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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: lowa, Illinois, Hawaii

Certification(s)/Specialty: Preventive Medicine, Occupational Medicine, Public Health &
General Preventive Medicine

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 with an industrial injury dated 11/01/1998. The
injured worker's diagnoses include lumbago. Treatment consisted of diagnostic studies,
prescribed medications, and periodic follow up visits. In a progress note dated 10/22/2014, the
injured worker reported low back pain, worse due to anxiety and stress. The injured worker
rated pain an 8-9/10 without medications and a 5/10 with medications. Objective findings
revealed antalgic gait due to stiffness on right side, functional range of motion, full strength of
upper extremities and tenderness to palpitation in cervical spinous processes and myofascial
tissue of cervical region. The treating physician prescribed Provigil 200mg #30, Xanax 0.5mg
#120, Tizaidine 2mg #90, Tylenol 3 #120 and Soma 350mg #30 now under review.

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

Provigil 200mg #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), Provigil.




MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation UpToDate.com, Treatment of narcolepsy, Modafinil.

Decision rationale: Provigil is the brand name version of modafinil. MTUS and ACOEM are
silent with regards to modafinil. Other guidelines were used. UpToDate classifies Provigil as a
central nervous system stimulant with FDA labeling usage to improve wakefulness in patients
with excessive daytime sleepiness associated with narcolepsy and shift work sleep disorder
(SWSD). Modafinil is also labeled for the adjunctive therapy for obstructive sleep
apnea/hypopnea syndrome (OSAHS), and. There is also an off-label usage of modafinil for
Attention Deficit Hyperactive Disorder (ADHD) and treatment of fatigue in multiple-sclerosis
and other disorders. The medical records do not indicate or substantiate the treatment for
narcolepsy, SWSD, OSAHS, ADHD, or multiple-sclerosis. The medical notes has also not
indicated any conservative treatments were performed to address proper sleep hygiene and sleep-
wake cycle. As such, the request for Provigil 200mg #30 is not medically necessary.

Xanax .5mg #120: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment
Guidelines Benzodiazepines.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Benzodiazepines Page(s): 24.

Decision rationale: MTUS states that benzodiazepine (i.e. Xanax) is "Not recommended for
long-term use because long-term efficacy is unproven and there is a risk of dependence. Most
guidelines limit use to 4 weeks. Their range of action includes sedative/hypnotic, anxiolytic,
anticonvulsant, and muscle relaxant. Chronic benzodiazepines are the treatment of choice in very
few conditions. Tolerance to hypnotic effects develops rapidly. Tolerance to anxiolytic effects
occurs within months and long-term use may actually increase anxiety. A more appropriate
treatment for anxiety disorder is an antidepressant. Tolerance to anticonvulsant and muscle
relaxant effects occurs within weeks." Medical records indicate that the patient has been on
Xanax since at least 9/17/2013, far exceeding MTUS recommendations. The medical record
does not provide any extenuating circumstances to recommend exceeding the guideline
recommendations. Additionally, no documentation as to if a trial of antidepressants was initiated
and the outcome of this trial. As such, the request for Xanax .5mg #120is not medical necessary.

Tizanidine 2mg #90: 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, Zanaflex Page(s): 63-67.

Decision rationale: Zanaflex is the brand name version of tizanidine, which is a muscle
relaxant. MTUS states concerning muscle relaxants "Recommend non-sedating muscle relaxants
with



caution as a second-line option for short-term treatment of acute exacerbations in patients with
chronic LBP. Muscle relaxants may be effective in reducing pain and muscle tension, and
increasing mobility. However, in most LBP cases, they show no benefit beyond NSAIDs in pain
and overall improvement. Also there is no additional benefit shown in combination with
NSAIDs. Efficacy appears to diminish over time, and prolonged use of some medications in this
class may lead to dependence. (Homik, 2004) Sedation is the most commonly reported adverse
effect of muscle relaxant medications. These drugs should be used with caution in patients
driving motor vehicles or operating heavy machinery. Drugs with the most limited published
evidence in terms of clinical effectiveness include chlorzoxazone, methocarbamol, dantrolene
and baclofen. (Chou, 2004) According to a recent review in American Family Physician,
skeletal muscle relaxants are the most widely prescribed drug class for musculoskeletal
conditions (18.5% of prescriptions), and the most commonly prescribed antispasmodic agents
are carisoprodol, cyclobenzaprine, metaxalone, and methocarbamol, but despite their popularity,
skeletal muscle relaxants should not be the primary drug class of choice for musculoskeletal
conditions. (See2, 2008)." MTUS further states, "Tizanidine (Zanaflex, generic available) is a
centrally acting alpha2-adrenergic agonist that is FDA approved for management of spasticity;
unlabeled use for low back pain. (Malanga, 2008) Eight studies have demonstrated efficacy for
low back pain. (Chou, 2007) One study (conducted only in females) demonstrated a significant
decrease in pain associated with chronic myofascial pain syndrome and the authors
recommended its use as a first line option to treat myofascial pain. (Malanga, 2002) May also
provide benefit as an adjunct treatment for fibromyalgia. (ICSI, 2007)." The medical
documentation provided indicates this patient has been on this medication in excess of guideline
recommendations. Additionally, there were no exam findings that indicate muscle spasms or
exacerbation of the patient's injury. As such, the request for Tizaidine 2mg #90 is not medically
necessary.

Tylenol 3 #120: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment
Guidelines Codeine.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Codeine
Page(s): 35. Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) Pain,
(Tylenol with Codeine®).

Decision rationale: MTUS and ODG state regarding codeine, "Recommended as an option for
mild to moderate pain, as indicated below. Codeine is a schedule C-11 controlled substance. It is
similar to morphine. 60 mg of codeine is similar in potency to 600 mg of acetaminophen. It is
widely used as a cough suppressant. It is used as a single agent or in combination with
acetaminophen (Tylenol with Codeine) and other products for treatment of mild to moderate
pain."ODG further states regarding opioid usage, "Not recommended as a first-line treatment for
chronic non-malignant pain, and not recommended in patients at high risk for misuse, diversion,
or substance abuse. Opioids may be recommended as a 2nd or 3rd line treatment option for
chronic non-malignant pain, with caution, especially at doses over 100 mg morphine equivalent
dosage/day (MED)."The medical records do not indicate what first-line treatment was tried and
failed. Although the treating physician has documented a decrease in pain and increase in
function, the medical documentation provided does not include a recent urine drug screen or
current opioid contract. As such, the request for Tylenol 3 #120 is not medically necessary.

Soma 350mg #30: Upheld



Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment
Guidelines Carisoprodol (Soma).

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Carisoprodol (Soma) and Muscle relaxants (for pain) Page(s): 29, 63-66. Decision based on
Non-MTUS Citation Official Disability Guidelines (ODG) Chronic Pain, Soma (Carisoprodol).

Decision rationale: MTUS states regarding Carisoprodol, "Not recommended. This medication
is not indicated for long-term use. Carisoprodol is a commonly prescribed, centrally acting
skeletal muscle relaxant whose primary active metabolite is meprobamate (a schedule-1V
controlled substance). Carisoprodol is now scheduled in several states but not on a federal level.
It has been suggested that the main effect is due to generalized sedation and treatment of anxiety.
Abuse has been noted for sedative and relaxant effects. In regular abusers the main concern is the
accumulation of meprobamate. Carisoprodol abuse has also been noted in order to augment or
alter effects of other drugs.” ODG States that Soma is "Not recommended. This medication is
FDA-approved for symptomatic relief of discomfort associated with acute pain in
musculoskeletal conditions as an adjunct to rest and physical therapy (AHFS, 2008). This
medication is not indicated for long-term use.” The patient has been on the medication in excess
of guideline recommendations. Guidelines do not recommend long term usage of SOMA.
Treating physician does not detail circumstances that would warrant extended usage. As such,
the request for Soma 350mg #30 is not medically necessary.



