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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, Pain Medicine and is
licensed to practice in Texas and Ohio. 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 54-year-old male who reported an injury on 03/12/2003. The mechanism
of injury was not provided. Diagnoses include headache, status post cervical spine surgery times
3, brachial neuritis or radiculitis, thoracic sprain/strain, lumbar sprain/strain, right shoulder/arm
internal derangement, left elbow sprain/strain, right wrist sprain/strain, and status post left wrist
hand surgery 12/03/2013. Past treatments include oral medications, topical agents and surgery.
Diagnostic studies were not provided. On 01/03/2014 the injured worker complained of constant
headaches. The pain rated a 6/10, that radiated to the right upper extremity with numbness and
tingling, a 7/10, constant mild back pain a 5/10, constant low back pain a 2- 3/10, constant right
shoulder arm pain a 7/10, constant left elbow pain a 7/10, frequent right wrist/hand pain a 5/10 to
6/10, constant left wrist pain a 10/10. The injured worker took oral and topical medications with
no side effects. Pain without medications is an 8/10 and with medications is 4-5/10. Topical
medications help increase sleep. The treatment plan is to provide a prescription for Norco
10/325 mg, Butalbital/APAP/caffeine, Theramine #90, Sentra AM #60, Sentra PM #60, and
Gabadone #60 to be taken as directed. The injured worker was provided Terocin pain patch,
which is a local analgesic medication to be taken as directed for treatment of minor aches and
muscle pains. The injured worker was being evaluated for medication management and ongoing
medication therapy. A qualitative drug screen was administered. The request is for 60
Gabadone, #60 Sentra AM #60, 60 Sentra PM #60, 180 Theramine #90. The rationale was not
provided. The Request for Authorization was not provided.

IMR ISSUES, DECISIONS AND RATIONALES

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




60 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, Pain (Chronic).

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 60 Gabadone #60 is not medically necessary. The injured
worker has a history of headaches, neck pain, mid back pain, low back pain, shoulder arm pain,
left elbow pain, right wrist hand pain, and left wrist pain. The Official Disability Guidelines
(ODG) recommended as indicated below. Defined 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: the product must
be a food for oral or tube feeding; the product must be labeled for dietary management of a
specific medical disorder, disease, or condition for which there are distinctive nutritional
requirements; the product must be used under medical supervision. Medical foods are exempted
from the labeling requirements for health claims and nutrient content claims under the Nutrition
Labeling and Education Act of 1990. Medical foods do not have to be registered with the FDA.
Gabadone is a medical food that contains choline bitartrate, glutamic acid, 5-hydroxytrptophan,
and GABA. It is not recommended. Given the lack of guideline support for Gabadone, it is not
medically necessary.

60 Sentra AM, #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, National
Guideline Clearinghouse.

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 60 Sentra AM, # 60 is not medically necessary. The injured
worker has a history of headaches, neck pain, mid back pain, low back pain, shoulder arm pain,
left elbow pain, right wrist hand pain, and left wrist pain. The Official Disability Guidelines
(ODG) recommended as indicated below. Defined 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: the product must
be a food for oral or tube feeding; the product must be labeled for dietary management of a



specific medical disorder, disease, or condition for which there are distinctive nutritional
requirements; the product must be used under medical supervision. There are no guidelines
supporting the use of Sentra AM. It is not medically necessary.

60 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, Mental Iliness &
Stress.

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 60 Sentra PM, #60 is not medically necessary. The injured
worker has a history of headaches, neck pain, mid back pain, low back pain, shoulder arm pain,
left elbow pain, right wrist hand pain, and left wrist pain. The Official Disability Guidelines
(ODG) recommended as indicated below. Defined 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: the product must
be a food for oral or tube feeding; the product must be labeled for dietary management of a
specific medical disorder, disease, or condition for which there are distinctive nutritional
requirements; the product must be used under medical supervision. Sentra PM contains choline
bitartrate, glutamate, and 5-hydroxytrptophn. It is under study for insomnia. There is no recent
documentation that the injured worker had been diagnosed with insomnia. Given the lack of
guideline support, Sentra PM is not medically necessary.

180 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, Pain (Chronic).

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 180 Theramine, #90 is not medically necessary. The injured
worker has a history of headaches, neck pain, mid back pain, low back pain, shoulder arm pain,
left elbow pain, right wrist hand pain, and left wrist pain. The Official Disability Guidelines
(ODG) recommended as indicated below. Defined 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: the product must



be a food for oral or tube feeding; the product must be labeled for dietary management of a
specific medical disorder, disease, or condition for which there are distinctive nutritional
requirements; the product must be used under medical supervision. Theramine contains gabba-
aminobutyric acid, choline bitartrate, L-Arginine, and L-serine. It is intended for the
management of acute pain, chronic pain, fiboromyalgia, neuropathic pain, and inflammatory pain.
Theramine is not recommended. Given the lack of guideline support for Theramine, it is not
medically necessary.



