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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: California 

Certification(s)/Specialty: Emergency 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 53-year-old male, who sustained an industrial injury on 8/31/1998. The 

mechanism of injury is unknown. The injured worker was diagnosed as having cervicalgia, 

cervical spondylosis with myelopathy, prior anterior cervical discectomy and fusion and cervical 

cranial syndrome. There is no record of a recent diagnostic study. Treatment to date has 

included therapy and medication management.  In a progress note dated 4/30/2015, the injured 

worker complains of neck pain, bilateral arm pain with numbness into hands, bilateral knee pain 

and headache, rated 7/10. Physical examination showed right knee swelling, decreased range of 

motion, residual dysphagia, and decreased sensation to the right side of the face when he turns 

his head. The treating physician is requesting Nucynta IR 75 mg #120, Ambien 10 mg #30, 

Fentanyl patch #15, 4 tubes of Voltaren gel, Cymbalta 30 mg #60, Linzess 145 mg #30 and 

Abstral 600 mg #64.  

 

IMR ISSUES, DECISIONS AND RATIONALES 

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

 

Nucynta IR 75 mg #120: 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 (Chronic), 

Tapentadol (Nucynta).  

 

Decision rationale: Recommended only as second line therapy for patients who develop 

intolerable adverse effects with first line opioids. Three large RCTs concluded that tapentadol 

was efficacious and provided efficacy that was similar to oxycodone for the management of 

chronic osteoarthritis knee and low back pain, with a superior gastrointestinal tolerability profile 

and fewer treatment discontinuations. (Afilalo, 2010) (Buynak, 2010) (Lange, 2010) Tapentadol 

is a centrally acting oral analgesic. It has two mechanisms of action, combining mu-opioid 

receptor agonism and norepinephrine reuptake inhibition. (Johnson, 2008) Nucynta (tapentadol) 

was made a Schedule II controlled substance. 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. (FDA, 2009) 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; if patients on OxyIR 

complain of constipation, nausea, and/or vomiting, Nucynta might be considered as a second-

line choice. (Daniels, 2009) (Daniels2, 2009) (Hale, 2009) (Hartrick, 2009) (Stegmann, 2008) In 

one study, gastrointestinal adverse events led to discontinuation in 9% of the tapentadol group 

versus 22% of the oxycodone group. (Wild, 2010) This review questioned the opioid potency of 

tapentadol, and suggested that it affects pain modulation through inhibition of norepinephrine. 

(Prommer, 2010) However, the manufacturer disagrees. (Nelson, 2011) In August 2011, FDA 

approved tapentadol extended release (Nucynta ER) for moderate to severe chronic pain. 

Nucynta was already approved for acute pain. (FDA, 2011) In this case, this medication is not 

indicated for use. This is secondary to polypharmacy with multiple medications in the opiate 

class requested. As such, it is not medically necessary for use.  

 

Ambien 10 mg #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: Decision based on MTUS ACOEM Chapter 15 Stress Related 

Conditions Page(s): 399.  

 

Decision rationale: The request is for the use of a sleep aid. The need for this type of 

medication is varied and includes side effects of pharmaceuticals taken, stress, or even 

psychiatric conditions. Prior to use, a proper work-up is required delineating the etiology of the 

sleep disturbance.  This may require a psychiatric evaluation. Further, restorative measures 

should initially include improving sleep hygiene, reducing caffeine intake and fat rich foods.  

In this case, the required evaluation and initial treatment measures are not seen. As such, the 

request is not medically necessary.  

 

Fentanyl patch 25 ugm #15: Upheld 



Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment 

Guidelines.  Decision based on Non-MTUS Citation Official Disability Guidelines.  

 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Opioid 

Page(s): 78.  

 

Decision rationale: The request is for the use of a medication in the opioid class. The MTUS 

guidelines state that for ongoing treatment with a pharmaceutical in this class, certain 

requirements are necessary.  This includes not only adequate pain control, but also functional 

improvement. Four domains have been proposed for management of patients on opioids. This 

includes pain relief, side effects, physical and psychosocial functioning, and the occurrence of 

any potentially aberrant drug-related behaviors.  In this case, there is inadequate 

documentation of persistent functional improvement, which should eventually lead to 

medication discontinuation.  As such, the request is not medically necessary.  All opioid 

medications should be titrated down slowly in order to prevent a significant withdrawal 

syndrome.  

 
 

Voltaren gel - 4 tubes: Upheld 

 

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment 

Guidelines.  

 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines 

NSAIDs Page(s): 111 and 112.  

 

Decision rationale: The request is for the use of a topical NSAID for pain relief.  There are 

specific criteria require for use based on the guidelines.  The MTUS states the following: The 

efficacy in clinical trials for this treatment modality has been inconsistent and most studies are 

small and of short duration. Topical NSAIDs have been shown in meta-analysis to be superior 

to placebo during the first 2 weeks of treatment for osteoarthritis, but either not afterward, or 

with a diminishing effect over another 2-week period. (Lin, 2004) (Bjordal, 2007) (Mason, 

2004) When investigated specifically for osteoarthritis of the knee, topical NSAIDs have been 

shown to be superior to placebo for 4 to 12 weeks. Indications: Osteoarthritis and tendinitis, in 

particular, that of the knee and elbow or other joints that are amenable to topical treatment: 

Recommended for short-term use (4-12 weeks). There is little evidence to utilize topical 

NSAIDs for treatment of osteoarthritis of the spine, hip or shoulder.  FDA-approved agents: 

Voltaren Gel 1% (diclofenac): Indicated for relief of osteoarthritis pain in joints that lends 

themselves to topical treatment (ankle, elbow, foot, hand, knee, and wrist). It has not been 

evaluated for treatment of the spine, hip or shoulder. In this case, as indicated above, the 

patient would not qualify for the use of this medication based on the treatment duration.  As 

such, the request is not medically necessary.  

 

Cymbalta 30 mg #60: Upheld 

 

Claims Administrator guideline: The Claims Administrator did not cite any medical 

evidence for its decision.  
 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines 

Selective serotonin and norepinephrine reuptake inhibitor (SSNRI’s) Page(s): 15 and 16.  

 



 

 

Decision rationale: The request is for the use of the medication Cymbalta that is in the 

category of a Selective serotonin and norepinephrine reuptake inhibitor. The MTUS guidelines 

state this drug is FDA-approved for anxiety, depression, diabetic neuropathy, and 

fibromyalgia. It has been used off-label for neuropathic pain and radiculopathy. Duloxetine is 

recommended as a first-line option for diabetic neuropathy. (Dworkin, 2007) No high quality 

evidence is reported to support the use of duloxetine for lumbar radiculopathy.  In this case, 

there is inadequate documentation of a diagnosis, which would qualify use of this medication.  

As such, the request is not medically necessary.  

 

Linzess 145 mg #30: 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 http://ueg.sagepub.com/content/1/1/7.full.pdf+html.  

 

Decision rationale: The request is for the use of Linzess. Linaclotide (marketed under the 

trade name Linzess and Constella) is a compound that reduces activation of colonic sensory 

neurons, reducing pain; and activates colonic motor neurons, which increases smooth muscle 

contraction and thus promotes bowel movements.  It was approved by the FDA for the 

treatment of chronic idiopathic constipation and irritable bowel syndrome with constipation in 

adults.  The MTUS and ODG guidelines are silent regarding this topic and as such, an 

alternative source was used. Linzess is an effective agent and can be used safely for the above 

listed indications.  In this case, there is inadequate documentation of a full evaluation 

delineating the etiology of the patient's symptoms as well as non-pharmacologic dietary 

treatment rendered.  This medication would not be indicated for opioid induced constipation. 

As such, the request is not medically necessary.  

 

Abstral 600 mg #64: Upheld 

 

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment 

Guidelines.  

 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines 

Opioids Page(s): 78.  

 

Decision rationale: The request is for the use of a medication in the opioid class. The MTUS 

guidelines state that for ongoing treatment with a pharmaceutical in this class, certain 

requirements are necessary.  This includes not only adequate pain control, but also functional 

improvement. Four domains have been proposed for management of patients on opioids. This 

includes pain relief, side effects, physical and psychosocial functioning, and the occurrence of 

any potentially aberrant drug-related behaviors.  In this case, there is inadequate 

documentation of persistent functional improvement, which should eventually lead to 

medication discontinuation.  As such, the request is not medically necessary. All opioid 

medications should be titrated down slowly in order to prevent a significant withdrawal 

syndrome.  


