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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 Family Medicine and is licensed to practice in California. 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:

The patient was injured while working as a bus driver on 2/18/2005. The injuries were primarily
to her neck, back and extremities. She is requesting review of denial for the following:
Carisoprodol 350 mg, # 60 and Flurbiprofen 25%, Menthol 10%, Camphor 3%, and Capsaicin
0.0375% Topical Cream.The patient has been receiving ongoing care for her injuries. Medical
records are provided for review and include the Primary Treating Physician's Progress Reports
(PR-2s). Chronic diagnoses include: Herniated Disk, Cervical Spine; Lumbosacral Spine
Musculoligamentous Sprain; and Shoulder Sprain. Treatment has included the use of a H wave
unit, Soma (carisoprodol), and topical analgesic creams.

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

Carisoprodol 350mg, QTY: 60: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Carisoprodol (Soma).

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Carisoprodol Page(s): 29.

Decision rationale: The MTUS/Chronic Pain Medical Treatment Guidelines state that Soma
(carisoprodol) is "not recommended.” Further, that "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. This includes the following: (1) increasing sedation of benzodiazepines or alcohol;
(2) use to prevent side effects of cocaine; (3) use with tramadol to produce relaxation and
euphoria; (4) as a combination with hydrocodone, an effect that some abusers claim is similar to
heroin (referred to as a ""Las Vegas Cocktail™); & (5) as a combination with codeine (referred
to as ""Soma Coma™"). (Reeves, 1999) (Reeves, 2001) (Reeves, 2008) (Schears, 2004) There
was a 300% increase in numbers of emergency room episodes related to carisoprodol from 1994
to 2005. (DHSS, 2005) Intoxication appears to include subdued consciousness, decreased
cognitive function, and abnormalities of the eyes, vestibular function, appearance, gait and motor
function. Intoxication includes the effects of both carisoprodol and meprobamate, both of which
act on different neurotransmitters. (Bramness, 2007) (Bramness, 2004) A withdrawal syndrome
has been documented that consists of insomnia, vomiting, tremors, muscle twitching, anxiety,
and ataxia when abrupt discontinuation of large doses occurs. This is similar to withdrawal from
meprobamate. (Reeves, 2007) (Reeves, 2004) Given the above statements in the guidelines,
carisoprodol, is not considered as a medically necessary treatment.

30 gm Flurbiprofen 25%, Menthol 10%, Camphor 3%, Cap 0.0375% Topical Cream:
Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Topical Analgesics, Other muscle relaxants.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Topical
Analgesics Page(s): 111-113.

Decision rationale: The MTUS/Chronic Pain Medical Treatment Guidelines comment on the
use of topical analgesic creams. Topical analgesic creams are listed as recommended as an
option as indicated below. They are largely experimental in use with few randomized controlled
trials to determine efficacy or safety. Primarily recommended for neuropathic pain when trials of
antidepressants and anticonvulsants have failed. Two of the components of this prescribed
cream are mentioned in the guidelines (flurbiprofen- an NSAID and capsaicin). Comments on
these two components are stated below.Non-steroidal antinflammatory agents (NSAIDs): The
efficacy in clinical trials for this treatment modality has been inconsistent and most studies are
small and of short duration. Topical NSAIDs have been shown in meta-analysis to be superior to
placebo during the first 2 weeks of treatment for osteoarthritis, but either not afterward, or with a
diminishing effect over another 2-week period. (Lin, 2004) (Bjordal, 2007) (Mason, 2004) When
investigated specifically for osteoarthritis of the knee, topical NSAIDs have been shown to be
superior to placebo for 4 to 12 weeks. In this study the effect appeared to diminish over time and
it was stated that further research was required to determine if results were similar for all
preparations. (Biswal, 2006) These medications may be useful for chronic musculoskeletal pain,
but there are no long-term studies of their effectiveness or safety. (Mason, 2004) Indications:



Osteoarthritis and tendinitis, in particular, that of the knee and elbow or other joints that are
amenable to topical treatment: Recommended for short-term use (4-12 weeks). There is little
evidence to utilize topical NSAIDs for treatment of osteoarthritis of the spine, hip or shoulder.
Neuropathic pain: Not recommended as there is no evidence to support use. FDA-approved
agents: Voltaren Gel 1% (diclofenac): 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. Maximum dose should not exceed 32 g per
day (8 g per joint per day in the upper extremity and 16 g per joint per day in the lower
extremity). The most common adverse reactions were dermatitis and pruritus. (\Voltaren package
insert) For additional adverse effects: See NSAIDs, Gl symptoms and cardiovascular risk; &
NSAIDs, hypertension and renal function. Non FDA-approved agents: Ketoprofen: This agent is
not currently FDA approved for a topical application. It has an extremely high incidence of
photocontact dermatitis. (Diaz, 2006) (Hindsen, 2006) Absorption of the drug depends on the
base it is delivered in. (Gurol, 1996). Topical treatment can result in blood concentrations and
systemic effect comparable to those from oral forms, and caution should be used for patients at
risk, including those with renal failure. (Krummel 2000)Capsaicin: Recommended only as an
option in patients who have not responded or are intolerant to other treatments. Formulations:
Capsaicin is generally available as a 0.025% formulation (as a treatment for osteoarthritis) and a
0.075% formulation (primarily studied for post-herpetic neuralgia, diabetic neuropathy and post-
mastectomy pain). There have been no studies of a 0.0375% formulation of capsaicin and there
IS no current indication that this increase over a 0.025% formulation would provide any further
efficacy. Indications: There are positive randomized studies with capsaicin cream in patients
with osteoarthritis, fibromyalgia, and chronic non-specific back pain, but it should be considered
experimental in very high doses. Although topical capsaicin has moderate to poor efficacy, it
may be particularly useful (alone or in conjunction with other modalities) in patients whose pain
has not been controlled successfully with conventional therapy. The number needed to treat in
musculoskeletal conditions was 8.1. The number needed to treat for neuropathic conditions was
5.7. (Robbins, 2000) (Keitel, 2001) (Mason-BMJ, 2004) In this case, there is no rationale
provided for the use of a topical analgesic cream. It is unclear whether this cream is intended as
treatment for neuropathic pain and to which area of the body it was going to be applied to.
Further, it is unclear if the patient had been tried on conventional therapy and failed to respond.
For these reasons, the topical cream is not considered as a medically necessary treatment.



