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HOW THE IMR FINAL DETERMINATION WAS MADE

MAXIMUS Federal Services sent the complete case file to an expert reviewer. He/she has no
affiliation with the employer, employee, providers or the claims administrator. 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 disputed items/Service. He/she is familiar with governing laws and
regulations, including the strength of evidence hierarchy that applies to Independent Medical
Review determinations.

The Expert Reviewer has the following credentials:
State(s) of Licensure: Maryland, Texas, Virginia
Certification(s)/Specialty: Internal Medicine, Allergy and Immunology, Rheumatology

CLINICAL CASE SUMMARY

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

The injured worker is a 62 year old female who sustained an industrial injury on 09/19/2007.
Diagnoses include myofascial pain syndrome, fibromyalgia, and pain in joint-upper arm, pain in
joint-shoulder region, carpal tunnel syndrome, and interstitial myositis. Treatment to date has
included diagnostic studies, medications, physical therapy, and multiple orthopedic surgeries.
Her medications include Lyrica, Amrix, Naprosyn, Lidoderm patch, Voltaren and Cymbalta.
Cyclobenzaprine is on hold. She is presently retired. A physician progress note dated 05/15/2015
documents the injured worker reports her wrists have been giving her the most pain, and that at
night her low back gives her the most pain. She has undergone multiple upper extremity
surgeries including the bilateral wrists, elbows and right shoulder. There is an unofficial
documentation that an Electromyography and Nerve Conduction Velocity was done on
04/11/2014 was normal. She prefers to avoid narcotics and relies on the Lidoderm patches and
non-narcotic medications. She has more evening and nighttime spasms that respond well to
Amrix. She has not responded well to cyclobenzaprine formulations or other muscle relaxants.
She rates her pain as 9 out of 10 without her medications, and 5 out of 10 with her medications.
Her medications are keeping her functional, allowing increased mobility and tolerance of
activities of daily living and home exercises, and she has no side effects with her medications.
There is tenderness to the cervical paraspinals at C4-C5, and T4-T5 paraspinals, and at the
paraspinal muscles of the lumbar spine. She has a positive Sitting Straight Leg Raise on the left.
Treatment requested is for Amrix 15mg #30 with 3 refills, Cymbalta 30mg #30 with 1 refill,
Lyrica 75mg #90 with 3 refills, and Naprosyn 500mg #60 with 3 refills.




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

Cymbalta 30mg #30 with 1 refill: Overturned

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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Guidelines Pain Interventions and Treatments Page(s): 15-16.

Decision rationale: MTUS state regarding antidepressants for pain, "Recommended as a first
line option for neuropathic pain, and as a possibility for non-neuropathic pain. (Feuerstein, 1997)
(Perrot, 2006) Tricyclics are generally considered a first-line agent unless they are ineffective,
poorly tolerated, or contraindicated. Analgesia generally occurs within a few days to a week,
whereas antidepressant effect takes longer to occur.” The treating physician does not indicate
failure of first-line agents and does not indicate how a first line agent is ineffective, poorly
tolerated, or contraindicated. MTUS states regarding Cymbalta: "Selective serotonin and
norepinephrine reuptake inhibitors (SNRIs): Duloxetine (Cymbalta): FDA-approved for anxiety,
depression, diabetic neuropathy, and fibromyalgia. Used off-label for neuropathic pain and
radiculopathy. Duloxetine is recommended as a first-line option for diabetic neuropathy.
(Dworkin, 2007) No high quality evidence is reported to support the use of duloxetine for lumbar
radiculopathy. (Dworkin, 2007) More studies are needed to determine the efficacy of duloxetine
for other types of neuropathic pain. Side effects: CNS: dizziness, fatigue, somnolence,
drowsiness, anxiety (3% vs. 2% for placebo), insomnia (8-13% vs. 6-7% for placebo). GlI:
nausea and vomiting (5-30%), weight loss (2%). Trial period: Some relief may occur in first two
weeks; full benefit may not occur until six weeks. Withdrawal effects can be severe. Abrupt
discontinuation should be avoided and tapering is recommended before discontinuation.”
Medical records do not substantiate anxiety, depression, diabetic neuropathy, and/or but do
diagnose fibromyalgia, which are the only FDA indicated uses of Cymbalta As such, the request
for Cymbalta 30mg #30 with 1 refill is medically necessary.

Naprosyn 500mg #60 with 3 refills: Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines NSAIDs
(non-steroidal anti-inflammatory drugs) Page(s): 67-73. Decision based on Non-MTUS Citation
Official Disability Guidelines (ODG) Pain (Chronic), Naproxen, NSAIDs (non-steroidal anti-
inflammatory drugs).

Decision rationale: MTUS specifies four recommendations regarding NSAID use: 1)
Osteoarthritis (including knee and hip): Recommended at the lowest dose for the shortest
period in patients with moderate to severe pain. 2) Back Pain - Acute exacerbations of chronic



pain: Recommended as a second-line treatment after acetaminophen. In general, there is
conflicting evidence that NSAIDs are more effective that acetaminophen for acute LBP. 3) Back
Pain - Chronic low back pain: Recommended as an option for short-term symptomatic relief. A
Cochrane review of the literature on drug relief for low back pain (LBP) suggested that NSAIDs
were no more effective than other drugs such as acetaminophen, narcotic analgesics, and muscle
relaxants. The review also found that NSAIDs had more adverse effects than placebo and
acetaminophen but fewer effects than muscle relaxants and narcotic analgesics. 4) Neuropathic
pain: There is inconsistent evidence for the use of these medications to treat long-term
neuropathic pain, but they may be useful to treat breakthrough and mixed pain conditions such
as osteoarthritis (and other nociceptive pain) in with neuropathic pain. The medical documents
do not indicate that the patient is being treated for the indications listed above. Additionally, the
treating physician does not document failure of primary (Tylenol) treatment. Progress notes do
not indicate how long the patient has been on naproxen, but the MTUS guidelines recommend
against long-term use. There is subjective improvement noted but no evidence of objective
improvement in symptoms. As such, the request for Naprosyn 500mg #60 with 3 refills is not
medically necessary.

Amrix 15mg #30 with 3 refills: Upheld

Claims Administrator guideline: Decision based on MTUS ACOEM. Decision based on Non-
MTUS Citation Official Disability Guidelines (ODG).

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Cyclobenzaprine, Medications for chronic pain, Antispasmodics Page(s): 41-42, 60-61, 64-66.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) Pain,
Cyclobenzaprine (Flexeril) and Other Medical Treatment Guidelines Up-To-Date Flexeril.

Decision rationale: MTUS Chronic Pain Medical Treatment states for Cyclobenzaprine,
"Recommended as an option, using a short course of therapy. The effect is greatest in the first 4
days of treatment, suggesting that shorter courses may be better. (Browning, 2001) Treatment
should be brief." The medical documents indicate that patient is far in excess of the initial
treatment window and period. Additionally, MTUS outlines that "Relief of pain with the use of
medications is generally temporary, and measures of the lasting benefit from this modality
should include evaluating the effect of pain relief in relationship to improvements in function
and increased activity. Before prescribing any medication for pain the following should occur:
(1) determine the aim of use of the medication; (2) determine the potential benefits and adverse
effects; (3) determine the patient's preference. Only one medication should be given at a time,
and interventions that are active and passive should remain unchanged at the time of the
medication change. A trial should be given for each individual medication. Analgesic
medications should show effects within 1 to 3 days, and the analgesic effect of antidepressants
should occur within 1 week. A record of pain and function with the medication should be
recorded. (Mens, 2005) Up-to-date "flexeril” also recommends "Do not use longer than 2-3
weeks". Medical documents do not fully detail the components outlined in the guidelines above
and do not establish the need for long term/chronic usage of cyclobenzaprine.ODG states
regarding cyclobenzaprine, "Recommended as an option, using a short course of therapy. The



addition of cyclobenzaprine to other agents is not recommended."” Several other pain medications
are being requested, along with cyclobenzaprine, which ODG recommends against. As such, the
request for Amrix 15mg #30 with 3 refills is not medically necessary.

Lyrica 75mg #90 with 3 refills: Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical
evidence for its decision.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Anti-
epilepsy drugs (AEDs), Pregablin (Lyrica) Page(s): 16-17, 99. Decision based on Non-MTUS
Citation Official Disability Guidelines (ODG) Pain, Anti-epilepsy drugs (AEDs) for pain.

Decision rationale: MTUS and ODG state that "Pregabalin (Lyrica) has been documented to be
effective in treatment of diabetic neuropathy and post herpetic neuralgia, has FDA approval for
both indications, and is considered first-line treatment for both. Pregabalin was also approved to
treat fiboromyalgia. See Anti-epilepsy drugs (AEDs) for general guidelines, as well as specific
Pregabalin listing for more information and references.” MTUS additionally comments "Anti-
epilepsy drugs (AEDs) are also referred to as anti-convulsants. Recommended for neuropathic
pain (pain due to nerve damage). A good response to the use of AEDs has been defined as a 50%
reduction in pain and a moderate response as a 30% reduction. It has been reported that a 30%
reduction in pain is clinically important to patients and a lack of response of this magnitude may
be the trigger for the following: (1) a switch to a different first-line agent (TCA, SNRI or AED
are considered first-line treatment); or (2) combination therapy if treatment with a single drug
agent fails. (Eisenberg, 2007) (Jensen, 2006) After initiation of treatment there should be
documentation of pain relief and improvement in function as well as documentation of side
effects incurred with use." The patient does not appear to have established neuropathic pain for
which Lyrica is an appropriate medication. The medical records provided do not detail any
objective improvement over the last several months. Given the lack of objective improvement,
the request for Lyrica 75mg #90 with 3 refills is not medically necessary.



