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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
Certification(s)/Specialty: Anesthesiology

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 46 year old male who sustained an industrial injury on 3/13/07. The
mechanism of injury is unclear. He currently complains of severe low back pain with radiation to
lower extremities. His pain level is 9/10. He has difficulty with ambulation and uses a cane.
Physical exam reveals severe spasms of the lumbar spine with decreased range of motion.
Diagnosis is status post lumbar spine surgery with residuals. Medications are Tylenol #3,
omeprazole, cyclobenzaprine (the PR-2) 3/26/15) is partially illegible. On 5/4/15 Utilization
Review evaluated requests for cyclobenzaprine 7.5 mg # 60 with treatment date 3/26/15; Enova
RX-cyclobenzaprine 2%, 60 gm treatment date 3/26/15; Enova RX ibuprofen 10% 60 gm,
treatment date 3/26/15; omeprazole 20 mg # 60 treatment date 3/26/15.

IMR ISSUES, DECISIONS AND RATIONALES
The Final Determination was based on decisions for the disputed items/services set forth below:

Cyclobenzaprine 7.5mg #60 for Rx date 03/26/15: 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 Muscle
Relaxants Page(s): 63.

Decision rationale: According to the reviewed literature, Flexeril (Cyclobenzaprine) is a skeletal
muscle relaxant and a central nervous system (CNS) depressant. It is closely related to the
tricyclic antidepressants. It is not recommended for the long-term treatment of chronic pain.

This medication has its greatest effect in the first four days of treatment. According to CA
MTUS Guidelines, muscle relaxants are not considered any more effective than non-steroidal
anti-inflammatory medications alone. Based on the currently available information, the medical
necessity for this muscle relaxant medication has not been established. The requested

medication is not medically necessary.

EnovaRX-Cyclobenzaprine 2%, 60gm for Rx date 03/26/15: 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 Topical
Analgesics Page(s): 111-113.

Decision rationale: According to the California MTUS Guidelines (2009), topical analgesics
are primarily recommended for neuropathic pain when trials of anti-depressants and anti-
convulsants have failed. These agents are applied topically to painful areas with advantages that
include lack of systemic side effects, absence of drug interactions, and no need to titrate. Many
agents are compounded as monotherapy or in combination for pain control including, for
example, NSAIDs, opioids, capsaicin, muscle relaxants, local anesthetics or antidepressants.
Guidelines indicate that any compounded product that contains at least 1 non-recommended
drug (or drug class) is not recommended for use. The requested topical analgesic is EnovaRX-
Cyclobenzaprine 2% is not FDA approved for a topical application. Medical necessity for the
requested item has not been established. The requested treatment is not medically necessary.

EnovaRX Ibuprofen 10% 60gm 10%, 60gm For Rx date 03/26/15: 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 Topical
Analgesics Page(s): 111-113.

Decision rationale: According to the California MTUS Guidelines (2009), topical analgesics
are primarily recommended for neuropathic pain when trials of anti-depressants and anti-
convulsants have failed. These agents are applied topically to painful areas with advantages that
include lack of systemic side effects, absence of drug interactions, and no need to titrate. Many
agents are compounded as monotherapy or in combination for pain control including, for
example, NSAIDs, opioids, capsaicin, muscle relaxants, local anesthetics or antidepressants.
Guidelines indicate that any compounded product that contains at least 1 non-recommended
drug (or drug class) is not recommended for use. The requested topical analgesic is EnovaRX-
Ibuprofen 10%. There is a lack of documentation that the injured worker is intolerant of other
treatments. Medical necessity for the requested item has not been established. The requested
treatment is not medically necessary.



Omeprazole 20mg #60 Rx date 03/26/15: 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 PPIs
Page(s): 68. Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) PPIs.

Decision rationale: According to CA MTUS (2009), proton pump inhibitors, such as
Omeprazole (Prilosec), are recommended for patients taking NSAIDs with documented Gl
distress symptoms or specific Gl risk factors. There is no documentation indicating the patient
has any GI symptoms or Gl risk factors. Risk factors include, age >65, history of peptic ulcer
disease, Gl bleeding, concurrent use of aspirin, corticosteroids, and/or anticoagulants or high-
dose/multiple NSAIDs. There is no documentation of any reported GI complaints. Based on the
available information provided for review, the medical necessity for Omeprazole has not been
established. The requested medication is not medically necessary.



