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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:

This is a 43 year old female with a November 21, 2012 date of injury. A progress note dated
April 3, 2015 documents subjective findings (moderate cervical spine pain; moderate to severe
lumbar spine pain), objective findings (tenderness to palpation of the lumbar spine), and current
diagnoses (lumbar radiculopathy). Treatments to date have included medications, lumbar
epidural steroid injection (February 10, 2015), magnetic resonance imaging of the lumbar spine
(April 23, 2013; showed L4-5 facet arthropathy; L5-S1 diffuse posterior disc bulge and a
posterior mid sagittal annular tear), magnetic resonance imaging of the cervical spine (April 23,
2013; showed reversal of cervical lordosis), and home exercise. The treating physician
documented a plan of care that included Diclofenac, Omeprazole, Cyclobenzaprine,
Menthoderm cream, and a right lumbosacral epidural steroid injection.

IMR ISSUES, DECISIONS AND RATIONALES

The Final Determination was based on decisions for the disputed items/services set forth below:
Right L5-S1 epidural steroid injection: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Epidural steroid injections Page(s): 46.




MAXIMUS guideline: Decision based on MTUS ACOEM Chapter 12 Low Back Complaints
Page(s): 287-315, Chronic Pain Treatment Guidelines epidural steroid injections Page(s): 46.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) Low Back -
Lumbar & Thoracic (Acute & Chronic), Epidural steroid injections (ESIs), therapeutic.

Decision rationale: MTUS Chronic pain medical treatment guidelines state that epidural steroid
injections are "Recommended as an option for treatment of radicular pain (defined as pain in
dermatomal distribution with corroborative findings of radiculopathy). Epidural steroid injection
can offer short term pain relief and use should be in conjunction with other rehab efforts,
including continuing a home exercise program."” There were no medical documents provided to
conclude that other rehab efforts or home exercise program is ongoing. Additionally, no
objective findings were documented to specify the dermatomal distribution of pain. MTUS
further defines the criteria for epidural steroid injections to include: 1) Radiculopathy must be
documented by physical examination and corroborated by imaging studies and/or
electrodiagnostic testing. 2) Initially unresponsive to conservative treatment (exercises, physical
methods, NSAIDs and muscle relaxants). 3) Injections should be performed using fluoroscopy
(live x-ray) for guidance. 4) If used for diagnostic purposes, a maximum of two injections
should be performed. A second block is not recommended if there is inadequate response to the
first block. Diagnostic blocks should be at an interval of at least one to two weeks between
injections. 5) No more than two nerve root levels should be injected using transforaminal
blocks. 6) No more than one interlaminar level should be injected at one session. 7) In the
therapeutic phase, repeat blocks should be based on continued objective documented pain and
functional improvement, including at least 50% pain relief with associated reduction of
medication use for six to eight weeks, with a general recommendation of no more than 4 blocks
per region per year. (Manchikanti, 2003) (CMS, 2004) (Boswell, 2007) 8) Current researches
does not support a "series-of-three" injections in either the diagnostic or therapeutic phase. We
recommend no more than 2 ESI injections. The employee has had at least one set of ESI's in the
past; however, there is no documentation of the pain reduction and associated reduction in
medication usage. Therefore, the request is not medically necessary.

Diclofenac #1: Upheld

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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines NSAIDs
Page(s): 63-73. Decision based on Non-MTUS Citation Official Disability Guidelines (ODG)
Pain (Chronic), Diclofenac.

Decision rationale: Volteran/Zipsor is the name brand version of Diclofenac, which is a
NSAID. MTUS specifies four recommendations regarding NSAID use: 1) Osteoarthritis
(including knee and hip): Recommended at the lowest dose for the shortest period in patients
with moderate to severe pain. 2) Back Pain, Acute exacerbations of chronic pain: Recommended
as a second-line treatment after acetaminophen. In general, there is conflicting evidence that
NSAIDs are more effective that acetaminophen for acute LBP. 3) Back Pain, Chronic low back
pain: Recommended as an option for short-term symptomatic relief. A Cochrane review of the



literature on drug relief for low back pain (LBP) suggested that NSAIDs were no more effective
than other drugs such as acetaminophen, narcotic analgesics, and muscle relaxants. The review
also found that NSAIDs had more adverse effects than placebo and acetaminophen but fewer
effects than muscle relaxants and narcotic analgesics. 4) Neuropathic pain: There is inconsistent
evidence for the use of these medications to treat long-term neuropathic pain, but they may be
useful to treat breakthrough and mixed pain conditions such as osteoarthritis (and other
nociceptive pain) in with neuropathic pain. The medical documents do not indicate that the
patient is being treated for osteoarthritis. The treating physician does not document failure of
primary (Tylenol) treatment. Importantly, ODG also states that diclofenac is "Not recommended
as first line due to increased risk profile. If using diclofenac then consider discontinuing as it
should only be used for the shortest duration possible in the lowest effective dose due to
reported serious adverse events." Medical documents indicate that the patient is currently taking
this medication, which given the treatment history does not appear to be the shortest duration
possible. As such, the request is not medically necessary.

Cyclobenzaprine #1: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Cyclobenzaprine Page(s): 64.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Cyclobenzaprine Page(s): 41-66. Decision based on Non-MTUS Citation Official Disability
Guidelines (ODG) Pain, Cyclobenzaprine (Flexeril®) Other Medical Treatment Guideline or
Medical Evidence: UpToDate, Flexeril.

Decision rationale: MTUS Chronic Pain Medical Treatment states for Cyclobenzaprine,
"Recommended as an option, using a short course of therapy. The effect is greatest in the first 4
days of treatment, suggesting that shorter courses may be better. (Browning, 2001) Treatment
should be brief." The medical documents indicate that patient is far in excess of the initial
treatment window and period. Additionally, MTUS outlines, Relief of pain with the use of
medications is generally temporary, and measures of the lasting benefit from this modality
should include evaluating the effect of pain relief in relationship to improvements in function and
increased activity. Before prescribing any medication for pain, the following should occur: (1)
determine the aim of use of the medication; (2) determine the potential benefits and adverse
effects; (3) determine the patient's preference. Only one medication should be given at a time,
and interventions that are active and passive should remain unchanged at the time of the
medication change. A trial should be given for each individual medication. Analgesic
medications should show effects within 1 to 3 days, and the analgesic effect of antidepressants
should occur within 1 week. A record of pain and function with the medication should be
recorded. (Mens, 2005) Uptodate "flexeril™ also recommends, "Do not use longer than 2-3
weeks". Medical documents do not fully detail the components outlined in the guidelines above
and do not establish the need for long term/chronic usage of cyclobenzaprine.ODG states
regarding cyclobenzaprine, "Recommended as an option, using a short course of therapy. The
addition of cyclobenzaprine to other agents is not recommended.” Several other pain medications
are being requested, along with cyclobenzaprine, which ODG recommends against. As such, the
request for is not medically necessary.



Menthoderm cream #1: Upheld

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

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: Methoderm/Thera-Gesic is the brand name version of a topical analgesic
containing methyl salicylate and menthol. 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 no 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 regarding topical Salicylate,
"Recommended. Topical salicylate (e.g., Ben-Gay, methyl salicylate) is significantly better than
placebo in chronic pain. (Mason-BMJ, 2004) See also topical analgesics; & Topical analgesics,
compounded.” ODG only comments on menthol in the context of cryotherapy for acute pain, but
does state "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." In this case, the
treating physician does not document the failure of first line treatments. As such, the request is
not medically necessary.

Omeprazole #1: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
NSAIDs, Gl symptoms and cardioovascular risk.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines NSAIDs;
Gl risk Page(s): 68-69. Decision based on Non-MTUS Citation Official Disability Guidelines
(ODG) Pain (Chronic), NSAIDs, GI symptoms & cardiovascular risk.

Decision rationale: MTUS and ODG states, "Determine if the patient is at risk for
gastrointestinal events: (1) age > 65 years; (2) history of peptic ulcer, Gl bleeding or perforation;
(3) concurrent use of ASA, corticosteroids, and/or an anticoagulant; or (4) high dose/multiple
NSAID (e.g., NSAID + low-dose ASA)." And "Patients at intermediate risk for gastrointestinal
events and no cardiovascular disease:(1) A non-selective NSAID with either a PPI (Proton Pump
Inhibitor, for example, 20 mg omeprazole daily) or misoprostol (200 g four times daily) or(2) a
Cox-2 selective agent. Long-term PPI1 use (> 1 year) has been shown to increase the risk of hip
fracture (adjusted odds ratio 1.44)." The medical documents provided do not establish the patient
has having documented Gl bleeding, perforation, peptic ulcer, high dose NSAID, or other Gl
risk factors as outlined in MTUS. As such, the request is not medically necessary.



