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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 Physical Medicine and Rehabilitation, has a subspecialty in Pain
Management 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 is a 55-year-old female, who sustained injuries to her neck, back, and shoulder after a
tree fell on her car. The treating physician report dated 6/10/14 indicates that the patient presents
with less pain (4/10) on Cymbalta compared to (8/10) on Effexor. The injured worker still feels
depressed. The pain is worse in her neck, left upper back, and left arm. She has trouble sleeping.
Neck pain has worsened since last visit. Physical exam findings include cervical stiffness and
tenderness on the left. Left shoulder pain with range of motion. Upper extremity strength is
normal. There have been a multitude of treatments including psychotherapy, PT, medications,
neck brace, and aquatic therapy. The current diagnoses are: 1.Cervicalgia 2.Cervical disc
degeneration 3.Prolonged posttraumatic stress 4. Partial rotator cuff tear. The utilization review
report dated 6/18/14 denied the request for Cymbalta 60 mg, #30 with 3 refills and the request
was modified to two refills based on MTUS guidelines. An additional request for Nucynta ER
200 mg QTY: 60 with 3 refills was modified to #45 to initiate a weaning process or to allow the
provider time to document functional improvement if any based on Official Disability Guidelines
(ODG) guidelines.

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

Cymbalta 60mg, #30 with 3 refills: Overturned

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




MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Duloxetine (Cymbalta) Page(s): 43-44.

Decision rationale: The injured worker continues to present with chronic pain with neuropathic
components. The California Medical Treatment Utilization Schedule (MTUS) guidelines
establish that Cymbalta is a first-line option for chronic pain which is documented in the
treatment records. Based upon the currently available information cited in the California
(MTUS) guidelines, the medical necessity has been met. Additionally, continuation or
modification of pain management depends on the physician's evaluation of progress toward
treatment objectives. If the patient's progress is unsatisfactory, the physician should assess the
appropriateness of continued use of the current treatment plan and consider the use of other
therapeutic modalities. When prescribing controlled substances for pain, satisfactory response to
treatment may be indicated by the patient's decreased pain, increased level of function, or
improved quality of life. My recommendation is the request for Cymbalta 60 mg QTY: 30.00
with 3 refills is medically necessary and appropriate.

Nucynta ER 200mg #15 with 3 refills: 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).

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Opioids.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) Recommended as
second line therapy for patients who develop intolerable adverse effects with first line opioids.
These recent large RCTs concluded that tapentadol was efficacious and provided efficacy that
was similar to oxycodone for the management of chronic osteoarthritis knee and low back pain,
with a superior gastrointestinal tolerability profile and fewer treatment discontinuations. (Afilalo,
2010) (Buynak, 2010) (Lange, 2010) On November 21, 2008, the FDA approved tapentadol
immediate-release tablets for relief of moderate to severe acute pain. Tapentadol, manufactured
by Johnson & Johnson Pharmaceutical, is a new centrally acting oral analgesic. It has two
mechanisms of action, combining mu-opioid receptor agonism and norepinephrine reuptake
inhibition. (Johnson, 2008) Nucynta (tapentadol) was made a Schedule 11 controlled substance.
Such drugs are sought by drug abusers and people with addiction disorders. Diversion of
Schedule 1l products is an act subject to criminal penalty. Nucynta may be abused by crushing,
chewing, snorting or injecting the product. These practices pose a significant risk to the abuser
that could result in overdose and death. (FDA, 2009) Nucynta has the same pain-relieving
benefits of OxyIR, as well as the same risks that come with any opioid, but shows a significant
improvement in gastrointestinal tolerability compared with oxycodone, so if patients on OxyIR
complain of constipation, nausea, and/or vomiting, Nucynta might be recommended as a second-
line choice. (Daniels, 2009) (Daniels2, 2009) (Hale, 2009) (Hartrick, 2009) (Stegmann, 2008)
Gastrointestinal adverse events led to discontinuation in 9% of the tapentadol group versus 22%
of the oxycodone group. (Wild, 2010) This review questioned the opioid potency of tapentadol,
and suggested that it affects pain modulation through inhibition of norepinephrine. (Prommer,
2010) But the manufacturer disagrees. (Nelson, 2011) In August 2011 FDA approved tapentadol



extended release (Nucynta ER) for moderate to severe chronic pain. Nucynta was already
approved for acute pain. (FDA, 2011).

Decision rationale: The injured worker continues to reference chronic neck, upper back,
shoulder and arm pain. A request for Nucynta ER 200 mg, #15 with 3 refills was made by the
treating physician. The California Medical Treatment Utilization Schedule (MTUS) guidelines
fail to address Nucynta (tapentadol). Nucynta is an opioid pain medication. The Official
Disability Guidelines note that this medication is a second line therapy for patients who develop
intolerable adverse effects with first line opioids. The treating physician fails to document the
patient's intolerance to first line opioids. Also, there is no documentation which would establish a
functional baseline as required by the California (MTUS) for the use of Opioid medications.
While the reviewer understands that the patient has been on Nucynta for several years, there is
nothing in the medical records to indicate what, if any, benefit the patient derives from the
medication. With justification as to why a second line opioid was chosen and fulfillment of the 4
A's of the California (MTUS) guidelines, the medication should qualify for approval. However,
there is an absence of necessary documentation. The requested treatment is not medically
necessary and appropriate.



