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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 45 year old male was injured 5/14/07 when he slipped and fell while placing bark on a steep
hillside injuring his left knee. An MRI of the left knee (7/12/07) revealed a small tear over the
posterior horn of the medial meniscus with a more significant tear over the anterior horn of the
medial meniscus . In addition there was significant degenerative disease (severe osteoarthritis).
Past history includes a motor vehicle accident (1987) with resulting right ankle fracture; two left
knee scopes and left ankle surgery in 1987. He uses a cane for ambulation. Treatment included
Hyalgan injection into left knee with no benefit. He had persistent left knee pain with popping
and clicking. Radiographs (10/4/13) showed a loss of articular surface on the lateral joint line
and loss of articular surface of less than 2mm on the medial joint. Diagnoses included internal
derangement of the knee on the left status post microfracture technique and minisectomy with
persistent symptomatology; internal derangement of the right knee; hypertension and depression.
His medications include Nalafon, Ultracet, Flexaril, Lidoderm cream, Terocin patch and
Wellbutrin. On 8/14/14 the injured worker had a total left knee replacement with synovectomy
and meniscectomy of the joint. He complete 24 physical therapy sessions. He continued with
chronic pain and activities of daily living were compromised. He has not worked since 2007.0n
12/9/14 Utilization Review non-certified the request for Nalafon based on lack of documentation
of arthritis or ankylosing spondylitis; regarding Ultracet based on short term indication per
guidelines and documentation indicates the injured worker suffers from chronic pain; regarding
Flexaril, it is not recommended for long term use; regarding Lidoerm cream and Terocin patches,




guidelines indicate that if a compound contains at least one drug that is not recommended it is
not recommended. Guidelines referenced were ODG and MTUS, ACOEM Chapter 15.

IMR ISSUES, DECISIONS AND RATIONALES

The Final Determination was based on decisions for the disputed items/services set forth below:
Nalfron 400 mg, sixty count: Upheld

Claims Administrator guideline: The Claims Administrator did not base their decision on the
MTUS. Decision based on Non-MTUS Citation Official Disability Guidelines (ODG), Pain
Chapter

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines NSAIDs
Page(s): 67-74. Decision based on Non-MTUS Citation Pain, Fenoprofen (NalfonA®).

Decision rationale: MTUS recommends the use of NSAIDS for the acute exacerbation of back
pain at the lowest effective dose for the shortest amount of time due to the increased
cardiovascular risk, renal, hepatic and Gl side effects associated with long term use. Fenoprofen
(Nalfon, generic available): 200, 600 mg. Dosing: osteoarthritis; (off-label use for ankylosing
spondylitis); 300 - 600mg PO 3 to 4 times per day (Max daily dose is 3200mg). Improvement
may take as long as 2 to 3 weeks. Mild to moderate pain (off-label use for bone pain): 200mg PO
every 4 to 6 hours as needed.The patient does have documented back pain. Medical records do
indicate that the patient has been on NSAID for several years and would not be considered
shortest amount of treatment time. Additionally, the medical records do not subjectively define
the pain well and does not subjectively or objectively annotate improvement. As such, the
request for Nalfron 400 mg, sixty count is not medically necessary.

Ultracet 37.5 mg, sixty count: Upheld

Claims Administrator guideline: The Claims Administrator did not base their decision on the
MTUS. Decision based on Non-MTUS Citation Official Disability Guidelines (ODG), Pain
Chapter

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Opioids;
Ultracet Page(s): 74-96, 113, 123. Decision based on Non-MTUS Citation Pain (Chronic) -
Medications for acute pain (analgesics), Tramadol (UltramA®)

Decision rationale: Ultracet is the brand name version of Tramadol and Tylenol. MTUS refers
to Tramadol/Tylenol in the context of opioids usage for osteoarthritis "Short-term use:
Recommended on a trial basis for short-term use after there has been evidence of failure of first-
line non-pharmacologic and medication options (such as acetaminophen or NSAIDs) and when
there is evidence of moderate to severe pain. Also recommended for a trial if there is evidence of
contraindications for use of first-line medications. Weak opioids should be considered at
initiation of treatment with this class of drugs (such as Tramadol, Tramadol/acetaminophen,
hydrocodone and codeine), and stronger opioids are only recommended for treatment of severe
pain under exceptional circumstances (oxymorphone, oxycodone, hydromorphone, fentanyl,



morphine sulfate)."MTUS states regarding tramadol that "A therapeutic trial of opioids should
not be employed until the patient has failed a trial of non-opioid analgesics. Before initiating
therapy, the patient should set goals, and the continued use of opioids should be contingent on
meeting these goals.” ODG further states, "Tramadol is not recommended as a first-line oral
analgesic because of its inferior efficacy to a combination of Hydrocodone/ acetaminophen."The
treating physician did not provide sufficient documentation that the patient has failed a trial of
non-opioid analgesics at the time of prescription or in subsequent medical notes. Additionally, no
documentation was provided which discussed the setting of goals for the use of tramadol prior to
the initiation of this medication. The patient has been on tramamdol for many months and
medical notes do not indicate any improved objective/subjective findings over that duration of
time. As such, the request for Ultracet 37.5 mg, sixty count is not medically necessary.

Flexeril 7.5 mg, sixty count: Upheld

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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Cyclobenzaprine Page(s): 41-42, 60-61, 64-66. Decision based on Non-MTUS Citation Pain;
cyclobenzaprine

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 that "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 Flexeril 7.5mg #60 is not medically necessary.

One bottle of Lidopro cream: Upheld



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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Topical
analgesics Page(s): 111-113. Decision based on Non-MTUS Citation Pain; compounded creams

Decision rationale: Lidopro is a topical medication containing Lidocaine, Capsaicin, Menthol,
and Methyl Salicylate. 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 recommends topical capsaicin "only as an option in
patients who have not responded or are intolerant to other treatments.” There is no indication that
the patient has failed oral medication or is intolerant to other treatments. Additionally, ODG
states "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.” 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." 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.” In this case, lidocaine is not supported for topical use per guidelines. As such, the
request for lidopro cream is not medically necessary.

Terocin patches, thirty count: Upheld

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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Topical
creams Page(s): 111-113. Decision based on Non-MTUS Citation pain; topicals

Decision rationale: Terocin lotion is topical pain lotion that contains lidocaine and menthol.
ODG states regarding lidocine topical patch, "This is not a first-line treatment and is only FDA
approved for post-herpetic neuralgia.” Medical documets do not document the patient as having
post-herpetic neuralgia. Additionally, Topical analgesics are primarily recommended for
neuropathic pain when trials of antidepressants and anticonvulsants have failed. The treating
physician did not document a trial of first line agents and the objective outcomes of these
treatments. MTUS states regarding topical analgesic creams, "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.” In this case, topical lidocaine is
not indicated. As such the request for Terocin patches #30 is not medically necessary.



