Federal Services

Case Number: CM15-0202481

Date Assigned: 10/19/2015 Date of Injury: 05/04/2015

Decision Date: 12/23/2015 UR Denial Date: | 10/01/2015

Priority: Standard Application 10/15/2015
Received:

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: California
Certification(s)/Specialty: Emergency Medicine

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 66 year old female who sustained an industrial injury May 4,
2015.According to emergency room notes dated July 20, 2015, the injured worker presented with
complaints of right shoulder pain, right sided chest wall pain, and a headache, left frontal
radiates to occipital area. There was no past history with the exception of the original fall landing
on her right shoulder and right chest wall against a table on May 4, 2015, and was treated at that
time with ibuprofen. A right shoulder 2-views x-ray impression was documented as; no acute
osseous abnormality; mild acromioclavicular osteoarthrosis; osteopenia. A chest x-ray revealed
no acute abnormalities. A right rib series impression no acute cardiopulmonary process; no
displaced rib fracture. She was treated with Toradol and discharged with a prescription for Norco
and Flexeril. According to a treating physician's follow-up report dated September 14, 2015, the
injured worker presented with continued radicular pain with very limited range of motion of her
right shoulder. She also reports pain and crepitus in both knees and some residual right sided rib
cage pain which is aggravated by deep inhalation. Physical exam revealed; 57" and 165 pounds;
mildly antalgic gait; limited active and passive range of motion right shoulder; paracervical
tenderness more on the left; tenderness both knees; mild on the right and modest on the left; left
knee-mild effusion and mild subpatellar crepitance; Flick and McMurray's test are positive left
knee; Spurling's questionable left side only. Diagnoses are right rotator cuff disruption; cervical
radiculitis; right-sided chest wall contusion; bilateral knee strains. Treatment plan included a
surgical consultation for the right shoulder, an MRI of the left knee, and at issue, a request for
authorization for Naprosyn, Protonix, and Ultracet. Also at issue, is a retrospective request for




authorization (date of service September 4, 2015), for toxicology. An MRI of the right shoulder
dated July 28, 2015 (report present in the medical record) impression; moderately large full
thickness tear of the mid to anterior supraspinatus tendon with extensive intrasubstance tear
through the rest of the supraspinatus and part of the infraspinatus tendon. There is moderate
retraction of the torn portion of the supraspinatus tendon, but no indication of atrophy of the
muscle; small subdeltoid subacromial effusion; degenerative changes of the right
acromioclavicular joint. A toxicology report dated August 27, 2015, is present in the medical
record and documented as no medications were listed and no drugs detected, negative.
According to utilization review dated October 1, 2015, the requests for Naprosyn, Protonix, and
Ultracet were non-certified. The request for retrospective toxicology date of service September
4, 2015 is non-certified.

IMR ISSUES, DECISIONS AND RATIONALES

The Final Determination was based on decisions for the disputed items/services set forth below:
Naprosyn 500 mg #60: Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical
evidence for its decision.

MAXIMUS guideline: The Expert Reviewer did not base their decision on the
MTUS. Decision based on Non-MTUS Citation Official Disability Guidelines (ODG)
Pain (Chronic)/NSAIDs (non-steroidal anti-inflammatory drugs).

Decision rationale: The request is for the use of a medication in the NSAID class. The ODG
state the following regarding this topic: Specific recommendations: Osteoarthritis (including
knee and hip): Recommended at the lowest dose for the shortest period in patients with
moderate to severe pain. Acetaminophen may be considered for initial therapy for patients with
mild to moderate pain, and in particular, for those with gastrointestinal, cardiovascular or
renovascular risk factors. NSAIDs appear to be superior to acetaminophen, particularly for
patients with moderate to severe pain. There is no evidence to recommend one drug in this class
over another based on efficacy. In particular, there appears to be no difference between
traditional NSAIDs and COX-2 NSAIDs in terms of pain relief. The main concern of selection
is based on adverse effects. COX-2 NSAIDs have fewer Gl side effects at the risk of increased
cardiovascular side effects, although the FDA has concluded that long-term clinical trials are
best interpreted to suggest that cardiovascular risk occurs with all NSAIDs and is a class effect
(with naproxen being the safest drug). There is no evidence of long-term effectiveness for pain
or function. (Chen, 2008) (Laine, 2008)Back Pain - Acute low back pain & acute exacerbations
of chronic pain: Recommended as a second-line treatment after acetaminophen. In general, there
is conflicting to negative evidence that NSAIDs are more effective than acetaminophen for acute
LBP. (van Tulder, 2006) (Hancock, 2007) For patients with acute low back pain with sciatica a
recent Cochrane review (including three heterogeneous randomized controlled trials) found no
differences in treatment with NSAIDs vs. placebo. In patients with axial low back pain this same
review found that NSAIDs were not more effective than acetaminophen for acute low-back pain,
and that acetaminophen had fewer side effects. (Roelofs-Cochrane, 2008) The addition of
NSAIDs or spinal manipulative therapy does not appear to increase recovery in patients with



acute low back pain over that received with acetaminophen treatment and advice from their
physician. (Hancock, 2007) 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. (Roelofs-
Cochrane, 2008) See also Anti-inflammatory medications. Neuropathic pain: There is
inconsistent evidence for the use of these medications to treat long-term neuropathic pain, but
they may be useful to treat breakthrough pain and mixed pain conditions such as osteoarthritis
(and other nociceptive pain) in patients with neuropathic pain. (Namaka, 2004) (Gore, 2006) See
NSAIDs, Gl symptoms & cardiovascular risk; NSAIDs, hypertension and renal function; &
Medications for acute pain (analgesics). Besides the above well-documented side effects of
NSAIDs, there are other less well-known effects of NSAIDs, and the use of NSAIDs has been
shown to possibly delay and hamper healing in all the soft tissues, including muscles, ligaments,
tendons, and cartilage. (Maroon, 2006) The risks of NSAIDs in older patients, which include
increased cardiovascular risk and gastrointestinal toxicity, may outweigh the benefits of these
medications. (AGS, 2009) As stated above, acetaminophen would be considered first-line
treatment for chronic pain. In this case, the continued use of an NSAID is not supported. This is
secondary to inadequate documentation of functional improvement benefit seen. Also, the
duration of use places the patient at risk for gastrointestinal and cardiovascular side-effects. In
addition, it is known that use of NSAIDs delays the healing of soft tissue including ligaments,
tendons, and cartilage. As such, the request is not medically necessary.

Protonix 20 mg #60: Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Medical Treatment 2009,
Section(s): NSAIDs, Gl symptoms & cardiovascular risk.

Decision rationale: The request is for the use of a medication in the class of a proton pump
inhibitor. It is indicated for patients with peptic ulcer disease. It can also be used as a
preventative measure in patients taking non-steroidal anti-inflammatories for chronic pain.
Unfortunately, they do have certain side effects including gastrointestinal disease. The MTUS
guidelines states that patients who are classified as intermediate or high risk, should be treated
prophylactically. Criteria for risk are as follows: (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). Due to the fact the patient
request for Naprosyn has not been approved, it would be no need for a proton pump inhibitor,
therefore, the request is not medically necessary.

Ultracet 37.5/325 mg #90: Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.



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

Decision rationale: The request is for the use of a medication in the opioid class. The MTUS
guidelines state that for ongoing treatment with a pharmaceutical in this class, certain
requirements are necessary. This includes not only adequate pain control, but also functional
improvement. Four domains have been proposed for management of patients on opioids. This
includes pain relief, side effects, physical and psychosocial functioning, and the occurrence of
any potentially aberrant drug-related behaviors. As part of the pain treatment agreement, it is
advised that Refills are limited, and will only occur at appointments. In this case, there is
inadequate documentation of persistent functional improvement seen. Functional improvement
means either a clinically significant improvement in activities of daily living or a reduction in
work restrictions as measured during the history and physical exam, performed and documented
as part of the evaluation and management visit and a reduction in the dependency on continued
medical treatment. As such, the request is not indicated. All opioid medications should be
titrated down slowly in order to prevent a significant withdrawal syndrome. The request is not
medically necessary.

Retro toxicology with a dos of 9/4/2015: Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) Pain
(Chronic)/Urine drug testing (UDT).

Decision rationale: The request is for a urine drug screen. The ODG states the following
regarding this topic: Recommended as a tool to monitor compliance with prescribed substances,
identify use of undisclosed substances, and uncover diversion of prescribed substances. The test
should be used in conjunction with other clinical information when decisions are to be made to
continue, adjust or discontinue treatment. This information includes clinical observation, results
of addiction screening, pill counts, and prescription drug monitoring reports. The prescribing
clinician should also pay close attention to information provided by family members, other
providers and pharmacy personnel. The frequency of urine drug testing may be dictated by state
and local laws. Indications for UDT: At the onset of treatment: (1) UDT is recommended at the
onset of treatment of a new patient who is already receiving a controlled substance or when
chronic opioid management is considered. Urine drug testing is not generally recommended in
acute treatment settings (i.e. when opioids are required for nociceptive pain). (2) In cases in
which the patient asks for a specific drug. This is particularly the case if this drug has high
abuse potential, the patient refuses other drug treatment and/or changes in scheduled drugs, or
refuses generic drug substitution. (3) If the patient has a positive or "at risk" addiction screen on
evaluation. This may also include evidence of a history of comorbid psychiatric disorder such as
depression, anxiety, bipolar disorder, and/or personality disorder. See Opioids, screening tests
for risk of addiction & misuse. (4) If aberrant behavior or misuse is suspected and/or detected.
See Opioids, indicators for addiction & misuse. Ongoing monitoring: (1) If a patient has
evidence of a "high risk" of addiction (including evidence of a comorbid psychiatric disorder



(such as depression, anxiety, attention-deficit disorder, obsessive-compulsive disorder, bipolar
disorder, and/or schizophrenia), has a history of aberrant behavior, personal or family history of
substance dependence (addiction), or a personal history of sexual or physical trauma, ongoing
urine drug testing is indicated as an adjunct to monitoring along with clinical exams and pill
counts. See Opioids, tools for risk stratification & monitoring. (2) If dose increases are not
decreasing pain and increasing function, consideration of UDT should be made to aid in
evaluating medication compliance and adherence. The frequency of drug testing is indicated
below: Patients at "low risk" of addiction/aberrant behavior should be tested within six months of
initiation of therapy and on a yearly basis thereafter. There is no reason to perform confirmatory
testing unless the test is inappropriate or there are unexpected results. If required, confirmatory
testing should be for the questioned drugs only. Patients at "moderate risk™ for addiction/aberrant
behavior are recommended for point-of-contact screening 2 to 3 times a year with confirmatory
testing for inappropriate or unexplained results. This includes patients undergoing prescribed
opioid changes without success, patients with a stable addiction disorder, those patients in
unstable and/or dysfunction social situations, and for those patients with comorbid psychiatric
pathology. Patients at "high risk"” of adverse outcomes may require testing as often as once per
month. This category generally includes individuals with active substance abuse disorders. In
this case, a urine drug screen is not supported by the guidelines. This is secondary to inadequate
documentation of risk level commensurate to the frequency of evaluation requested. As such, it
is not medically necessary.



