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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: Indiana
Certification(s)/Specialty: Preventive Medicine, Occupational Medicine

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 44 year old male, who sustained an industrial injury on 1/30/2014. He
reported acute low back pain while assisting in patient transfer subsequently developing neck,
mid back and right upper extremity pain. Diagnoses include cervical strain/sprain, thoracic
strain/sprain, right shoulder strain/sprain, right wrist strain/sprain, headaches, and rule out right
wrist triangular fibrocartilage complex tear. Treatments to date include anti-inflammatory, pain
medication, muscle relaxant, physical therapy, activity modification, and chiropractic therapy.
Currently, he complained of neck pain with constant headaches and radiation to right upper
extremity, mid back pain, right shoulder and wrist pain associated with numbness and tingling.
On 5/14/15, the physical examination documented cervical tenderness and palpable muscle
spasms, right shoulder tenderness with muscle spasms, and the right wrist demonstrated
positive Phalen's test and a positive Tinel's sign. The plan of care included prescriptions for
topical compound creams including Gabacyclotram 180grams (Gabapentin 10%/
Cyclobenzaprine 6%/ Tramadol 10%) Flurbi 180 grams (Flurbiprofen 20%/ Lidocaine 5%/
Amitriptyline 4%); and Tercin 240ML (Capsaicin 0.025%; Methylsalicylate 25%/ Lidocaine
2.5%); and Somnicin (Melatonin 2mg/ 5SHTO 50mg/ L trypotophan 100mg/ pyridoxine 10mg/
magnesium 40mg); and Genicin (Glucosamine Sodium) 500mg.

IMR ISSUES, DECISIONS AND RATIONALES

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




Compound Gabacyclotram 180gm Gabapentin 10% Cycobenzaprine 6% Tramadol 10%:
Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Page(s): 111-113.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Topical
Analgesics Page(s): 111-113. Decision based on Non-MTUS Citation Official Disability
Guidelines (ODG) Pain; compound creams.

Decision rationale: MTUS and ODG recommends usage of topical analgesics as an option, but
also further details "primarily recommended for neuropathic pain when trials of antidepressants
and anticonvulsants have failed." The medical documents do not indicate failure of
antidepressants or anticonvulsants. MTUS states, "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.” MTUS states that topical Gabapentin is "Not
recommended.” And further clarifies, anti-epilepsy drugs: There is no evidence for use of any
other anti-epilepsy drug as a topical product.” Therefore, the request is not medically necessary.

Compound Rx: Flurbi 180gm Flurbiprofen 20% Lidocaine 5% Amitriptyline 4%: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Page(s): 111-113.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Topical
Analgesics Page(s): 111-113. Decision based on Non-MTUS Citation Official Disability
Guidelines (ODG) Pain; compound creams.

Decision rationale: MTUS and ODG recommends usage of topical analgesics as an option, but
also further details "primarily recommended for neuropathic pain when trials of antidepressants
and anticonvulsants have failed." The medical documents do not indicate failure of
antidepressants or anticonvulsants. MTUS states, "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.” MTUS states that the only FDA-approved
NSAID medication for topical use includes diclofenac, which is indicated for relief of
osteoarthritis pain in joints. Flurbiprofen would not be indicated for topical use in this case.
Therefore, the request is not medically necessary.

Compound Rx Terocin 240ml Capsaicin 0.025% Methylsalicylate 25% Menthol
10% L.idocaine 2.5%: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Page(s): 111-113.



MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Topical analgesics Page(s): 111-113. Decision based on Non-MTUS Citation Official
Disability Guidelines (ODG) pain; compound creams.

Decision rationale: MTUS and ODG recommends usage of topical analgesics as an option, but
also further details "primarily recommended for neuropathic pain when trials of antidepressants
and anticonvulsants have failed." The medical documents do not indicate failure of
antidepressants or anticonvulsants. MTUS states, "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.” MTUS recommends topical capsaicin "only as
an option in patients who have not responded or are intolerant to other treatments.” There is no
indication that the patient has failed oral medication or is intolerant to other treatments.
Additionally, ODG states "Topical OTC pain relievers that contain menthol, methyl salicylate,
or capsaicin, may in rare instances cause serious burns, a new alert from the FDA warns."
Therefore, the request is not medically necessary.

Somnicin (Melatonin 2mg SHTP 50mg L tryptophan 100mg, Pyridoxine 10mg
Magnesium 40gm): Upheld

Claims Administrator guideline: The Claims Administrator did not base their decision on
the MTUS. Decision based on Non-MTUS Citation ODG.

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: One of the components of Somnicin is 5-hydroxytryptophan, which ODG
considers to be medical food. ODG states "Not recommended for chronic pain. Medical foods
are not recommended for treatment of chronic pain as they have not been shown to produce
meaningful benefits or improvements in functional outcomes. FDA defines a medical food 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.” There are no quality studies demonstrating the benefit of
medical foods in the treatment of chronic pain." Furthermore, "5-hydroxytryptophan: This
supplement has been found to be possibly effective in treatment of anxiety disorders,
fibromyalgia, and obesity and sleep disorders. It has been found to be effective for depression. In
alternative medicine, it has been used for depression, anxiety, insomnia, obesity, aggressive
behavior, eating disorders, fibromyalgia, chronic headaches and various pain disorders. It should
be used with caution in individuals using SSRI antidepressants. This product has been linked to a
contaminant that causes a condition called eosinophilia-myalgia syndrome."” This is clearly a
case of chronic pain leading to insomnia, which the ODG guidelines do not recommend medical
food for. Therefore, the request is not medically necessary.

Genicin Glucosamine sodium 500mg: Upheld



Claims Administrator guideline: The Claims Administrator did not base their decision on
the MTUS. Decision based on Non-MTUS Citation ODG.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment
Guidelines Glucosamine Page(s): 50.

Decision rationale: Genicin a brand named version of glucosamine. MTUS and ODG state,
"Recommended as an option given its low risk, in patients with moderate arthritis pain,
especially for knee osteoarthritis. Studies have demonstrated a highly significant efficacy for
crystalline glucosamine sulphate (GS) on all outcomes, including joint space narrowing, pain,
mobility, safety, and response to treatment, but similar studies are lacking for glucosamine
hydrochloride (GH). Compelling evidence exists that GS may reduce the progression of knee
osteoarthritis. Results obtained with GS may not be extrapolated to other salts (hydrochloride)
or formulations (OTC or food supplements) in which no warranty exists about content,
pharmacokinetics and pharmacodynamics of the tablets." Medical records do indicate the patient
undergoing treatment for unspecified osteoarthtis, but does not specify the location(s) of the
osteoarthritis and does not provide collaborating exam findings or other diagnostic information
to support such a diagnosis. As such, the request is not medically necessary.



