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HOW THE IMR FINAL DETERMINATION WAS MADE

The independent Medical Doctor who made the decision has no affiliation with the employer,
employee, providers or the claims administrator. The physician reviewer is Board Certified in
Internal Medicine (ABIM), and is licensed to practice in California. He/she has been in active
clinical practice for more than five years and is currently working at least 24 hours a week in
active practice. The Expert Reviewer was selected based on his/her clinical experience,
education, background, and expertise in the same or similar specialties that evaluate and/or treat
the medical condition and treatments and/or services at issue.

CLINICAL CASE SUMMARY

The expert reviewer developed the following clinical case summary based on a review of the
case file, including all medical records:

This is a 39 year old female who sustained a work injury on February 17, 2013 when she
attempoted to sit in her chair which rolled back causing her to develop low back pain. The
relevant diagnoses in this case include lumbar discopathy, chronic cervical spine pain and
bilateral carpal tunnel syndrome. The issues relevant in this case are whether Ondansetron ODT
tablets 8mg #60, Cyclobenzaprin Hydrochloride 7.5mg #120, Tramadol Hydrochloride 7.5mg
#120, and Medox patch #30 are medically necessary.

IMR ISSUES, DECISIONS AND RATIONALES
The Final Determination was based on decisions for the disputed items/services set forth below:

Ondansetron ODT tablets 8 mg #60: Upheld

Claims Administrator guideline: The Claims Administrator did not base their decision on the
MTUS. Decision based on Non-MTUS Citation Official Disability Guidelines(ODG).

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG).

Decision rationale: The Official Disability Gudielines (ODG) state that Ondansetron is "Not
recommended for nausea and vomiting secondary to chronic opioid use." After review of the
medical records and documentation provided for review, there is no documentation of any
nausea and vomiting to certify use of an anti-emetic. The request for Ondansetron ODT tablets
8mg #60 is not medically necessary and appropriate.




Cyclobenzaprine Hydrochloride 7.5 mg #120: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Muscle Relaxants. Decision based on Non-MTUS Citation Official Disability Guidelines
(ODG).

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG),.

Decision rationale: The Official Disability Guidelines (ODG) state "Recommended for a short
course of therapy. Immediate release (eg, Flexeril, generic) recommended over extended release
(Amrix) due to recommended short course of therapy (also note substantial increase in cost for
extended release without corresponding benefit for short course of therapy). Limited, mixed-
evidence does not allow for a recommendation for chronic use. Cyclobenzaprine is a skeletal
muscle relaxant and a central nervous system depressant with similar effects to tricyclic
antidepressants (e.g. amitriptyline). Cyclobenzaprine is more effective than placebo in the
management of back pain, although the effect is modest and comes at the price of adverse
effects. It has a central mechanism of action, but it is not effective in treating spasticity from
cerebral palsy or spinal cord disease. Cyclobenzaprine is associated with a number needed to
treat of 3 at 2 weeks for symptom improvement. The greatest effect appears to be in the first 4
days of treatment. (Browning, 2001) (Kinkade, 2007) (Toth, 2004) See Cyclobenzaprine.
Cyclobenzaprine has been shown to produce a modest benefit in treatment of fibromyalgia.
Cyclobenzaprine-treated patients with fibromyalgia were 3 times more likely to report overall
improvement and to report moderate reductions in individual symptoms (particularly sleep). A
meta-analysis concluded that the number needed to treat for patients with fibromyalgia was 4.8
The request for Cyclobenzaprine hydrochloride is not medically necessary and appropriate.

Tramadol Hydrochloride 7.5mg #120: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Recommendations of opioid use for chronic pain.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Tramadol
(Ultram) Page(s): 113.

Decision rationale: The Chronic Pain guidelines state that “tramadol (UltramA®) is a centrally
acting synthetic opioid analgesic and it is not recommended as a first-line oral analgesic.” After
careful review of the medical records and documentation provided, it is found that tramadol is
not recommended for initial therapy and there is no evidence for need for an opioid therapy. The
request for Tramadol Hydrochloride 7.5mg #120 is not medically necessary and appropriate.

Medrox patch #30: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Pain Medical Treatment Guidelines, Topical Analgesics.



MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Pain
Medical Treatment Guidelines, Topical Analgesics Page(s): 111.

Decision rationale: The Chronic Pain guidelines state "Recommended as an option as indicated
below. Largely experimental in use with few randomized controlled trials to determine efficacy
or safety. Primarily recommended for neuropathic pain when trials of antidepressants and
anticonvulsants have failed. (Namaka, 2004) These agents are applied locally to painful areas
with advantages that include lack of systemic side effects, absence of drug interactions, and no
need to titrate. (Colombo, 2006) Many agents are compounded as monotherapy or in
combination for pain control (including NSAIDs, opioids, capsaicin, local anesthetics,
antidepressants, glutamate receptor antagonists, I+-adrenergic receptor agonist, adenosine,
cannabinoids, cholinergic receptor agonists, 13 agonists, prostanoids, bradykinin, adenosine
triphosphate, biogenic amines, and nerve growth factor). (Argoff, 2006) There is little to no
research to support the use of many of these agents. Any compounded product that contains at
least one drug (or drug class) that is not recommended is not recommended. The use of these
compounded agents requires knowledge of the specific analgesic effect of each agent and how it
will be useful for the specific therapeutic goal required. [Note: Topical analgesics work locally
underneath the skin where they are applied. These do not include transdermal analgesics that are
systemic agents entering the body through a transdermal means."” The medical records and
documentation provided for review do not documentation of trial and failure of antidepressants
or anticonvulsants to certify the use of this patch. The request for Medrox patches is not
medically necessary and appropriate.



