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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: New Jersey
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 35 year old male, who sustained an industrial-work injury on 5-28-14.
He reported initial complaints of right shoulder and right elbow pain. The injured worker was
diagnosed as having pain in joint, shoulder region and pain in right elbow. Treatment to date has
included medication, diagnostics, surgery (right SLAP (superior labrum anterior-posterior)
procedure rotator cuff repair, synovectomy, debridement of labrum, subacromial
decompression, chondroplasty of humeral head and glenoid fossa on 12-23-14), and physical
therapy. Currently, the injured worker complains of right shoulder pain with full range of
motion but lacking in strength. He is working with restrictions. Meds include Norco, Embeda,
and Aspirin. Urine drug testing on 3-11-15 was not consistent with prescribed medication. Per
the primary physician's progress report (PR-2) on 4-6-15, the incision is clean and dry, full
range of motion with breakaway strength and abduction in Jobe's. Current plan of care includes
continue physical therapy and medication. The Request for Authorization requested service to
include Embeda 20-0.8mg QTY: 30.00 and Norco 10-325mg QTY:: 120.00. The Utilization
Review on 4-23-15 denied the request for Embeda 20-0.8mg QTY: 30.00 and Norco 10-325mg
QTY: 120.00.

IMR ISSUES, DECISIONS AND RATIONALES

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

Embeda 20-0.8mg QTY: 30.00: Upheld




Claims Administrator guideline: Decision based on MTUS Chronic Pain Medical Treatment
2009.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Medical Treatment 2009,
Section(s): Opioids, long-term assessment, Opioids, criteria for use. Decision based on Non-
MTUS Citation Official Disability Guidelines (ODG) Pain section, Embeda
(morphine/naltrexone).

Decision rationale: The MTUS Chronic Pain Medical Treatment Guidelines state that opioids
may be considered for moderate to severe chronic pain as a secondary treatment, but require that
for continued opioid use, there is to be ongoing review and documentation of pain relief,
functional status, appropriate medication use with implementation of a signed opioid contract,
drug screening (when appropriate), review of non-opioid means of pain control, using the lowest
possible dose, making sure prescriptions are from a single practitioner and pharmacy, and side
effects, as well as consultation with pain specialist if after 3 months unsuccessful with opioid
use, all in order to improve function as criteria necessary to support the medical necessity of
opioids. Long-term use and continuation of opioids requires this comprehensive review with
documentation to justify continuation. The MTUS Guidelines do not discuss Embeda or
naltrexone specifically. The ODG, however, states that Embeda is recommended as an option for
patients who are at risk for abuse of opioids by altering recommended oral use. This medication
is designed to alter oral use and thus prevent patients from abusing opioids. As it is resistant to
being crushed or dissolved, Embeda does not allow for nasal use (insufflation), chewing and /or
intravenous use. The FDA has approved morphine sulfate and naltrexone hydrochloride
extended-release capsules (Embeda) for once- or twice-daily use in the management of moderate
to severe pain when continuous, around-the-clock opioid analgesic therapy is warranted for an
extended period. The capsules contain morphine pellets with a sequestered inner core of the
opioid antagonist naltrexone that is released when the product is crushed or chewed, thereby
discouraging tampering and drug abuse. Embeda has a Black Box Warning: Embeda is not
intended for PRN use. Embeda can be abused in a manner similar to other opioid agonists. It is
only recommended for opioid tolerant patients. In the case of this worker, there was no evidence
to suggest Embeda was an appropriate choice in analgesic medication as there was no record of
increased risk of abuse. Also, drug screenings showed no detection of this medication,
suggesting that it was not being used regularly. There was also no report found of it being used
and how effective it was at reducing pain and improving function of the shoulder and arm. Also,
the worker reported the injured elbow causing pain about 25% of the time during work and the
shoulder having a low grade mild pain constantly during work. This would not require a long-
acting opioid medication. Therefore, considering all these factors, Embeda will is not medically
necessary. Weaning may be indicated.

Norco 10-325mg QTY: 120.00: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Medical Treatment
20009.



MAXIMUS guideline: Decision based on MTUS Chronic Pain Medical Treatment 2009,
Section(s): Opioids, criteria for use, Opioids, long-term assessment.

Decision rationale: The MTUS Chronic Pain Medical Treatment Guidelines state that opioids
may be considered for moderate to severe chronic pain as a secondary treatment, but require that
for continued opioid use, there is to be ongoing review and documentation of pain relief,
functional status, appropriate medication use with implementation of a signed opioid contract,
drug screening (when appropriate), review of non-opioid means of pain control, using the lowest
possible dose, making sure prescriptions are from a single practitioner and pharmacy, and side
effects, as well as consultation with pain specialist if after 3 months unsuccessful with opioid
use, all in order to improve function as criteria necessary to support the medical necessity of
opioids. Long-term use and continuation of opioids requires this comprehensive review with
documentation to justify continuation. In the case of this worker, there was insufficient evidence
provided to suggest this full review was completed prior to renewing the Norco. There was also
no report found of how often the Norco was used and how effective it was at reducing pain and
improving function of the shoulder and arm. Also, the worker reported the injured elbow causing
pain about 25% of the time during work and the shoulder having a low grade mild pain
constantly during work. This low-grade intermittent pain would not require an opioid
medication. Therefore, considering these factors, Norco is not medically necessary. Weaning
may be indicated.



