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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 Anesthesiology, has a subspecialty in Pain Medicine and is 

licensed to practice in Massachusetts. 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: 

 

According to the documents available for review, the patient is an injured male worker.  The date 

of injury is September 30, 1996.   The patient sustained an injury to lumbar spine. The specific 

mechanism of injury was not elaborated on in the notes available for review. The patient 

currently complains of pain in the lumbar and thoracic spine and lower extremities.  The patient 

is maintained on the multimodal pain medication regimen including flector patch, skelaxin, 

celexa, trazadone and KCL cream. A request for including flector patch, skelaxin, celexa, 

trazadone, KCL cream and a UDT was denied. 

 

IMR ISSUES, DECISIONS AND RATIONALES 

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

 

Flector Patch Quantity 60: Upheld 

 

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

Topical Analgesics.   

 

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.  

Decision based on Non-MTUS Citation Pain (Chronic), Flector Patch 

 

Decision rationale: According to the official disability guidelines, Flector patch is not 

recommended as a first-line treatment. See the Diclofenac listing, where topical diclofenac is 

recommended for osteoarthritis after failure of an oral NSAID or contraindications to oral 



NSAIDs, after considering the increased risk profile with diclofenac, including topical 

formulations. Flector patch is FDA indicated for acute strains, sprains, and contusions. (FDA, 

2007) On 12/07/09 the FDA issued warnings about the potential for elevation in liver function 

tests during treatment with all products containing diclofenac. Postmarketing surveillance has 

reported cases of severe hepatic reactions, including liver necrosis, jaundice, fulminant hepatitis 

with and without jaundice, and liver failure. Physicians should measure transaminases 

periodically in patients receiving long-term therapy with diclofenac. (FDA, 2009) The efficacy in 

clinical trials for topical NSAIDs 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. These medications may be useful for chronic musculoskeletal pain, 

but there are no long-term studies of their effectiveness or safety. In addition, there is no data 

that substantiate Flector efficacy beyond two weeks. See also Topical analgesics, Non-steroidal 

antinflammatory agents (NSAIDs), and the diclofenac topical listing. [Flector ranked #17 in 

amount billed for WC in 2011. (Coventry, 2012)]According to the documents available for 

review, the patient has none of the aforementioned MTUS approved indications for the use of 

this medication. Therefore, at this time, the requirements for treatment have not been met and 

medical necessity has not been established. 

 

Skelaxin 800 mg Quantity 120: Upheld 

 

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

Muscle Relaxants.  Decision based on Non-MTUS Citation Official Disability Guidelines Pain 

Procedure 

 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines 

Guidelines Antispasticity / Antispasmodic Drugs, Page(s): p 63-66.   

 

Decision rationale: According to the MTUS, Recommend non-sedating muscle relaxants with 

caution as a second-line option for short-term treatment of acute exacerbations in patients with 

chronic LBP. (Chou, 2007) (Mens, 2005) (VanTulder, 1998) (van Tulder, 2003) (van Tulder, 

2006) (Schnitzer, 2004) (See, 2008) 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 musclerelaxant 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)According to the documents available for review, 

the patient has been utilizing  skelaxin for long-term treatment of chronic pain condition.  This is 



in contrast to the MTUS recommendations for short-term treatment of acute 

exacerbations.Therefore, at this time, the requirements for treatment have not been met and 

medical necessity has not been established. 

 

Celexa 20 mg Quantity 30: Upheld 

 

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

Antidepressants.   

 

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.  

Decision based on Non-MTUS Citation Guidelines (ODG) Pain (Chronic), Celexa 

 

Decision rationale: Both the MTUS and the official disability guidelines recommend 

antidepressants as a first-line option for neuropathic pain and possibly for nonnarcotic pain.  

SSRIs, including Celexa, controversial for the use of neuropathic pain. According to the 

documents available for review, there is no indication why Celexa will be necessary for treating 

this patient.  Therefore  the requirements for treatment have not been met and medical necessity 

has not been established. 

 

Trazodone 50 mg Quantity 30: Overturned 

 

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

Antidepressants.   

 

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.  

Decision based on Non-MTUS Citation Mental Illness and Stress, Trazodone 

 

Decision rationale:  Recommended as an option for insomnia, only for patients with potentially 

coexisting mild psychiatric symptoms such as depression or anxiety. See also Insomnia 

treatment, where it says there is limited evidence to support its use for insomnia, but it may be an 

option in patients with coexisting depression. Evidence for the off-label use of trazodone for 

treatment of insomnia is weak.  The current recommendation is to utilize a combined 

pharmacologic and psychological and behavior treatment when primary insomnia is diagnosed. 

Also worth noting, there has been no dose-finding study performed to assess the dose of 

trazodone for insomnia in non-depressed patients. Other pharmacologic therapies should be 

recommended for primary insomnia before considering trazodone, especially if the insomnia is 

not accompanied by comorbid depression or recurrent treatment failure. There is no clear-cut 

evidence to recommend trazodone first line to treat primary insomnia.  According to the 

documents available for review, the patient has both insomnia as well as comorbid depression. 

Therefore the requirements for treatment have been met and medical necessity has been 

established. 

 

KLC Cream: Upheld 

 

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

Topical Analgesic.   



 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines 

Guidelines Topical Analgesics, Page(s): , p111-113.   

 

Decision rationale:  According to the MTUS, there is little to no research to support the use of 

topical compounded creams. The use of these compounded agents requires knowledge of the 

specific analgesic effect of each agent and how it will be useful for the specific therapeutic goal 

required. Topical analgesics are largely experimental and there are a few randomized controlled 

trials to determine efficacy or safety. Therefore, at this time, the requirements for treatment have 

not been met and medical necessity has not been established. 

 

Urine Drug Screen 2 over 12 month period.: Upheld 

 

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment 

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

procedure 

 

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.  

Decision based on Non-MTUS Citation Pain (Chronic), Drug Testing 

 

Decision rationale:  Urine drug screens are recommended as a tool to monitor compliance with 

prescribed substances, identify use of undisclosed substances, and uncover diversion of 

prescribed substances. The test should be used in conjunction with other clinical information 

when decisions are to be made to continue, adjust or discontinue treatment. This information 

includes clinical observation, results of addiction screening, pill counts, and prescription drug 

monitoring reports. The prescribing clinician should also pay close attention to information 

provided by family members, other providers and pharmacy personnel. The request is for two 

urine drug tests in a 12 month period. This is not recommended as outlined in the Official 

Disability Guidelines for the use of urine drug testing. Therefore, at this time, the requirements 

for treatment have not been met and medical necessity has not been established. 

 

 


