MAXIMUS FEDERAL SERVICES, INC.

Independent Medical Review

P.O. Box 138009 Federal Services
Sacramento, CA 95813-8009

(855) 865-8873 Fax: (916) 605-4270

Independent Medical Review Final Determination Letter

December 16, 2013

Employee:

Claim Number:

Date of UR Decision: 8/6/2013

Date of Injury: 5/26/1991

IMR Application Received: 8/21/2013
MAXIMUS Case Number: CM13-0014472

Dear Mr./Ms. -

MAXIMUS Federal Services has completed the Independent Medical Review (“IMR”) of the
above workers’ compensation case. This letter provides you with the IMR Final Determination
and explains how the determination was made.

Final Determination: UPHOLD. This means we decided that none of the disputed items/services
are medically necessary and appropriate. A detailed explanation of the decision for each of the
disputed items/services is provided later in this letter.

The determination of MAXIMUS Federal Services and its physician reviewer is deemed to be
the Final Determination of the Administrative Director of the Division of Workers’
Compensation. This determination is binding on all parties.

In certain limited circumstances, you can appeal the Final Determination. Appeals must be filed
with the Workers’ Compensation Appeals Board within 30 days from the date of this letter. For
more information on appealing the final determination, please see California Labor Code Section
4610.6(h).

Sincerely,

Paul Manchester, MD, MPH
Medical Director

cc: Department of Industrial Relations, _



HOW THE IMR FINAL DETERMINATION WAS MADE

MAXIMUS Federal Services sent the complete case file to a physician reviewer. He/she has no
affiliation with the employer, employee, providers or the claims administrator. The physician
reviewer is Board Certified in Orthopaedic Surgery, 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 physician 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.

DOCUMENTS REVIEWED

The following relevant documents received from the interested parties and the documents
provided with the application were reviewed and considered. These documents included:

CLINICAL CASE SUMMARY

The physician reviewer developed the following clinical case summary based on a review of the
case file, including all medical records:

63 year old female with industrial injury 5/26/91. Report of postlaminectomy syndrome. Status
post failed spinal cord trial. History of fibromyalgia. Exam note from 6/18/13 demonstrates
detoxification of oxycontin to Nucynta. Note from 7/16/13 reports increase use of Nucynta due
to severe pain. No urine drug screen performed.

IMR DECISION(S) AND RATIONALE(S)

The Final Determination was based on decisions for the disputed items/services set forth below:
1. Provigil 400 mg is not medically necessary and appropriate.

The Claims Administrator based its decision on the Official Disability Guidelines (ODG), Pain
Chapter, Modafinil (Provigil), which is not part of the MTUS.

The Physician Reviewer based his/her decision on the the Official Disability Guidelines (ODG),
which is not part of the MTUS.

The Physician Reviewer’s decision rationale:

There is no evidence in the medical record of narcolepsy to warrant use of Provigil.

Modafinil (Provigil) is a wakefulness-promoting agent indicated to improve wakefulness in
patients with excessive sleepiness associated with narcolepsy, obstructive sleep apnea (OSA),
shift work disorder (SWD). Per ODG modafinil is not recommended solely to counteract
sedation effects of narcotics until after first considering reducing excessive narcotic prescribing.
The request for Provigil 400mg is not medically necessary and appropriate.
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2. Protonix 40mg is not medically necessary and appropriate.

The Claims Administrator based its decision on the Chronic Pain Medical Treatment Guidelines,
NSAIDs, GI symptoms & cardiovascular risk, which is part of the MTUS, and the Official
Disability Guidelines (ODG), Proton pump inhibitors (PPIs), which is not part of the MTUS.

The Physician Reviewer based his/her decision on the Official Disability Guidelines (ODG),
which is not part of the MTUS.

The Physician Reviewer’s decision rationale:

According to the Official Disability Guidelines regarding Proton pump inhibitors (PPIs) such as
Protonix, “Recommended for patients at risk for gastrointestinal events. Prilosec® (omeprazole),
Prevacid® (lansoprazole) and Nexium® (esomeprazole magnesium) are PPIs. Omeprazole
provides a statistically significantly greater acid control than lansoprazole. Healing doses of PPIs
are more effective than all other therapies, although there is an increase in overall adverse effects
compared to placebo. Nexium and Prilosec are very similar molecules. For many people,
Prilosec is more affordable than Nexium. Nexium is not available in a generic (as is Prilosec).”

In this particular case there is insufficient evidence that the patient has gastrointestinal symptoms
or at risk for gastrointestinal events. Therefore the request for Protonix is not medically
necessary and non-certified. The request for Protonix 40mg is not medically necessary and
appropriate.

3. Xanax 1mg is not medically necessary and appropriate.

The Claims Administrator based its decision on the Chronic Pain Medical Treatment Guidelines,
Benzodiazepines, pg. 24, which is part of the MTUS.

The Physician Reviewer based his/her decision on the Chronic Pain Medical Treatment
Guidelines, Benzodiazepines, pg. 24, which is part of the MTUS.

The Physician Reviewer’s decision rationale:

According to the CA MTUS regarding benzodiazepines,

“Not recommended for long-term use because long-term efficacy is unproven and there is a risk
of dependence. Most guidelines limit use to 4 weeks. Their range of action includes
sedative/hypnotic, anxiolytic, anticonvulsant, and muscle relaxant. Chronic benzodiazepines are
the treatment of choice in very few conditions. Tolerance to hypnotic effects develops rapidly.
Tolerance to anxiolytic effects occurs within months and long-term use may actually increase
anxiety. A more appropriate treatment for anxiety disorder is an antidepressant. Tolerance to
anticonvulsant and muscle relaxant effects occurs within weeks.” The request for Xanax 1mg
is not medically necessary and appropriate.

4. Flexeril 10mg is not medically necessary and appropriate.

The Claims Administrator based its decision on the Chronic Pain Medical Treatment Guidelines,
Muscle relaxants (for pain), pgs. 63-66, which is part of the MTUS.

The Physician Reviewer based his/her decision on the Chronic Pain Medical Treatment
Guidelines, Muscle relaxants (for pain), pgs. 63-66, which is part of the MTUS.

The Physician Reviewer’s decision rationale:
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According to the CA MTUS, “Recommended as an option, using a short course of therapy.
Cyclobenzaprine (Flexeril®) is more effective than placebo in the management of back pain; the
effect is modest and comes at the price of greater adverse effects. The effect is greatest in the
first 4 days of treatment, suggesting that shorter courses may be better. (Browning, 2001)
Treatment should be brief. There is also a post-op use. The addition of cyclobenzaprine to other
agents is not recommended.” In this particular case the employee has been using Flexeril and
has been chronic since 2008. The request for Flexeril 10mg is not medically necessary and
appropriate.

5. Motrin 800mg is not medically necessary and appropriate.

The Claims Administrator based its decision on the Chronic Pain Medical Treatment Guidelines,
NSAIDs (non-steroidal anti inflammatory drugs), pgs. 67-68, which are part of the MTUS.

The Physician Reviewer based his/her decision on the Chronic Pain Medical Treatment
Guidelines, NSAIDs (non-steroidal anti inflammatory drugs), pgs. 67-68, which are part of the
MTUS.

The Physician Reviewer’s decision rationale:

According to the CA MTUS regarding NSAIDs, “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. In this particular case the employee has been using Mortin since 2012. The request
for Motrin 800mg is not medically necessary and appropriate.

6. Lidoderm 5% topical is not medically necessary and appropriate.

The Claims Administrator based its decision on the Chronic Pain Medical Treatment Guidelines,
topical Analgesics, pgs. 111-113, which are part of the MTUS.

The Physician Reviewer based his/her decision on the Chronic Pain Medical Treatment
Guidelines, topical Analgesics, pgs. 111-113, which are part of the MTUS.

The Physician Reviewer’s decision rationale:

According to the CA MTUS regarding topical lidocaine, ‘“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). Topical lidocaine, in the
formulation of a dermal patch (Lidoderm®) has been designated for orphan status by the FDA
for neuropathic pain. 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
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occlusive dressings. Systemic exposure was highly variable among patients. 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. Formulations that do not involve a dermal-patch system are generally
indicated as local anesthetics and anti-pruritics. “ In this employee there is no evidence of failure
of first line medications such as gabapentin or Lyrica. The request for Lidoderm 5% topical is
not medically necessary and appropriate.

7. Nucynta ER 150mg is not medically necessary and appropriate.

The Claims Administrator based its decision on the Chronic Pain Medical Treatment Guidelines,
Opioids, criteria for use, pgs. 76-80, which are part of the MTUS.

The Physician Reviewer based his/her decision on the Chronic Pain Medical Treatment
Guidelines, Opioids, criteria for use, pgs. 76-80, which are part of the MTUS.

The Physician Reviewer’s decision rationale:

According to the CA MTUS regarding on going management with opioids, “On-Going
Management. Actions Should Include:

(a) Prescriptions from a single practitioner taken as directed, and all prescriptions from a
single pharmacy.

(b) The lowest possible dose should be prescribed to improve pain and function.

(c) Office: 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. Information from family members
or other caregivers should be considered in determining the patient's response to
treatment. The 4 A's for Ongoing Monitoring: Four domains have been proposed as most
relevant for ongoing monitoring of chronic pain patients on opioids: pain relief, side
effects, physical and psychosocial functioning, and the occurrence of any potentially
aberrant (or nonadherent) drug-related behaviors. These domains have been summarized
as the "4 A's" (analgesia, activities of daily living, adverse side effects, and aberrant drugtaking
behaviors). The monitoring of these outcomes over time should affect therapeutic
decisions and provide a framework for documentation of the clinical use of these
controlled drugs. (Passik, 2000)

(d) Home: To aid in pain and functioning assessment, the patient should be requested to
keep a pain dairy that includes entries such as pain triggers, and incidence of end-of-dose
pain. It should be emphasized that using this diary will help in tailoring the opioid dose.
This should not be a requirement for pain management.

(e) Use of drug screening or inpatient treatment with issues of abuse, addiction, or poor
pain control.

(f) Documentation of misuse of medications (doctor-shopping, uncontrolled drug
escalation, drug diversion).

(g) Continuing review of overall situation with regard to nonopioid means of pain
control.

(h) Consideration of a consultation with a multidisciplinary pain clinic if doses of opioids
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are required beyond what is usually required for the condition or pain does not improve

on opioids in 3 months. Consider a psych consult if there is evidence of depression,

anxiety or irritability. Consider an addiction medicine consult if there is evidence of
substance misuse.’

There is no evidence of urine drug screening to address issues of abuse, addiction or poor pain
control. The request for Nucynta ER 150mg is not medically necessary and appropriate.
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