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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 Physical Medicine and Rehabilitation and is licensed to practice in
Texas. 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:

The injured worker is a 24-year-old female who reported an injury on 11/29/2009. The
mechanism of injury was not provided within the medical records. The clinical note dated
12/18/2013 indicated diagnoses of lumbosacral sprain/strain, disc desiccation and bulging L5-
S1, right knee contusion, right ankle pain, right shoulder pain, probable myofascial pain
syndrome with overlay, sleep disturbance, psych disturbance, anxiety and depression, and
cervicogenic headaches. The injured worker reported ongoing pain in her lower back that
radiated along her lower back and down into her legs. On physical examination, the injured
worker had focal tenderness at L3-S1 and superior iliac crest on the right side. The injured
worker's prior treatments include physical therapy and medication management. The provider
submitted requests for Gabadone, Sentra a.m., Sentra p.m. and Theramine. The injured
worker's medication regimen included Omeprazole, Terocin pain patch, Ondansetron,
Vicodin, Flurbi cream, Gabacyclotram, and Genicin capsules. A Request for Authorization
was not submitted for review to include the date the treatment was requested.

IMR ISSUES, DECISIONS AND RATIONALES

The Final Determination was based on decisions for the disputed items/services set forth below:
GABADONE #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), Pain,
GABAdone.




MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG), Pain, GABAdone.

Decision rationale: The request for GABADONE #60 is not medically necessary. The Official
Disability Guidelines (ODG) does not recommend Gabadone. The guidelines state Gabadone is a
medical food from | - (hat is a proprietary blend of
choline bitartrate, glutamic acid, 5-Hydroxytryptophan, and GABA. It is intended to meet the
nutritional requirements for inducing sleep, promoting restorative sleep, and reducing snoring in
patients who are experiencing anxiety related to sleep disorders. Although the injured worker has
a diagnosis of sleep disturbance, Gabadone is a medical food, and to be considered, the product
must be a food for oral or tube feeding, be labeled for dietary management of a specific medical
disorder, disease, or condition for which there are distinctive nutritional requirements, and be
used under medical supervision. In addition, the request does not provide a dosage or frequency
for the medication. Therefore, the request for Gabadone #60 is not medically necessary.

SENTRA AM #60: Upheld
Claims Administrator guideline: The Claims Administrator did not base their decision on the

MTUS. Decision based on Non-MTUS Citation http://www.nutrientpharmacology.com/
sentra_ AM.html.

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG), Pain, Medical
Food.

Decision rationale: The request for Sentra a.m. #60 is not medically necessary. Sentra AM
contains (glutamate and acetylcholine). The Official Disability Guidelines (ODG) states glutamic
acid is used for treatment of hypochlorhydria and achlorhydria. Treatment indications include
those for impaired intestinal permeability, short bowel syndrome, cancer and critical illnesses. It
is generally used for digestive disorders in complementary medicine. The guidelines further state
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. There is inconclusive evidence that this product
is indicated for an endurance aid, memory, seizures, and transient ischemic attacks. Sentra a.m.
contains glutamate and acetylcholine. The guidelines further state the treatment indications for
glutamate are short bowel syndrome, cancer, and critical illnesses. The documentation submitted
did not indicate the injured worker had findings that would support she was at risk for short
bowel syndrome, cancer, or any critical illnesses. The guidelines also indicate that Sentra a.m. is
a medical food that has choline, which is a precursor for acetylcholine. There is no known
medical need for choline supplementation, except for the case for individuals secondary to liver
deficiency. The documentation submitted did not indicate the injured worker had findings that
would support she was at risk for liver deficiency. To be considered, the product must be a food
for oral or tube feeding, labeled for dietary management of a specific medical disorder, disease,
or condition for which there are distinctive nutritional requirements and it must be used under


http://www.nutrientpharmacology.com/sentra_AM.html
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medical supervision. Furthermore, the request did not provide a dosage or frequency. Therefore,
the request for Sentra a.m. #60 is not medically necessary.

SENTRA PM #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), Pain,
Sentra PM.

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG), Pain, Sentra PM.

Decision rationale: The request for Sentra p.m. #60 is not medically necessary. The Official
Disability Guidelines (ODG), state Sentra p.m. is a medical food from

, intended for use in management of sleep disorders associated with
depression that is a proprietary blend of choline bitartrate, glutamate, and 5-hydroxytryptophan.
Although the injured worker was diagnosed with sleep disturbance, Sentra p.m. is a medical
food, and to be considered, the product must be a food for oral or tube feeding, labeled for
dietary management of a specific medical disorder, disease, or condition for which there are
distinctive nutritional requirements and it must be used under medical supervision. Furthermore,
the request did not provide a dosage or frequency. Therefore, Sentra p.m. #60 is not medically
necessary.

THERAMINE #90: 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), Pain,
Theramine.

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG), Pain, Theramine.

Decision rationale: The request for Theramine #90 is not medically necessary. The Official
Disability Guidelines (ODG) does not recommend Theramine. The guidelines state Theramine is
a medical food from GGG (hat is 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. The guidelines also state until there are higher quality
studies of the ingredients in Theramine, it remains not recommended. Although the injured
worker reported ongoing pain in her lower back, Theramine is a medical food; to be considered,
the product must be a food for oral or tube feeding, labeled for dietary management of a specific
medical disorder, disease, or condition for which there are distinctive nutritional requirements,
and it must be used under medical supervision. In addition, the request did not provide a dosage
and frequency for the medication. Therefore, the request for Theramine #90 is not medically
necessary.





