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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: North Carolina
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:

The injured worker is a year old female, who sustained an industrial injury on 5/26/96. Initial
complaints were not reviewed. The injured worker was diagnosed as having musculoligamentous
sprain lumbar spine; disc herniation lumbar spine. Treatment to date has included physical
therapy; home exercise program; medications. Currently, the PR-2 notes dated 4/3/15 indicated
the injured worker is taking Tramadol, Celebrex and Lidoderm Patches and reports no new
injuries. The notes indicate that he is attending therapy and is not helping and he is not working.
His low back pain is the same pain across the low back and it radiates frequently down the left
leg back of thigh three times a week. She must constantly change positioning. Objective findings
relate tender over the posterior superior iliac spines bilaterally. His treatment plan remained the
same since 4/9/14 notes that have been submitted. The treatment plan on this date was to
continue stretching, exercises, and medications: Celebrex 200mg #60 one BID x5 refills and
Lidoderm patches #90 apply up to 3 patches (12 hours on and 12 hours off) to areas of pain x5
refills.

IMR ISSUES, DECISIONS AND RATIONALES

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

Celebrex, unknown dose and quantity: Upheld




Claims Administrator guideline: Decision based on MTUS ACOEM Chapter 3 Initial
Approaches to Treatment Page(s): 47, Chronic Pain Treatment Guidelines NSAIDs (non-
steroidal anti-inflammatory drugs).

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines NSAID
Page(s): 68-72.

Decision rationale: The California chronic pain medical treatment guidelines section on
NSAID use and proton pump inhibitors (PPI) states: Clinicians should weight the indications
for NSAIDs against both Gl and cardiovascular risk factors. 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). Recent studies tend to show that H.
Pylori does not act synergistically with NSAIDS to develop gastroduodenal lesions.
Recommendations: Patients with no risk factor and no cardiovascular disease: Non-selective
NSAIDs OK (e.qg, ibuprofen, naproxen, etc.) 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 (200g four times daily);
or (2) a Cox-2 selective agent. Long-term PP1 use (> 1 year) has been shown to increase the risk
of hip fracture (adjusted odds ratio 1.44). Patients at high risk for gastrointestinal events with no
cardiovascular disease: A Cox-2 selective agent plus a PPI if necessary. Cardiovascular disease:
A non-pharmacological choice should be the first option in patients with cardiac risk factors. It
is then suggested that acetaminophen or aspirin be used for short-term needs. An opioid also
remains a short-term alternative for analgesia. Major risk factors (recent Ml, or coronary artery
surgery, including recent stent placement): If NSAID therapy is necessary, the suggested
treatment is naproxyn plus low-dose aspirin plus a PPIl. Mild to moderate risk factors: If long-
term or high-dose therapy is required, full-dose naproxen (500 mg twice a day) appears to be
the preferred choice of NSAID. If naproxyn is ineffective, the suggested treatment is (1) the
addition of aspirin to naproxyn plus a PPI, or (2) a low-dose Cox-2 plus ASA. Cardiovascular
risk does appear to extend to all non- aspirin NSAIDs, with the highest risk found for the Cox-2
agents. (Johnsen, 2005) (Lanas, 2006) (Antman, 2007) (Laine, 2007) Use with Aspirin for
cardioprotective effect: In terms of Gl protective effect: The Gl protective effect of Cox-2
agents is diminished in patients taking low- dose aspirin and a PPl may be required for those
patients with Gl risk factors. (Laine, 2007) In terms of the actual cardioprotective effect of
aspirin: Traditional NSAIDs (both ibuprofen and naproxen) appear to attenuate the antiplatlet
effect of enteric-coated aspirin and should be taken 30 minutes after ASA or 8 hours before.
(Antman, 2007) Cox-2 NSAIDs and diclofenac (a traditional NSAID) do not decrease anti-
platelet effect. (Laine, 2007) Per the California MTUS guidelines, Cox-2 agents like Celebrex
are indicated for patients at intermediate or high gastrointestinal risk. While the patient has had
non-specific Gl complaints, there are no documented risk factors that place the patient at
intermediate or high risk as set forth above. Therefore, the medication does not meet criteria and
is not medically necessary.

Lidoderm patches, unknown quantity: Upheld

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 rationale: The California chronic pain medical treatment guidelines section on topical
lidocaine states: Lidocaine Indication: Neuropathic pain 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). The FDA for neuropathic pain has
designated topical lidocaine, in the formulation of a dermal patch (Lidoderm) for orphan status.
Lidoderm is also used off-label for diabetic neuropathy. No other commercially approved topical
formulations of lidocaine (whether creams, lotions or gels) are indicated for neuropathic pain.
Non-dermal patch formulations are generally indicated as local anesthetics and anti-pruritics.
Further research is needed to recommend this treatment for chronic neuropathic pain disorders
other than post-herpetic neuralgia. Formulations that do not involve a dermal-patch system are
generally indicated as local anesthetics and anti-pruritics. In February 2007, the FDA notified
consumers and healthcare professionals of the potential hazards of the use of topical lidocaine.
Those at particular risk were individuals that applied large amounts of this substance over large
areas, left the products on for long periods of time, or used the agent with occlusive dressings.
Systemic exposure was highly variable among patients. Only FDA-approved products are
currently recommended. (Argoff, 2006) (Dworkin, 2007) (Khalig-Cochrane, 2007) (Knotkova,
2007) (Lexi-Comp, 2008) Non-neuropathic pain: Not recommended. There is only one trial that
tested 4% lidocaine for treatment of chronic muscle pain. The results showed there was no
superiority over placebo. (Scudds, 1995) This medication is recommended for localized
peripheral pain. There is no documentation of failure of first line neuropathic pain medications.
Therefore, criteria as set forth by the California MTUS as outlined above have not been met and
the request is not medically necessary.



