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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 Neurology, has a subspecialty in Neuromuscular Medicine and is
licensed to practice in New Jersey. 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 patient is a 37-year-old woman who sustained a work related injury on July 14, 2012. She
subsequently developed low back and neck pain. A progress report dated October 16, 2014 was
handwritten and partially illegible. Examination noted restricted lumbar range of motion with
positive straight leg raising. The provider requested authorization for
Flurbiprofen/Capsaicin/Camphor Ketoprofen/Cycloben, Omeprazole, Theramine, and Sentra.

IMR ISSUES, DECISIONS AND RATIONALES

The Final Determination was based on decisions for the disputed items/services set forth below:
Flurbiprofen/Capsaicin/Camphor Ketoprofen/Cycloben 10/0.025%2%1% 120gm: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Compounded Medications. Decision based on Non-MTUS Citation Official Disability
Guidelines: Pain Chapter

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Topical
Analgesics Page(s): 111.

Decision rationale: According to MTUS, in Chronic Pain Medical Treatment guidelines section
Topical Analgesics (page 111); topical analgesics are largely experimental in use with few
randomized controlled trials to determine efficacy or safety. Many agents are combined to other
pain medications for pain control. That is limited research to support the use of many of these




agents. Furthermore, according to MTUS guidelines, any compounded product that contains at
least one drug or drug class that is not recommended is not recommended. There is no evidence
that Flurbiprofen or any other compound of the topical analgesic is recommended as topical
analgesics for chronic back pain. Flurbiprofen, a topical analgesic is not recommended by MTUS
guidelines. Based on the above, Flurbiprofen/Capsaicin/Camphor Ketoprofen/Cyclobe 120gm is
not medically necessary.

Omeprazole 20mg #60: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Omeprazole (Prilosec).

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines NSAIDs,
Gl symptoms & cardiovascular risk Page(s): 68.

Decision rationale: According to MTUS guidelines, Omeprazole is indicated when NSAID are
used in patients with intermediate or high risk for gastrointestinal events. The risk for
gastrointestinal events are: (1) age > 65 years; (2) history of peptic ulcer, Gl bleeding or
perforation; (3) concurrent use of ASA, corticosteroids, and/or an anticoagulant; or (4) high
dose/multiple NSAID (e.g., NSAID + low-dose ASA). Recent studies tend to show that H. Pylori
does not act synergistically with NSAIDS to develop gastroduodenal lesions. There is no
documentation that the patient has Gl issue that requires the use of Prilosec. There is no
documentation in the patient's chart supporting that she is at intermediate or high risk for
developing gastrointestinal events. Therefore, Omeprazole 20 mg #60 prescription 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: Medical Foods

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation Other Medical Treatment Guideline or Medical
Evidence: http://www.nutrientpharmacology.com/PDFs/monographs/theramine-monograph.pdf.

Decision rationale: Theramine is a medical food used for the management of pain. It is not FDA
approved and there is no controlled studies supporting its efficacy and safety. Therefore, the
prescription of Theramine is not medically necessary.

Sentra #60: 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 Other Medical Treatment Guideline or Medical



Evidence: Shell, W. E., et al. (2012). "Sentra PM (a Medical Food) and Trazodone in the
Management of Sleep Disorders.” J Cent Nerv Syst Dis 4: 65-72

Decision rationale: Sentra is a medical food used to improve fatigue and fibromyalgia. There
no controlled studies supporting these indications. The prescription of Sentra #60 is not
medically necessary.



