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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 Emergency Medicine and is licensed to practice in New York.
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 51-year-old male who was injured on December 7, 2011. The patient continued
to experience pain in left shoulder and left foot. Physical examination was notable for decreased
range of motion of the left shoulder; tenderness left foot, numbness on the medial side of the first
metatarsal and decreased range of motion of the left ankle. Diagnoses included reflex
sympathetic dystrophy in left shoulder and left leg. Treatment included medications, surgery, and
home exercise program. Requests for authorization for Keto/Gaba compound and ES Tylenol
500 mg # 50 were submitted for consideration.

IMR ISSUES, DECISIONS AND RATIONALES

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

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Pain
Interventions Page(s): 111-112.

Decision rationale: This is a topical analgesic containing ketoprofen and gabapentin. Topical
analgesics are recommended for neuropathic pain when anticonvulsants and antidepressants have
failed. Compounded topical analgesics are commonly prescribed and there is little to no research




to support the use of these compounds. Furthermore, the guidelines state that "Any compounded
product that contains at least one drug (or drug class) that is not recommended is not
recommended.” Ketoprofen is not currently FDA approved for a topical application. It has an
extremely high incidence of photocontact dermatitis. Absorption of the drug depends on the base
it is delivered in. Topical treatment can result in blood concentrations and systemic effect
comparable to those from oral forms, and caution should be used for patients at risk, including
those with renal failure. Gabapentin is not recommended. There is no peer-reviewed literature to
support use. This medication contains drugs that are not recommended. Therefore the
medication cannot be recommended. The request is not medically necessary.

ES Tylenol 500mg #50: Overturned

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Page(s):
11.

Decision rationale: Tylenol is the medication acetaminophen. Acetaminophen is recommended
for treatment of chronic pain & acute exacerbations of chronic pain. Acetaminophen overdose is
a well-known cause of acute liver failure. Hepatotoxicity from therapeutic doses is unusual.
Renal insufficiency occurs in 1 to 2% of patients with overdose. The recommended dose for
mild to moderate pain is 650 to 1000 mg orally every 4 hours with a maximum of 4 g/day. In
this case the requested dose is approximately 1000-1500 mg daily. The request is medically
necessary.



