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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: Indiana
Certification(s)/Specialty: Preventive Medicine, Occupational 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 58 year old female who sustained an industrial injury on 03-21-2007.
Mechanism of injury was not found in documentation presented for review. Diagnoses include
major depressive disorder, generalized anxiety disorder, sleep disorder and obsessive-
compulsive disorder. Treatment to date has included psychotherapy and medications. She is not
working. The most recent physician progress note dated 01-09-2015 documents the injured
worker stopped her Latuda the previous week because of side effects. She is sleeping 6 hours,
and her appetite is good. Her activities include walking. The treatment plan includes Requip
0.5mg #30 plus two refills. She complains of getting absent minded, leaving the stove on once
and ordering books without thinking properly. Treatment requested is for Lexapro 20mg 2 tabs
daily #60 plus two refills, Latuda 20mg half tablet daily #30 plus two refills, Follow-up office
visit every four to six weeks, Cymbalta 60mg one daily #30 plus two refills, and Clonazepam
1mg bid, #90 plus one refill.

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

Cymbalta 60mg One Daily #30 plus two refills: 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): SNRIs (serotonin noradrenaline reuptake inhibitors), SSRIs (selective serotonin
reuptake inhibitors), Tricyclics. Decision based on Non-MTUS Citation Official Disability
Guidelines (ODG) Pain, Anxiety Medications. Depression.

Decision rationale: MTUS state regarding antidepressants for pain, "Recommended as a first
line option for neuropathic pain, and as a possibility for non-neuropathic pain. (Feuerstein, 1997)
(Perrot, 2006) Tricyclics are generally considered a first-line agent unless they are ineffective,
poorly tolerated, or contraindicated. Analgesia generally occurs within a few days to a week,
whereas antidepressant effect takes longer to occur.” The treating physician does not indicate
failure of first-line agents and does not indicate how a first line agent is ineffective, poorly
tolerated, or contraindicated. MTUS states regarding Cymbalta: "Selective serotonin and
norepinephrine reuptake inhibitors (SNRIs): Duloxetine (Cymbalta): FDA-approved for anxiety,
depression, diabetic neuropathy, and fibromyalgia. Used off-label for neuropathic pain and
radiculopathy. Duloxetine is recommended as a first-line option for diabetic neuropathy.
(Dworkin, 2007) No high quality evidence is reported to support the use of duloxetine for lumbar
radiculopathy. (Dworkin, 2007) More studies are needed to determine the efficacy of duloxetine
for other types of neuropathic pain. Side effects: CNS: dizziness, fatigue, somnolence,
drowsiness, anxiety (3% vs. 2% for placebo), insomnia (8-13% vs. 6-7% for placebo). GlI:
nausea and vomiting (5-30%), weight loss (2%). Trial period: Some relief may occur in first two
weeks; full benefit may not occur until six weeks. Withdrawal effects can be severe. Abrupt
discontinuation should be avoided and tapering is recommended before discontinuation.”
Cymbalta is FDA approved for the treatment of depression and requires continued monitoring
for effectiveness per MTUS guidelines. Thus 2 refills would indicate 60 days without additional
interim revaluation. As such, the request for Cymbalta is not medically necessary.

Lexapro 20mg 2 Tabs Daily #60 plus two refills: 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): SSRIs (selective serotonin reuptake inhibitors). Decision based on Non-MTUS
Citation Official Disability Guidelines (ODG) Pain, Anxiety Medications. Depression.

Decision rationale: Lexapro is a selective serotonin reuptake inhibitor (SSRI) and is FDA
approved for the treatment of depression. Its role in chronic pain is less clear. MTUS states
"Selective serotonin and norepinephrine reuptake inhibitors (SNRIs): Duloxetine (Cymbalta):
FDA-approved for anxiety, depression, diabetic neuropathy, and fiboromyalgia. Used off-label for
neuropathic pain and radiculopathy. Duloxetine is recommended as a first-line option for
diabetic neuropathy. (Dworkin, 2007) No high quality evidence is reported to support the use of
duloxetine for lumbar radiculopathy. (Dworkin, 2007) More studies are needed to determine the



efficacy of duloxetine for other types of neuropathic pain. Side effects: CNS: dizziness, fatigue,
somnolence, drowsiness, anxiety (3% vs. 2% for placebo), insomnia (8-13% vs. 6-7% for
placebo). GI: nausea and vomiting (5-30%), weight loss (2%). Trial period: Some relief may
occur in first two weeks; full benefit may not occur until six weeks. Withdrawal effects can be
severe. Abrupt discontinuation should be avoided and tapering is recommended before
discontinuation.” Lexapro is FDA approved for the treatment of depression and requires
continued monitoring for effectiveness per MTUS guidelines. Thus 2 refills would indicate 60
days without additional interim revaluation. As such, the request for Cymbalta is not medically
necessary.

Latuda 20mg Half Tablet Daily #30 plus two Refills: 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): Psychological treatment. Decision based on Non-MTUS Citation Official Disability
Guidelines (ODG) Mental IlIness, Latuda, Pain, Anxiety medications in chronic pain.

Decision rationale: MTUS states regarding mental health treatments, "Psychological
intervention for chronic pain includes setting goals, determining appropriateness of treatment,
conceptualizing a patient's pain beliefs and coping styles, assessing psychological and cognitive
function, and addressing co-morbid mood disorders (such as depression, anxiety, panic disorder,
and posttraumatic stress disorder).” ODG further states regarding Latuda, "Not recommended as
a first-line treatment. Latuda is used to treat the symptoms of psychotic conditions such as
schizophrenia and bipolar disorder. There is insufficient evidence to recommend atypical
antipsychotics for conditions covered in ODG." Medical records indicate that the patient has
been on Latuda for several months or more, but there is no documentation of the effectiveness
and plan for continued use. There is no documentation showing that first line therapies were
tried and failed. Therefore, the request is not medically necessary.

Clonazepam 1mg b.i.d. #90 plus one refill: 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): Benzodiazepines. Decision based on Non-MTUS Citation Official Disability
Guidelines (ODG) Pain, Anxiety medications in chronic pain, Benzodiazepines.

Decision rationale: Klonopin is the brand name version of clonazepam. MTUS and ODG states
that benzodiazepine (ie clonazepam) is "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." ODG further states that clonazepam is "Not recommended." The guidelines do not
recommend long-term use of benzodiazepines and state that use is limited to four weeks. The
submitted medical records indicate that the employee has been using Klonopin for greater than
four weeks, exceeding the recommended treatment timeframe. Additionally, there is a lack of
any significant documented efficacy with this medication. The treating physician does not
outline any special circumstances or extenuating reasons to continue this medication in excess
of guidelines. As such, the request for is not medically necessary.

Follow-up office visit every four to six weeks: 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 General Approaches 2004, Section(s):
General Approach to Initial Assessment and Documentation. Decision based on Non-MTUS
Citation Official Disability Guidelines (ODG) Pain; office visits.

Decision rationale: ODG states concerning office visits "Recommended as determined to be
medically necessary. Evaluation and management (E&M) outpatient visits to the offices of
medical doctor(s) play a critical role in the proper diagnosis and return to function of an injured
worker, and they should be encouraged. The need for a clinical office visit with a health care
provider is individualized based upon a review of the patient concerns, signs and symptoms,
clinical stability, and reasonable physician judgment. The determination is also based on what
medications the patient is taking, since some medicines such as opiates, or medicines such as
certain antibiotics, require close monitoring. As patient conditions are extremely varied, a set
number of office visits per condition cannot be reasonably established. The determination of
necessity for an office visit requires individualized case review and assessment, being ever
mindful that the best patient outcomes are achieved with eventual patient independence from the
health care system through self-care as soon as clinically feasible." ACOEM states regarding
assessments, "The content of focused examinations is determined by the presenting complaint
and the area(s) and organ system(s) affected.” And further writes that covered areas should
include "Focused regional examination™ and "Neurologic, ophthalmologic, or other specific
screening.” The treating physician does not detail the rationale or provide additional information
for the requested follow up visits. No additional information regarding what specialist was
provided in the treatment notes. Importantly, the treatment notes do not detail what medications
and symptoms are to be evaluated and treated. Therefore, the request is not medically necessary.



