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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: New York, Tennessee
Certification(s)/Specialty: Emergency 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 56 year old male who sustained an industrial injury on 10-02-2014. A
review of the medical records indicated that the injured worker is undergoing treatment for right
shoulder sprain and strain. According to the treating physician's progress report on 10-22-2015,
the injured worker continues to experience right shoulder pain rated at 4 out of 10 without
medications and 2 out of 10 on the pain scale with medications. Examination of the right
shoulder demonstrated tenderness to palpation over the right acromioclavicular joint,
subacromial region and greater tubercle with tenderness and myospasm over the right rotator
cuff muscles. There was full range of motion in all planes with end range right shoulder pain.
Prior treatments have included diagnostic testing, extracorporeal shockwave therapy to the right
shoulder, acupuncture therapy and medications. Current medications oral medications were not
documented. Treatment plan consists of continuing current oral medications, additional
acupuncture therapy and the current request for compound medication: Tramadol 8%, Capsaicin
0.0375%, Menthol 5%, Camphor 2%, Gabapentin 10%, Cyclobenzaprine 4% in 240grams and
compound medication: Flurbiprofen 20%, Lidocaine 5% and Amitriptyline 5% in 240gram. On
11-03-2015 the Utilization Review determined the requests for compound medication: Tramadol
8%, Capsaicin 0.0375%, Menthol 5%, Camphor 2%, Gabapentin 10%, Cyclobenzaprine 4% in
240grams and compound medication: Flurbiprofen 20%, Lidocaine 5% and Amitriptyline 5% in
240gram was not medically necessary.

IMR ISSUES, DECISIONS AND RATIONALES




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

Compound medication; Tramadol 8%/Capsaicin 0.0375%/Menthol 5%/Camphor
2%/Gabapentin 10%/Cyclobenzaprine 4% in 240grams: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Medical Treatment
2009, Section(s): Topical Analgesics.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Medical Treatment 2009,
Section(s): Topical Analgesics, Opioids, criteria for use. Decision based on Non-MTUS Citation
UpToDate: Camphor and menthol: Drug information.

Decision rationale: This medication is a compounded topical analgesic containing tramadol,
capsaicin, camphor, menthol, and cyclobenzaprine. 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.” Tramadol is a
synthetic opioid affecting the central nervous system. It has several side effects, which include
increasing the risk of seizure in patients taking SSRI's, TCA's and other opioids. It is not
recommended as a topical medication. Capsaicin is recommended only as an option in patients
who have not responded or cannot tolerate other treatments. It is recommended for osteoarthritis,
fibromyalgia, and chronic non-specific back pain and is considered experimental in high doses.
Camphor and menthol are topical skin products that available over the counter and used for the
relief of dry itchy skin. Cyclobenzaprine is a muscle relaxant. There is no evidence for use of any
muscle relaxant as a topical product. This medication contains drugs that are not recommended.
Therefore the medication cannot be recommended. The request is not medically necessary.

Compound medication; Flurbiprofen 20%/Lidocaine5%/Amitriptyline 5% in 240gram:
Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Medical Treatment
20009, Section(s): Topical Analgesics.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Medical Treatment 2009,
Section(s): Amitriptyline, Topical Analgesics.

Decision rationale: This medication is a compounded topical analgesic containing flurbiprofen,
lidocaine, and amitriptyline. 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."” Flurbiprofen is a non-steroidal anti-inflammatory
drug (NSAID). Flurbiprofen is recommended as an oral agent for the treatment of osteoarthritis
and the treatment of mild to moderate pain. It is not recommended as a topical preparation.
Lidocaine is recommended for localized peripheral pain after the evidence of a trial for first-line



therapy, such as an antidepressant or antiepileptic drug. It is only FDA approved for the
treatment of post-herpetic neuralgia. The guidelines state that further research is needed to
recommend this treatment for chronic neuropathic pain. In this case there is no documentation
that the patient that the patient has failed treatment with first line medications. Lidocaine is not
recommended. Amitriptyline is a tricyclic antidepressant. Tricyclics are generally considered a
first-line agent for neuropathic pain, unless they are ineffective, poorly tolerated, or
contraindicated. Indications in controlled trials have shown effectiveness in treating central post-
stroke pain, post-herpetic neuralgia, painful diabetic and non-diabetic polyneuropathy, and post-
mastectomy pain. Negative results were found for spinal cord pain and phantom-limb pain, but
this may have been due to study design. Tricyclics have not demonstrated significance in
randomized-control trials in treating HIV neuropathy, spinal cord injury, cisplatinum neuropathy,
neuropathic cancer pain, phantom limb pain or chronic lumbar root pain. Caution is required
because tricyclics have a low threshold for toxicity, and tricyclic antidepressant overdose is a
significant cause of fatal drug poisoning due to their cardiovascular and neurological effects.
Analgesia generally occurs within a few days to a week, whereas antidepressant effect takes
longer to occur. It is not recommended as a topical preparation. This medication contains drugs
that are not recommended. Therefore, the medication cannot be recommended. The request is not
medically necessary.



