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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: Arizona, California 

Certification(s)/Specialty: Family Practice 

 

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 21 year old male, who sustained an industrial injury on July 10, 2014. He 

has reported injury to his left ankle. The diagnoses have included left ankle sprain. Treatment to 

date has included diagnostic studies, physical therapy and medications.  Currently, the injured 

worker complains of left ankle anterior ankle pain and numbness with tingling.  The pain was 

made worse with prolonged standing, stair climbing and walking.  On December 18, 2014 

Utilization Review non-certified generic prescription drug Theramine and Trepadone , noting the 

California Medical Treatment Utilization Schedule Guidelines.  On December 29, 2014, the 

injured worker submitted an application for Independent Medial Review for review of generic 

prescription drug Theramine and Trepadone. 

 

IMR ISSUES, DECISIONS AND RATIONALES 

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

 

Retrospective request for Theramine with a dos of 11/7/2014:  Upheld 

 

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

for its decision.   

 



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

Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) - medical foods 

and Pain 

 

Decision rationale: Theramine is a medical food containing a proprietary blend of gamma-

aminobutyric acid [GABA] and choline bitartrate, L-arginine, and L-serine. It is intended for use 

in the management of pain syndromes that include acute pain, chronic pain, fibromyalgia, 

neuropathic pain, and inflammatory pain.According to the ODG guidelines it is not 

recommended. Choline is a precursor of acetylcholine. There is no known medical need for 

choline supplementation except for the case of long-term parenteral nutrition or for individuals 

with choline deficiency secondary to liver deficiency. GABA is indicated for epilepsy, spasticity 

and tardive dyskenesia. There is no high quality peer-reviewed literature that suggests that 

GABA is indicated for treatment of insomnia.There is poor evidence to support its use and the 

claimant did not have diagnoses to indicate the need. The use of Theramine is not medically 

necessary. 

 

Retrospective request for Trepadone with a dos of 11/7/2014:  Upheld 

 

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

for its decision.   

 

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

Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) - Pain and medical 

foods 

 

Decision rationale: Trepadone is a proprietary blend of a neurotransmitter precursor (L-

histidine) and a neurotransmitter (gamma-amino butyric acid [GABA]); polyphenolic 

antioxidants (grape seed extract, cocoa); anti-inflammatory compounds (omega-3 fatty acids, 

bromelain and histidine).According to the ODG guidelines, GABA is indicated for epilepsy, 

spasticity and tardive dyskenesia. There is no high quality peer-reviewed literature that suggests 

that GABA is indicated for treatment of insomnia.In this case, the claimant does not have 

diagnoses requiring GABA which is contained in the Trepadone. The Trepadone is not medically 

necessary. 

 

 

 

 


