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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 Preventive Medicine, has a subspecialty in Occupational Medicine
and is licensed to practice in lowa. 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:

This is a 46 year old patient with date of injury of 02/06/2001. Medical records indicate the
patient is undergoing treatment for s/p right ankle arthroscopic surgery, pain in joint of ankle and
foot and long term use of meds. Subjective complaints include pain to right foot and ankle rated
9/10 with 60% improvement with medications. Objective findings include antalgic gait, right
ankle 1+ edema, limited motion of subtalar joint at 8/20 degrees, dorsiflexion is 5/10 degrees,
moderate tenderness to lateral inferior gutter or right ankle. Treatment has consisted of physical
therapy, cortisone injections, and home exercise program, Neuronitn, Elavil, Darvocet and
Naproxen. Current medications consist of Ketamine cream, Nabumetone, Hydrocodone/APAP,
Protonix, Diclofenac Sodium and Soma. The utilization review determination was rendered on
10/30/2014 recommending non-certification of Ketamine 5% cream 60g #1, Nabumetone -
Relafen 500mg #90, Hydrocodone/APAP 10-325mg #180, Soma 350mg #90 and Diclofenac
sodium 1.5% 60g #1 cream.

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

Ketamine 5% cream 60g #1: Overturned
Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines

Topical Analgesics. Decision based on Non-MTUS Citation Official Disability Guidelines
(ODG) Pain procedure summary




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: California MTUS and Official Disability Guidelines (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 indicate failure of antidepressants or anticonvulsants. California 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 Ketamine, "Under study: Only recommended for
treatment of neuropathic pain in refractory cases in which all primary and secondary treatment
has been exhausted.” Medical records do indicate failure of primary and secondary treatment
options and patient has demonstrated pain relief and functional improvement with the use of this
medication. As such the request for Ketamine 5% cream 60g #1 is medically necessary.

Nabumetone - Relafen 500mg #90: Overturned

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
NSAIDs (non-steroidal anti-inflammatory drugs).

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines NSAIDS;
Relafen Page(s): 67-72.

Decision rationale: California 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.
MTUS states "Nabumetone (Relafen, generic available): 500, 750 mg. Dosing: Osteoarthritis:
The recommended starting dose is 1000 mg PO. The dose can be divided into 500 mg PO twice a
day. Additional relief may be obtained with a dose of 1500 mg to 2000 mg per day. The
maximum dose is 2000 mg/day. Patients weighing less than 50 kg may be less likely to require
doses greater than 1000 mg/day. The lowest effective dose of nabumetone should be sought for
each patient. Use for moderate pain is off-label. (Relafen Package Insert)". The patient has
demonstrated significant improvement in pain, quality of life and functionality with the use of
this medication without noted side effects. As such, the request for Nabumetone - Relafen 500mg
#90 is medically necessary.

Hydrocodone/APAP 10-325mg #180: Upheld

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

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Opioids
Page(s): 74-96. Decision based on Non-MTUS Citation Official Disability Guidelines (ODG)
Ankle and Foot, pain (Acute and Chronic), Opioids



Decision rationale: Official Disability Guidelines (ODG) does not recommend the use of
opioids for ankle pain "except for short use for severe cases, not to exceed 2 weeks." The patient
has exceeded the 2 week recommended treatment length for opioid usage. California MTUS
does not discourage use of opioids past 2 weeks, but does state that "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." The treating
physician does not fully document the intensity of pain after taking opioid. Medical
documentation provide indicate that this patient has functional improvement with other
medications being requested, but no significant functional improvement has been noted with the
use of this opioid. Additionally, medical documents indicate that the patient has been on in
excess of the recommended 2-week limit. As such, the question for Hydrocodone/APAP 10-
325mg #180 is not medically necessary.

Soma 350mg #90: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment
Guidelines. Decision based on Non-MTUS Citation Official Disability Guidelines (ODG), Pain
procedure summary

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Carisoprodol (Soma) and Muscle relaxants (for pain) Page(s): 29, 63-66. Decision based on
Non-MTUS Citation Official Disability Guidelines (ODG) Chronic Pain, Soma (Carisoprodol)

Decision rationale: California MTUS states regarding Crisoprodol, *Not recommended. This
medication is not indicated for long-term use. Carisoprodol is a commonly prescribed, centrally
acting skeletal muscle relaxant whose primary active metabolite is meprobamate (a schedule-1V
controlled substance). Carisoprodol is now scheduled in several states but not on a federal level.
It has been suggested that the main effect is due to generalized sedation and treatment of anxiety.
Abuse has been noted for sedative and relaxant effects. In regular abusers the main concern is the
accumulation of meprobamate. Carisoprodol abuse has also been noted in order to augment or
alter effects of other drugs.” Official Disability Guidelines (ODG) States that Soma is "Not
recommended. This medication is FDA-approved for symptomatic relief of discomfort
associated with acute pain in musculoskeletal conditions as an adjunct to rest and physical
therapy (AHFS, 2008). This medication is not indicated for long-term use.” Tapering of Soma
was recommended in previous review which is appropriate. Guidelines do not recommend long
term usage of SOMA. Treating physician does not detail circumstances that would warrant
extended usage. As such, the request for Soma 350mg #90 is not medically necessary.

Diclofenac sodium 1.5% 60g #1 cream: Overturned

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): 111-113. Decision based on Non-MTUS Citation Official Disability
Guidelines (ODG) Pain, Compound creams

Decision rationale: California MTUS and Official Disability Guidelines (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 indicate failure of antidepressants or anticonvulsants. California 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." California MTUS specifically states for VVoltaren Gel 1% (diclofenac) that is it
"Indicated for relief of osteoarthritis pain in joints that lend themselves to topical treatment
(ankle, elbow, foot, hand, knee, and wrist). It has not been evaluated for treatment of the spine,
hip or shoulder.” Medical records do indicate this patient is utilizing this medication for ankle
pain. Documentation indicates failure of primary and secondary treatment options and patient
has demonstrated pain relief and functional improvement with the use of this medication. As
such, the request for Diclofenac sodium 1.5% 60g #1 cream is medically necessary.



