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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 Physical Medicine & Rehabilitation, has a subspecialty in Pain
Management 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 injured worker is a 55 year female with an original date of injury remotely on 5/10/1998.
The injured worker's industrial injury includes complex regional pain syndrome type | of the
upper family, chronic right shoulder pain, and upper extremity pain. Treatments to date have
included physical therapy, sympathetectomy of the right T2 and T3, and pain medications
including narcotics. The patient is also noted to have a mood disorder and has psychosocial
stressors including the death of the patient's husband and associated insomnia. The disputed
requests are for the patient Tizanidine, Opana, and Doxepin.

IMR ISSUES, DECISIONS AND RATIONALES

The Final Determination was based on decisions for the disputed items/services set forth below:
Doxepin: Overturned

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Antidepressants for chronic pain.

MAXIMUS guideline: Decision based on MTUS ACOEM Chapter 2 General Approach to
Initial Assessment and Documentation, Chapter 15 Stress Related Conditions Page(s): 395-396,
402,Chronic Pain Treatment Guidelines Medical Treatment Guidelines Page(s): 50, 61, 159.

Decision rationale: With regard to the request for doxepin, the CA MTUS has guidelines for the
use of this antidepressant for chronic pain. However, a review of the submitted documentation




indicates that the primary use of this medication is for the management of mood and depression.
A progress note from date of service June 11, 2014 indicates that the "doxepin remains quite
effective for mood stabilization due to the patient's industrial base injury that is continued.” It
would be ideal for the requesting provider to submit more up-to-date information regarding the
use of doxepin in subsequent progress notes from July, September, and October 2014. However,
this medication appears to be appropriately prescribed and is medically necessary.

Tizanidine: 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 Medical
Treatment Guidelines Page(s): 63-66.

Decision rationale: Chronic Pain Medical Treatment Guidelines, page 63-66 Muscle Relaxants
(for pain), recommends 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. 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. Classifications: Muscle relaxants are a broad
range of medications that are generally divided into antispasmodics, antispasticity drugs, and
drugs with both actions. Antispasticity Drugs: Used to decrease spasticity in conditions such as
cerebral palsy, MS, and spinal cord injuries (upper motor neuron syndromes). Associated
symptoms include exaggerated reflexes, autonomic hyperreflexia, dystonia, contractures, paresis,
lack of dexterity and fatigability. Baclofen (Lioresal, generic available): The mechanism of
action is blockade of the pre- and post-synaptic GABAB receptors. It is recommended orally for
the treatment of spasticity and muscle spasm related to multiple sclerosis and spinal cord
injuries. Baclofen has been noted to have benefits for treating lancinating, paroxysmal
neuropathic pain (trigeminal neuralgia, non-FDA approved). Side Effects: Sedation, dizziness,
weakness, hypotension, nausea, respiratory depression and constipation. This drug should not be
discontinued abruptly (withdrawal includes the risk of hallucinations and seizures). Use with
caution in patients with renal and liver impairment. Dosing: Oral: 5 mg three times a day.
Upward titration can be made every 3 days up to a maximum dose of 80 mg a day. Dantrolene
(Dantrium, generic available): Not recommended. The mechanism of action is a direct inhibition
of muscle contraction by decreasing the release of calcium from thesarcoplasmic reticulum. Side



Effects: A black-box warning has been issued about symptomatic fatal or nonfatal hepatitis.
Antispasticity/Antispasmodic Drugs: 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. 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 chronicmyofascial pain syndrome and the authors recommended its use as a first line option
to treat myofascial pain. May also provide benefit as an adjunct treatment for fibromyalgia.
(ICSI, 2007) Side effects: somnolence, dizziness, dries mouth, hypotension, weakness,
hepatotoxicity (LFTs should be monitored baseline, 1, 3, and 6 months)." Regarding the request
for Tizanidine (Zanaflex), Chronic Pain Medical Treatment Guidelines support the use of non-
sedating muscle relaxants to be used with caution as a 2nd line option for the short-term
treatment of acute exacerbations of pain. Guidelines go on to state that Tizanidine specifically is
FDA approved for management of spasticity; unlabeled use for low back pain. Guidelines
recommend LFT monitoring at baseline, 1, 3, and 6 months. Within the documentation available
for review, there is no identification of a specific analgesic benefit or objective functional
improvement as a result of the Tizanidine. Additionally, it does not appear that this medication is
being prescribed for the short-term treatment of an acute exacerbation, as recommended by
guidelines. Finally, it does not appear that there has been appropriate liver function testing, as
recommended by guidelines. In the absence of such documentation, the currently requested
Tizanidine (Zanaflex) is not medically necessary.

Opana/Oxymorphone Hydrochloride: Overturned

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Opioids, criteria for use.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Medical
Treatment Guidelines Page(s): 75-80.

Decision rationale: With regard to this request, the California Chronic Pain Medical Treatment
Guidelines state the following about on-going management with opioids: "Four domains have
been proposed as most relevant for ongoing monitoring of chronic pain patients on opioids: pain
relief, side effects, physical and psychosocial functioning, and the occurrence of any potentially
aberrant (or non-adherent) drug-related behaviors. These domains have been summarized as the
'4 A's' (analgesia, activities of daily living, adverse side effects, and aberrant drug-taking
behaviors). The monitoring of these outcomes over time should affect therapeutic decisions and
provide a framework for documentation of the clinical use of these controlled drugs.” Guidelines
further recommend discontinuing opioids if there is no documentation of improvement in
function and reduction in pain. In the progress reports available for review, the requesting
provider does note these items in a note from date of service October 27, 2014. Pain relief was
documented, and there is documentation that the 4 A's were reviewed. Recent urine drug testing
was noted to consistent. There is no notation of adverse effects. This request is medically
necessary.



