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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: 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 35 year old female who sustained an industrial injury on 08/25/2014. 

The mechanism of injury was not made known. According to a progress report dated 

06/22/2015, subjective complaints included low back pain that was rated 2 on a scale of 1-10. 

Objective findings included low back decreased pain. Diagnoses included lumbar spine 

sprain/strain. The progress report was stamped with the statement "Theramine was prescribed to 

treat pain and inflammation and the dietary deficiencies associated with the patient's medical 

conditions. It is my medical opinion that the Theramine is medically necessary as a safe and 

effective treatment for the patient's work injury." A request for authorization dated 06/22/2015 

was submitted for review. The requested services included Cyclobenzaprine 2%, Gabapentin 

10%, Amitriptyline 10% and Gabapentin 15%, Amitriptyline 4%, Dextromethorphan 20%. 

Currently under review is the request for Theramine #60 and Cyclobenzaprine/Gabapentin/ 

Amitriptyline (unknown dose and quantity). 

 
IMR ISSUES, DECISIONS AND RATIONALES 

 

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

 
Theramine, #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 (ODG-TWC), Pain Procedure Summary. 

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

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

(ODG) Chapter: PainSection: Theramine. 

 
Decision rationale: The Official Disability Guidelines comment on the use of 

Theramine for the treatment of chronic pain. Theramine is not recommended for the 

treatment of chronic pain. Theramine is a medical food that contains 5-hydroxytrytophan 

95%, choline bitartrate, L- arginine, histidine, L-glutamine, L-serine, gamma-

aminobutyric acid (GABA), whey protein concentrates, grape seed extract 85%, 

cinnamon, and cocoa (theobromine 6%). It is intended for use in the management of 

pain syndromes that include acute pain, chronic pain, fibromyalgia, neuropathic pain, 

and inflammatory pain. The proposed mechanism of action is that it increases the 

production of serotonin, nitric oxide, histamine, and gamma-aminobutyric acid by 

providing these precursors. The various components of this product have been assessed 

for efficacy. The entries for 5-hydorxytryptophan, choline bitartrate, L-arginine, 

histidine, L-glutamine, L-serine and GABA are given and all indicate there is no role for 

these supplements as treatment for chronic pain.For this reason, Theramine is not 

considered as a medically necessary treatment. 

 
Cyclobenzaprine/Gabapentin/Amitriptyline (unknown dose and quantity): Upheld 

 
Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment 

Guidelines Topical Analgesics. 

 
MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines 

Topical Analgesics Page(s): 111-113. 

 
Decision rationale: The MTUS/Chronic Pain Medical Treatment Guidelines comment 

on the use of topical analgesics, including compounded creams that contain the above 

requested ingredients. Topical analgesics are considered as largely experimental in use 

with few randomized controlled trials to determine efficacy or safety. Primarily 

recommended for neuropathic pain when trials of antidepressants and anticonvulsants 

have failed. There is little to no research to support the use of many of these agents. Any 

compounded product that contains at least one drug (or drug class) that is not 

recommended is not recommended. These MTUS guidelines comment on two of the 

ingredients; cyclobenzaprine (a muscle relaxant) and Gabapentin (an antiepilepsy drug). 

They state the following: Muscle relaxants: There is no evidence for use of any other 

muscle relaxant as a topical product. Gabapentin: Not recommended. There is no peer-

reviewed literature to support use. Given that two of the ingredients of the requested 

compounded topical analgesic are not recommended, the entire compounded drug is not 

recommended. In summary, the topical analgesic containing cyclobenzaprine, 

Gabapentin and amitriptyline is not recommended. 


