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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 and is licensed to practice in
Texas. 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 63 year old female who had a work related injury on 03/01/10. The
mechanism of injury is not described. The most recent clinical note submitted for review is dated
05/20/14. The injured worker complains of postoperative left shoulder pain rated 7/10. Current
medication regimen includes Tramadol and Anaprox DS as well as topical creams. The injured
worker reports to have been participating with her postoperative physical therapy treatment
program at 3 times per week, which she states has been causing her pain. Physical examination
the injured worker is 60 inches tall and weighs 160 Ibs. with a BMI of 31. The injured worker
suffers from clear adhesive capsulitis with very limited motion. Diagnoses status post left
shoulder rotator cuff repair on 03/13/14 stable and doing well, and frozen shoulder of the left
shoulder. Prior utilization review on 05/23/14 was non-certified. The current request is for a
toxicology urine drug screen. Terocin pain patch, Xolindo 2% cream, Menthoderm cream,
Terocin, Flurbiprofen cream, compounded Gabapentin and Cyclobenzaprine cream,
Glucosamine, and Melatonin.

IMR ISSUES, DECISIONS AND RATIONALES

The Final Determination was based on decisions for the disputed items/services set forth below:
Toxicology - Urine Drug Screen: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Page(s): 43, 78.




MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Drug
testing Page(s): 43.

Decision rationale: As noted on page 43 of the Chronic Pain Medical Treatment Guidelines
drug testing is recommended as an option. It is noted that using a urine drug screen to assess for
the use or the presence of illegal drugs is an option. Urine drug screens are recommended as a
tool to monitor compliance with prescribed substances, identify use of undisclosed substances,
and uncover diversion of prescribed substances. The test should be used in conjunction with
other clinical information when decisions are to be made to continue, adjust or discontinue
treatment. Patients at "low risk" of addiction/aberrant behavior should be tested within six
months of initiation of therapy and on a yearly basis thereafter. Patients at "moderate risk™ for
addiction/aberrant behavior are recommended for point-of-contact screening 2 to 3 times a year
with confirmatory testing for inappropriate or unexplained results. Patients at "high risk" of
adverse outcomes may require testing as often as once per month. As such, the request for
Toxicology - Urine Drug Screen is not medically necessary.

Terocin Pain Patch Box #2: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Topical Analgesics.

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

Decision rationale: As noted on page 111 of the Chronic Pain Medical Treatment Guidelines,
the safety and efficacy of compounded medications has not been established through rigorous
clinical trials. Topical analgesics are primarily recommended for neuropathic pain when trials of
antidepressants and anticonvulsants have failed. There is no indication in the documentation that
these types of medications have been trialed and/or failed. Further, the California MTUS, Food
and Drug Administration, and Official Disability Guidelines require that all components of a
compounded topical medication be approved for transdermal use. This compound contains
Capsaicin/Lidocaine/Menthol/Methyl Salicylate: which have not been approved for transdermal
use. In addition, there is no evidence within the medical records submitted that substantiates the
necessity of a transdermal versus oral route of administration. Therefore this compound cannot
be recommended as medically necessary as it does not meet established and accepted medical
guidelines.

Menthoderm Gel #240: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Topical Analgesics.

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



Decision rationale: As noted on page 105 of the Chronic Pain Medical Treatment Guidelines,
the safety and efficacy of compounded medications has not been established through rigorous
clinical trials. Topical analgesics are primarily recommended for neuropathic pain when trials of
antidepressants and anticonvulsants have failed. There is no indication in the documentation that
these types of medications have been trialed and/or failed. This compound is noted to contain,
Menthol, and Methyl Salicylate. There is no indication in the documentation that the patient
cannot utilize the readily available over-the-counter version of this medication without benefit.
As such, the request for this compound cannot be recommended as medically necessary.

Terocin 120ml: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Topical Analgesics.

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

Decision rationale: As noted on page 111 of the Chronic Pain Medical Treatment Guidelines,
the safety and efficacy of compounded medications has not been established through rigorous
clinical trials. Topical analgesics are primarily recommended for neuropathic pain when trials of
antidepressants and anticonvulsants have failed. There is no indication in the documentation that
these types of medications have been trialed and/or failed. Further, the California MTUS, Food
and Drug Administration, and Official Disability Guidelines require that all components of a
compounded topical medication be approved for transdermal use. This compound contains
Capsaicin/Lidocaine/Menthol/Methyl Salicylate, which have not been approved for transdermal
use. In addition, there is no evidence within the medical records submitted that substantiates the
necessity of a transdermal versus oral route of administration. Therefore this compound cannot
be recommended as medically necessary as it does not meet established and accepted medical
guidelines.

Flurbi (nap) Cream- LA 180gm: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Topical Analgesics.

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

Decision rationale: As noted on page 111 of the Chronic Pain Medical Treatment Guidelines,
the safety and efficacy of compounded medications has not been established through rigorous
clinical trials. Topical analgesics are primarily recommended for neuropathic pain when trials of
antidepressants and anticonvulsants have failed. There is no indication in the documentation that
these types of medications have been trialed and/or failed. Further, the California MTUS, Food
and Drug Administration, and Official Disability Guidelines require that all components of a
compounded topical medication be approved for transdermal use. This compound contains
Flurbiprofen which has not been approved for transdermal use. In addition, there is no evidence



within the medical records submitted that substantiates the necessity of a transdermal versus oral
route of administration. Therefore this compound cannot be recommended as medically
necessary as it does not meet established and accepted medical guidelines.

Gabacyclotram 180mg: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Page(s): 112-113.

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

Decision rationale: As noted on page 111 of the Chronic Pain Medical Treatment Guidelines,
the safety and efficacy of compounded medications has not been established through rigorous
clinical trials. Topical analgesics are primarily recommended for neuropathic pain when trials of
antidepressants and anticonvulsants have failed. There is no indication in the documentation that
these types of medications have been trialed and/or failed. Further, the California MTUS, Food
and Drug Administration, and Official Disability Guidelines require that all components of a
compounded topical medication be approved for transdermal use. This compound contains
Gabapentin which has not been approved for transdermal use. In addition, there is no evidence
within the medical records submitted that substantiates the necessity of a transdermal versus oral
route of administration. Therefore this compound cannot be recommended as medically
necessary as it does not meet established and accepted medical guidelines.

Genicin 500mg #90: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment
Guidelines.

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) Pain chapter,
Glucosamine (and Chondroitin sulfate)

Decision rationale: The request for Genicin 500mg #90 is not medically necessary. The clinical
documentation submitted for review does not support the request. There is no clinical evidence
of moderate arthritis pain. Recommended as an option (glucosamine sulfate only) given its low
risk, in patients with moderate arthritis pain, especially for knee osteoarthritis. As such, medical
necessity has not been established.

Somnicin #30: Upheld

Claims Administrator guideline: Decision based on MTUS ACOEM. Decision based on Non-
MTUS Citation Official Disability Guidelines



MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) Pain chapter,

Melatonin

Decision rationale: The request for Somnicin #30 is not medically necessary. The clinical
documentation does not support the request. There is no clinical documentation of insomnia;
therefore medical necessity has not been established.



