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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 Emergency Medicine and is licensed to practice in New York.
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 patient is a 49-year-old female who was injured on June 3, 1997. The patient continued to
experience pain in he lower back and lower extremity radiculopathy. Physical examination was
notable for full range of motion of the cervical spine and 2+ peripheal edema of the lower
extremities. Diagnoses included lumbar back pain, lumbar spondylosis, lumbar degenerative
disc disease, lower extremity radiculopathy, depression, opioid dependence, and morbid obesity.
Treatment included medications. Requests for authorization for were carisoprodol 350 mg #120,
Gabapentin 600 mg #120, Nucynta 100 mg # 60, and promethazine 25 mg # 120, 30 day supply
submitted for consideration.

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

Carisoprodol 350mg, Quantitiy 120: Upheld

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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines <Insert
Section>, page(s) 29 Page(s): 29.

Decision rationale: Carisoprodol is not recommended. Carisoprodol is a commonly prescribed,
centrally acting skeletal muscle relaxant whose primary active metabolite is meprobamate (a




schedule-1V controlled substance). Abuse has been noted for sedative and relaxant effects.
Carisoprodol abuse has also been noted in order to augment or alter effects of other drugs.

These drugs include cocaine, tramadol, hydrocodone, benzodiazepines, and alcohol. A
withdrawal syndrome has been documented that consists of insomnia, vomiting, tremors, muscle
twitching, anxiety, and ataxia when abrupt discontinuation of large doses occurs. The request
should not be authorized.

Gabapentin 600mg, Quantity 120mg: Upheld

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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Pain
Interventions and Guidelines, page(s) 18-19 Page(s): 18-109.

Decision rationale: Gabapentin is an anti-epileptic medication. Gabapentin has been shown to
be effective for treatment of diabetic painful neuropathy and postherpetic neuralgia and has been
considered as a first-line treatment for neuropathic pain and has FDA approval for treatment of
post-herpetic neuralgia. Gabapentin appears to be effective in reducing abnormal
hypersensitivity, to have anti-anxiety effects, and may be beneficial as a sleep aid. Gabapentin
has a favorable side-effect profile, few clinically significant drug-drug interactions and is
generally well tolerated; however, common side effects include dizziness, somnolence,
confusion, ataxia, peripheral edema, dry mouth, and weight gain. It has been recommended for
the treatment of pain from spinal cord injury, fibromyalgia, lumbar spinal stenosis, and chronic
regional pain syndrome. Recommended trial period is three to eight weeks for titration, then one
to two weeks at maximum tolerated dosage. If inadequate control of pain is found, a switch to
another first-line drug is recommended. In this case the pain control is inadequate and there is no
documentation to support that the patient is experiencing neuropathic pain. The request should
not be authorized.

Promethazine 25mg, quantitiy 120mg, 30 day supply: Upheld

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

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) Pain: Antiemetics
(for opioid nausea).

Decision rationale: Promethazine is a phenothiazine. It is recommended as a sedative and
antiemetic in pre-operative and post-operative situations. Multiple central nervous system effects
are noted with use including somnolence, confusion and sedation. Tardive dsykinsia is also
associated with use. Choreoathetoid movements of the extremities can also occur. Development
appears to be associated with prolonged treatment and in some cases can be irreversible.
Anticholinergic effects can occur (dry mouth, dry eyes, urinary retention and ileus). Anti-emetics
are not recommended for nausea and vomiting secondary to chronic opioid use. Nausea and



vomiting is common with use of opioids. These side effects tend to diminish over days to weeks
of continued exposure. Studies of opioid adverse effects including nausea and vomiting are
limited to short-term duration (less than four weeks) and have limited application to long-term
use. If nausea and vomiting remains prolonged, other etiologies of these symptoms should be
evaluated for. The request should not be authorized.

Nucynta 100mg, Quantity 60: 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 Official Disability Guidelines (ODG) Pain, Tapentadol
(Nucynta).

Decision rationale: MTUS does not comment on Nucynta. Nucynta is tapentadol, a new
centrally acting oral analgesic. It has two mechanisms of action, combining mu-opioid receptor
agonism and norepinephrine reuptake inhibition. Nucynta was made a Schedule 11 controlled
substance. Such drugs are sought by drug abusers and people with addiction disorders. Nucynta
may be abused by crushing, chewing, snorting or injecting the product. These practices pose a
significant risk to the abuser that could result in overdose and death. Nucynta has the same
pain-relieving benefits of OxyIR, as well as the same risks that come with any opioid, but shows
a significant improvement in gastrointestinal tolerability compared with oxycodone, so if patients
on OxyIR complain of constipation, nausea, and/or vomiting, Nucynta might be recommended as
a second-line choice. Nucynta is recommended as a second line therapy when patients develop
intolerable adverse effects to first line opioids. In this case there is no documentation that the
patient has had intolerable adverse effects to first line opioids. In addition there is no
documentation that the patient has signed an opioid contract. The record states that the patient
will have a urine drug screen, but the sample is not obtained under controlled circumstances.

The patient was given a urine cup to take home to get the specimen. Conditions for the use of
Nucynta have not been met. The request should not be authorized.



