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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: District of Columbia, Virginia 

Certification(s)/Specialty: Internal 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: 

 

This is a 35 year old patient  who sustained injury on October 1 2012. She sustained injury to 

multiple sites: right knee, head, cervical/thoracic/lumbar spine, chest, lower leg and feet. She has 

issues with spasm and painful range of motion of the hip. She was noted to have decreased 

sensation of the right L5, S1, C5-6 levels and positive straight leg raise.  She was prescribed 

multiple medications including voltaren, somnicin, genicin, terocin patch, 

amitryptaline/lidocaine/flubriprofen and gabapentin/flexeril/tramadol. 

 

IMR ISSUES, DECISIONS AND RATIONALES 

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

 

Retrospective request for Somnicin for the right knee with date of service of 7/5/2013:  
Upheld 

 

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

Topical Analgesics Page(s): 111-113.  Decision based on Non-MTUS Citation Official Disability 

Guidelines (ODG), Pain (Chronic), Medical Foods 

 

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) 

medical foods. 



 

Decision rationale: MTUS and ACOEM do not address somnicin. Somnicin is a nutraceutical 

which contains 5-Hydroxytryptophan / Magnesium Oxide / Melatonin / Tryptophan / Vitamin B6 

Ora.  Per ODG, medical foods or nutraceuticals are defined in section 5b of the Orphan Drug 

Act(2| U.s.c.360ee (b) {3}) as a food which is formulated to be consumed or administered 

enterally under the supervision of a physician and which is intended for the specific dietary 

management of a disease or condition for which distinctive nutritional requirements, based on 

recognized scientific principles are established by medical  evaluation. To be considered the 

product must, at a minimum, meet the following criteria:1.  The product must be a food for oral 

or tube feeding; 2. The product must be labeled for dietary management of a specific medical 

disorder, disease or condition for which there are distinctive nutritional requirements; 3.  The 

product must be used under medical supervision. They are otherwise not recommended. Medical 

foods are exempted from the labeling requirements for health claims and nutrient content claims 

under the nutrition labeling and education act of 1990 (see 21 USC 343(q){5}{A}{iv}}. Medical 

foods do not have to be registered with the FDA {CFSAN 2008}. There was no documentation 

the patient met the above criteria regarding medical foods. There was also no documentation 

why a nutraceutical was necessary for this patient instead of the parent compound found in the 

nutraceutical. There was no documentation of failure with the medically accepted analgesics. 

This nutraceutical/medical food would not be medically indicated. 

 


