 
small annular tear to the left at L4-L5.   The provider is recommending the Pro-Disc L at L5-
S1.   
 
ANALYSIS AND EXPLANATION OF THE DECISION INCLUDING CLINICAL BASIS, FINDINGS 



AND CONCLUSIONS USED TO SUPPORT THE DECISION 
The lumbar artificial disc is not medically necessary.  Firstly, the lumbar artificial disc is FDA-
approved for those patients who have degenerative disc disease at one level in the lumbar 
spine.  This patient has multiple levels of degenerative disc disease.  Also, according to the 
Occupational and Disability Guidelines, the lumbar artificial disc is “not recommended”.   
 
The guidelines go on to state:  “While disc replacement as a strategy for treating 
degenerative disc disease has gained substantial attention, it is not currently possible to draw 
any conclusions concerning disc replacement's effect on improving patient outcomes. The 
studies quoted above have failed to demonstrate a superiority of disc replacement over 
simple fusion for the limited indications for surgical treatment of lower back pain. Thus disc 
replacement is considered a controversial and unproven alternative to fusion surgery. The 
anatomic implications of total disc replacement are different from total hip or total knee 
replacements. The motion segments of the spine are not a single joint as is the case for the 
hip and knee. Often the source of pain for the spine is not clearly understood, whereas it 
usually is for the hip and knee. Therefore, the perceived corollary between total disc 
replacement and total hip or knee replacement is not justified. Furthermore, long-term follow-
up repeat surgery rates are unknown for the disc prosthesis”.  Therefore, for all reasons 
discussed above, the proposed surgery is not medically necessary. 
 
 
References/Guidelines 
 
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceAp
provalsandClearances/Recently-ApprovedDevices/ucm077620.htm 
 
Occupational and Disability Guidelines, “Low Back” chapter 
 

Spine (Phila Pa 1976). 2007 May 15;32(11):1155-62; discussion 1163. 
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. 
Zigler J, Delamarter R, Spivak JM, Linovitz RJ, Danielson GO 3rd, 
Haider TT, Cammisa F, Zuchermann J, Balderston R, Kitchel S, 
Foley K, Watkins R, Bradford D, Yue J, Yuan H, Herkowitz H, Geiger 
D, Bendo J, Peppers T, Sachs B, Girardi F, Kropf M, Goldstein J. 
 
 
A DESCRIPTION AND THE SOURCE OF THE SCREENING CRITERIA OR OTHER CLINICAL 
BASIS USED TO MAKE THE DECISION 
 
[   ] ACOEM-AMERICA COLLEGE OF OCCUPATIONAL & ENVIRONMENTAL MEDICINE UM 
KNOWLEDGEBASE 
 
[   ] AHCPR-AGENCY FOR HEALTHCARE RESEARCH & QUALITY GUIDELINES 
 
[   ] DWC-DIVISION OF WORKERS COMPENSATION POLICIES OR GUIDELINES 
 
[   ] EUROPEAN GUIDELINES FOR MANAGEMENT OF CHRONIC LOW BACK PAIN 
 
[   ] INTERQUAL CRITERIA 
 
[ X ] MEDICAL JUDGEMENT, CLINICAL EXPERIENCE AND EXPERTISE IN ACCORDANCE WITH 
ACCEPTED MEDICAL STANDARDS 
 
[   ] MERCY CENTER CONSENSUS CONFERENCE GUIDELINES 
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[   ] MILLIMAN CARE GUIDELINES 
 
[ X ] ODG-OFFICIAL DISABILITY GUIDELINES & TREATMENT GUIDELINES 
 
[   ] PRESSLEY REED, THE MEDICAL DISABILITY ADVISOR 
 
[   ] TEXAS GUIDELINES FOR CHIROPRACTIC QUALITY ASSURANCE & PRACTICE 
PARAMETERS 
 
[   ] TEXAS TACADA GUIDELINES 
 
[   ] TMF SCREENING CRITERIA MANUAL 
 
[   ] PEER ERVIEWED NATIONALLY ACCEPTED MEDICAL LITERATURE (PROVIDE A 
DESCRIPTION) 
 
[   ] OTHER EVIDENCE BASED, SCIENTIFICALLY VALID, OUTCOME FOCUSED GUIDELINES 
(PROVIDE A DESCRIPTION) 
 


