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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. The expert
reviewer is Board Certified in Family Practice, 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 disputed items/services. He/she is familiar with governing
laws and regulations, including the strength of evidence hierarchy that applies to Independent
Medical Review determinations.

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 claimant is a 68-year-old who sustained a work related injury on May 4, 2001 involving the
back and lower extremities. She has a diagnosis of complex regional pain syndrome and chronic
neuropathic pain. She has an implantation of a spinal cord stimulator in 2002. Her chronic pain
has resulted in sleep disturbances. Since at least February 2013 she has used Clonazepam and
Ambien CR 12.5 mg nightly to help with anxiety and insomnia. A progress note on October 24,
2013 indicated the claimant had been using Ambien but the treating physician had change her to
Lunesta 3 mg nightly due to difficulty initiating sleep. A progress note on May 21, 2014
indicated the insomnia had improved while on Lunesta .

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

LUNESTA 3MG #30: Upheld

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

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

Decision rationale: The MTUS and ODG guidelines do not comment on insomnia medications.
According to the ODG guidelines for insomnia medications, it is recommend that treatment be




based on the etiology, with the medications recommended below. Pharmacological agents should
only be used after careful evaluation of potential causes of sleep disturbance. Failure of sleep
disturbance to resolve in a 7 to 10 day period may indicate a psychiatric and/or medical illness.
(Lexi-Comp, 2008) Primary insomnia is generally addressed pharmacologically. Secondary
insomnia may be treated with pharmacological and/or psychological measures. The specific
component of insomnia should be addressed: (a) Sleep onset; (b) Sleep maintenance; (c) Sleep
quality; & (d) Next-day functioning. Pharmacologic Treatment: There are four main categories
of pharmacologic treatment: (1) Benzodiazepines; (2) Non-benzodiazepines; (3) Melatonin &
melatonin receptor agonists; & (4) Over-the-counter medications. The majority of studies have
only evaluated short-term treatment (i.e. roughly four weeks) of insomnia; therefore more studies
are necessary to evaluate the efficacy and safety of treatments for long-term treatment of
insomnia. In 2007, the FDA requested that manufacturers of all sedative-hypnotic drugs
strengthen product labeling regarding risks (i.e., severe allergic reactions and complex sleep-
related behaviors, such as sleep driving). It is recommended that treatments for insomnia should
reduce time to sleep onset, improve sleep maintenance, avoid residual effects and increase next-
day functioning. Eszopicolone (Lunesta) has demonstrated reduced sleep latency and sleep
maintenance. (Morin, 2007) The only benzodiazepine-receptor agonist FDA approved for use
longer than 35 days. A randomized, double blind, controlled clinical trial with 830 primary
insomnia patients reported significant improvement in the treatment group when compared to the
control group for sleep latency, wake after sleep onset, and total sleep time over a six month
period. (Walsh, 2007) Side effects: dry mouth, unpleasant taste, drowsiness, dizziness. Sleep-
related activities such as driving, eating, cooking and phone calling have occurred. Withdrawal
may occur with abrupt discontinuation. Dosing: 1-2 mg for difficulty falling asleep; 2-3 mg for
sleep maintenance. The drug has a rapid onset of action. In this case, the claimant had difficulty
initiating sleep. The claimant had insomnia secondary to pain. There is no evidence of primary
sleep disturbance. There is no documentation of psychotherapy or a sleep study to evaluate sleep.
Furthermore, the dosage of Lunesta provided is higher than that recommended for "falling
asleep.” The request for Lunesta 3mg, thirty count, is not medically necessary or appropriate.



