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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: New York
Certification(s)/Specialty: Anesthesiology

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 57 year old female, who sustained an industrial injury on March 30,
2007. The documentation notes that the injury was related to cumulative trauma exposure
secondary to her security officer work. The injured worker has been treated for right lower
extremity complaints. The diagnoses have included chronic complex regional pain syndrome of
the right lower extremity, right planter fasciitis, adjustment disorder with anxiety and depressed
mood and major depression. The injured worker has a history of a right total knee replacement.
Treatment to date has included medications, radiological studies, cortisone injections, spinal cord
stimulator trials, psychiatric evaluation, cognitive behavior psychotherapy and right plantar
fascial release surgery. Current documentation dated June 9, 2015 notes that the injured worker
was comfortable with a sufficient attention span, concentration and fund of knowledge. The
injured worker reported right lower extremity pain and sensitivity. Examination of the right
lower extremity revealed swelling of the right foot and ankle with erythema of the right foot. The
injured worker also had hypersensitivity noted in the right foot. Motor examination of the right
lower extremity was limited and noted to be 3/5. The injured worker was noted to be disabled.
The injured worker was noted to have decreased her Fentanyl patch and had more pain. The pain
was noted to be manageable. The injured worker also took Lunesta for sleep and Prilosec for
gastrointestinal upset. The treating physician's plan of care included requests for Fentanyl patch
25 mcg/hr #15, Fentanyl patch 12 mcg/hr #15, Lunesta 2 mg #15, Dilaudid 2 mg #15,
Tizanidine 4 mg #15 and Prilosec 20 mg #15.




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

Fentanyl 25mcg/hr patch #15: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Topical analgesics Page(s): 93 and 111.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Opioids
for the treatment of chronic pain Page(s): 91-97. Decision based on Non-MTUS Citation
Official Disability Guidelines (ODG) Opioids.

Decision rationale: Fentanyl is an opioid analgesic with a potency of eighty times that of
Morphine. According to ODG, chronic pain can have a mixed physiologic etiology of both
neuropathic and nociceptive components. In most cases, analgesic treatment should begin with
acetaminophen, aspirin, and NSAIDs. According to the ODG and MTUS, Fentanyl is a long-
acting narcotic analgesic used to manage both acute and chronic pain. Fentanyl transdermal
(Duragesic) patches are indicated for the management of persistent chronic pain, which is
moderate to severe requiring continuous, around-the-clock opioid therapy. Duragesic patches
should only be used in patients who are currently on opioid therapy for which tolerance has
developed. Patches are worn for a 72-hour period. In this case, the treatment of chronic pain
with any opioid analgesic requires review and documentation of pain relief, functional status,
appropriate medication use, and side effects. A pain assessment should include current pain,
intensity of pain after taking the opiate, and the duration of pain relief. There is no
documentation of the medication's pain relief effectiveness, functional status, or response to
ongoing opioid analgesic therapy. Medical necessity of the requested item has not been
established. Of note, discontinuation of an opioid analgesic should include a taper to avoid
withdrawal symptoms. The requested medication is not medically necessary.

Fentanyl 12 mcg/hr patch #15: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Topical analgesics Page(s): 93 and 111.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Opioids
for the treatment of chronic pain Page(s): 91-97. Decision based on Non-MTUS Citation
Official Disability Guidelines (ODG) Opioids.

Decision rationale: Fentanyl is an opioid analgesic with a potency of eighty times that of
Morphine. According to ODG, chronic pain can have a mixed physiologic etiology of both
neuropathic and nociceptive components. In most cases, analgesic treatment should begin with
acetaminophen, aspirin, and NSAIDs. According to the ODG and MTUS, Fentanyl is a long-
acting narcotic analgesic used to manage both acute and chronic pain. Fentanyl transdermal
(Duragesic) patches are indicated for the management of persistent chronic pain, which is
moderate to severe requiring continuous, around-the-clock opioid therapy. Duragesic patches
should only be used in patients who are currently on opioid therapy for which tolerance has



developed. Patches are worn for a 72-hour period. In this case, the treatment of chronic pain with
any opioid analgesic requires review and documentation of pain relief, functional status,
appropriate medication use, and side effects. A pain assessment should include current pain,
intensity of pain after taking the opiate, and the duration of pain relief. There is no
documentation of the medication's pain relief effectiveness, functional status, or response to
ongoing opioid analgesic therapy. Medical necessity of the requested item has not been
established. Of note, discontinuation of an opioid analgesic should include a taper to avoid
withdrawal symptoms. The requested medication is not medically necessary.

Lunesta 2mg #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 (ODG)
Eszopicolone (lunesta).

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

Decision rationale: Eszopicolone (Lunesta) is a prescription short-acting non-benzodiazepine
sedative-hypnotic, which is recommended for short-term treatment of insomnia (two to six
weeks). Lunesta is indicated for the treatment of insomnia with difficulty of sleep onset and/or
sleep maintenance. According to the ODG guidelines, non-benzodiazepine sedative-hypnotics
are considered first-line medications for insomnia. It appears that the non-benzodiazepines have
similar efficacy to the benzodiazepines with fewer side effects and short duration of action.
Lunesta has demonstrated reduced sleep latency and sleep maintenance. It is recommended for
short-term use. While sleeping pills, so-called minor tranquilizers, and anti-anxiety agents are
commonly prescribed in chronic pain, pain specialists rarely, if ever, recommend them for long-
term use. Lunesta is a hypnotic and should not be used on a daily basis. In this case, there is no
documentation of sleep history or specific documentation of efficacy with prior use including,
improved quality of sleep, longer sleep duration and objective functional benefit (Epworth
Sleepiness Scale scores). Therefore, medical necessity for the requested medication has not been
established. The requested Eszopicolone is not appropriate or medically necessary.

Dilaudid 2mg #180: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Opioids Page(s): 93, 78-80 and 124.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Opioids
for the treatment of chronic pain Page(s): 91-97. Decision based on Non-MTUS Citation
Official Disability Guidelines (ODG) Opioids.

Decision rationale: According to the ODG, chronic pain can have a mixed physiologic etiology
of both neuropathic and nociceptive components. In most cases, analgesic treatment should
begin with acetaminophen, aspirin, and NSAIDs. When these drugs do not satisfactorily reduce



pain, opioid analgesics for moderate to severe pain, such as Dilaudid, may be added. The
treatment of chronic pain with any opioid analgesic requires review and documentation of pain
relief, functional status, appropriate medication use, and side effects. A pain assessment should
include current pain, intensity of pain after taking the opiate, and the duration of pain relief. In
this case, there is no documentation of the medication's pain relief effectiveness, functional
status, or response to ongoing opioid analgesic therapy. Medical necessity of the requested item
has not been established. Of note, discontinuation of an opioid analgesic should include a taper
to avoid withdrawal symptoms. The requested medication is not medically necessary.

Tizanidine 4 mg #60: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Muscle relaxants (for pain).

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Muscle
relaxants, Tizanidine Page(s): 63, 66.

Decision rationale: Zanaflex (Tizanidine) is a centrally acting alpha2-adrenergic agonist that is
FDA approved for management of spasticity; unlabeled use for low back pain. It is indicated for
the treatment of chronic myofascial pain and considered an adjunct treatment for fibromyalgia.
According to CA MTUS Guidelines, muscle relaxants have not been considered any more
effective than non-steroidal anti-inflammatory drugs (NSAIDs) for pain or overall improvement.
There is also no additional benefit shown in combination with NSAIDs. In addition, sedation is
the most commonly reported adverse effect of muscle relaxant medications. In this case, the
patient had no reported lumbar spasm on physical exam. Medical necessity for the requested
medication has not been established. Tizanidine is not medically necessary.

Prilosec 20mg #30: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
NSAIDs, GI symptoms & cardiovascular risk Page(s): 68-69.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines PPIs
Page(s): 68. Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) PPIs.

Decision rationale: According to CA MTUS (2009), proton pump inhibitors, such as
Omeprazole (Prilosec), are recommended for patients taking NSAIDs with documented Gl
distress symptoms or specific Gl risk factors. Risk factors include, age >65, history of peptic
ulcer disease, Gl bleeding, concurrent use of aspirin, corticosteroids, and/or anticoagulants or
high-dose/multiple NSAIDs. There is no documentation indicating the patient has any Gl
symptoms or Gl risk factors. This patient is not currently taking an NSAID. Based on the
available information provided for review, the medical necessity for Omeprazole has not been
established. The requested medication is not medically necessary.
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