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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: California
Certification(s)/Specialty: Family Practice

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 62 year old man sustained an industrial injury on 5/15/1996. The mechanism of injury is not
detailed. Current diagnoses include hip & thigh sprain/strain, spasm of muscle, and abnormality
of gait. Treatment has included oral medications. Physician notes dated 12/5/2014 show constant
low back pain rated 7/10. There is documentation that worker has "stretched" the meds out. A
urine drug test from 8/15/2014 is noted to be pending and it is noted that the worker is compliant
with the signed opioid agreement. Recommendations include continuing the same pain and
medication regimen. On 12/23/2014, Utilization Review evaluated prescriptions for Fentanyl 75
mcg #8, Fentanyl 12 mcg #8, and Norco 10/325 mg #450 that were submitted on 1/13/2015. The
UR physician noted the dose of Fentanyl puts the worker at a high risk for overdose due to the
equivalent total daily Morphine dose exceeds the recommendations. There is documentation to
support analgesic benefit; however, there is no documentation of functional benefit with ongoing
use. Further, the most recent urine drug screen results are not provided. Regarding the Norco,
there also seems to be analgesic benefit without documentation of functional improvement and
urine drug screen results. The MTUS, ACOEM Guidelines, (or ODG) was cited. The requests
were modified and subsequently appealed to Independent Medical Review.

IMR ISSUES, DECISIONS AND RATIONALES

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




Fentanyl 75mg, #15: Upheld

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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Opioids
Page(s): 76-78, 80.

Decision rationale: The MTUS/Chronic Pain Medical Treatment Guidelines comment on the
long-term use of opioids including Fentanyl. These guidelines have established criteria on the
use of opioids for the ongoing management of pain. Actions should include: prescriptions from
a single practitioner and from a single pharmacy. The lowest possible dose should be prescribed
to improve pain and function. There should be an ongoing review and documentation of pain
relief, functional status, appropriate medication use and side effects. Pain assessment should
include: current pain, the least reported pain over the period since last assessment; average pain;
intensity of pain after taking the opioid; how long it takes for pain relief; and how long pain
relief lasts. Satisfactory response to treatment may be indicated by the patient's decreased pain,
increased level of function, or improved quality of life. There should be evidence of
documentation of the "4 A's for Ongoing Monitoring." These four domains include: pain relief,
side effects, physical and psychological functioning, and the occurrence of any potentially
aberrant drug-related behaviors. Further, there should be consideration of a consultation with a
multidisciplinary pain clinic if doses of opioids are required beyond what is usually required for
the condition or pain that does not improve on opioids in 3 months. There should be
consideration of an addiction medicine consult if there is evidence of substance misuse (Pages
76-78). Finally, the guidelines indicate that for chronic pain, the long-term efficacy of opioids is
unclear. Failure to respond to a time-limited course of opioids has led to the suggestion of
reassessment and consideration of alternative therapy (Page 80).Based on the review of the
medical records, there is insufficient documentation in support of these stated MTUS/Chronic
Pain Medical Treatment Guidelines for the ongoing use of opioids. There is insufficient
documentation of the "4 A's for Ongoing Monitoring." The treatment course of opioids in this
patient has extended well beyond the timeframe required for a reassessment of therapy. In
summary, there is insufficient documentation to support the chronic use of an opioid in this
patient. Treatment with Fentanyl 75mg is not considered as medically necessary.

Fentanyl 12mcg, #15: Upheld

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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Opioids
Page(s): 76-78, 80.

Decision rationale: The MTUS/Chronic Pain Medical Treatment Guidelines comment on the
long-term use of opioids, inlcuding Fentanyl. These guidelines have established criteria of the
use of opioids for the ongoing management of pain. Actions should include: prescriptions from
a single practitioner and from a single pharmacy. The lowest possible dose should be prescribed



to improve pain and function. There should be an ongoing review and documentation of pain
relief, functional status, appropriate medication use and side effects. Pain assessment should
include: current pain, the least reported pain over the period since last assessment; average pain;
intensity of pain after taking the opioid; how long it takes for pain relief; and how long pain
relief lasts. Satisfactory response to treatment may be indicated by the patient's decreased pain,
increased level of function, or improved quality of life. There should be evidence of
documentation of the "4 A's for Ongoing Monitoring.” These four domains include: pain relief,
side effects, physical and psychological functioning, and the occurrence of any potentially
aberrant drug-related behaviors. Further, there should be consideration of a consultation with a
multidisciplinary pain clinic if doses of opioids are required beyond what is usually required for
the condition or pain that does not improve on opioids in 3 months. There should be
consideration of an addiction medicine consult if there is evidence of substance misuse (Pages
76-78). Finally, the guidelines indicate that for chronic pain, the long-term efficacy of opioids is
unclear. Failure to respond to a time-limited course of opioids has led to the suggestion of
reassessment and consideration of alternative therapy (Page 80).Based on the review of the
medical records, there is insufficient documentation in support of these stated MTUS/Chronic
Pain Medical Treatment Guidelines for the ongoing use of opioids. There is insufficient
documentation of the "4 A's for Ongoing Monitoring." The treatment course of opioids in this
patient has extended well beyond the timeframe required for a reassessment of therapy. In
summary, there is insufficient documentation to support the chronic use of an opioid in this
patient. Treatment with Fentanyl is not considered as medically necessary.

Norco 10/325mg #540, 3 months supply: Upheld

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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Opioids
Page(s): 76-78, 80.

Decision rationale: The MTUS/Chronic Pain Medical Treatment Guidelines comment on the
long-term use of opioids, including Norco. These guidelines have established criteria of the use
of opioids for the ongoing management of pain. Actions should include: prescriptions from a
single practitioner and from a single pharmacy. The lowest possible dose should be prescribed to
improve pain and function. There should be an ongoing review and documentation of pain
relief, functional status, appropriate medication use and side effects. Pain assessment should
include: current pain, the least reported pain over the period since last assessment; average pain;
intensity of pain after taking the opioid; how long it takes for pain relief; and how long pain
relief lasts. Satisfactory response to treatment may be indicated by the patient's decreased pain,
increased level of function, or improved quality of life. There should be evidence of
documentation of the "4 A's for Ongoing Monitoring." These four domains include: pain relief,
side effects, physical and psychological functioning, and the occurrence of any potentially
aberrant drug-related behaviors. Further, there should be consideration of a consultation with a
multidisciplinary pain clinic if doses of opioids are required beyond what is usually required for
the condition or pain that does not improve on opioids in 3 months. There should be
consideration of an addiction medicine consult if there is evidence of substance misuse (Pages



76-78). Finally, the guidelines indicate that for chronic pain, the long-term efficacy of opioids is
unclear. Failure to respond to a time-limited course of opioids has led to the suggestion of
reassessment and consideration of alternative therapy (Page 80).Based on the review of the
medical records, there is insufficient documentation in support of these stated MTUS/Chronic
Pain Medical Treatment Guidelines for the ongoing use of opioids. There is insufficient
documentation of the "4 A's for Ongoing Monitoring." The treatment course of opioids in this
patient has extended well beyond the timeframe required for a reassessment of therapy. In
summary, there is insufficient documentation to support the chronic use of an opioid in this
patient. Treatment with Norco 10/325 mg is not considered as medically necessary.

Celebrex 200mg, #180: Upheld

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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines NSAIDs
Page(s): 67-68.

Decision rationale: The MTUS/Chronic Pain Medical Treatment Guidelines comment on the
use of NSAIDs, such as Celebrex as a treatment modality. These MTUS Guidelines state the
following: Specific recommendations: Osteoarthritis (including knee and hip): Recommended at
the lowest dose for the shortest period in patients with moderate to severe pain. Acetaminophen
may be considered for initial therapy for patients with mild to moderate pain, and in particular,
for those with gastrointestinal, cardiovascular or renovascular risk factors. NSAIDs appear to be
superior to acetaminophen, particularly for patients with moderate to severe pain. There is no
evidence to recommend one drug in this class over another based on efficacy. In particular, there
appears to be no difference between traditional NSAIDs and COX-2 NSAIDs in terms of pain
relief. The main concern of selection is based on adverse effects. COX-2 NSAIDs have fewer Gl
side effects at the risk of increased cardiovascular side effects, although the FDA has concluded
that long-term clinical trials are best interpreted to suggest that cardiovascular risk occurs with
all NSAIDs and is a class effect (with naproxyn being the safest drug). There is no evidence of
long-term effectiveness for pain or function. 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. For patients with
acute low back pain with sciatica a recent Cochrane review (including three heterogeneous
randomized controlled trials) found no differences in treatment with NSAIDs vs. placebo. In
patients with axial low back pain this same review found that NSAIDs were not more effective
than acetaminophen for acute low-back pain, and that acetaminophen had fewer side effects. The
addition of NSAIDs or spinal manipulative therapy does not appear to increase recovery in
patients with acute low back pain over that received with acetaminophen treatment and advice
from their physician. 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. In addition, evidence from the review suggested that no one NSAID, including COX-



2 inhibitors, was clearly more effective than another. 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. In this case the records indicate that Celebrex is
being prescribed as a long-term treatment adjunct for this patient's chronic pain syndrome.
Long-term use of NSAIDs including Celebrex is not consistent with the recommendations of the
above cited MTUS guidelines. Specifically, NSAIDs are recommended only for short-term
relief. For this reason, Celebrex is not considered as a medically necessary treatment.

Lidoderm Patch 5%, #60: Upheld

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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Lidoderm
(lidocaine patch) Page(s): 56-57.

Decision rationale: The MTUS/Chronic Pain Medical Treatment Guidelines comment on the
use of topical analgesics including the Lidoderm Patch. Lidoderm is the brand name for a
lidocaine patch produced by Endo Pharmaceuticals. Topical lidocaine may be recommended for
localized peripheral pain after there has been evidence of a trial of first-line therapy (tri-cyclic or
SNRI anti-depressants or an AED such as gabapentin or Lyrica). This is not a first-line treatment
and is only FDA approved for post-herpetic neuralgia. Further research is needed to recommend
this treatment for chronic neuropathic pain disorders other than post-herpetic neuralgia. In this
case, there is insufficient documentation provided in support of the use of Lidoderm. There is no
evidence that the patient has received an adequate trial of a first-line therapy such as a tricyclic
antidepressant or an SNRI antidepressant or an AED such as gabapentin or lyrica. Further, there
is no evidence that the patient is being treated for post-herpetic neuralgia. Finally, there is
insufficient evidence that the use of Lidoderm has including an ongoing assessment of its
efficacy in reducing symptoms of pain or functional improvement. For these reasons, Lidoderm
is not considered as a medically necessary treatment.



