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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 Family Medicine 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: 

 

Claimant is a 40 year old female with a date of injury April 17, 2013. Reviewed progress notes 

June 12, 2014 at which time it was noted that patient was having left shoulder pain and treatment 

plan was for post op medication and physical therapy as there was also a request made for left 

shoulder surgery which was subsequently denied by utilization review decision. 

 

IMR ISSUES, DECISIONS AND RATIONALES 

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

 

Zofran 4 mg, #10: Upheld 

 

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment 

Guidelines.   

 

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.  

Decision based on Non-MTUS Citation Official Disability Guidelines (ODG online, Chronic 

Pain, Antiemetics 

 

Decision rationale: Ondansetron (Zofran) not recommended for nausea and vomiting secondary 

to chronic opioid use. See Antiemetics (for opioid nausea).Antiemetics (for opioid nausea)Not 

recommended for nausea and vomiting secondary to chronic opioid use. It is recommended for 

acute use, per FDA-approved indications. Nausea and vomiting is common with use of opioids. 

These side effects tend to diminish over days to weeks of continued exposure. Studies of opioid 



adverse effects including nausea and vomiting are limited to short-term duration (less than four 

weeks) and have limited application to long-term use. If nausea and vomiting remains prolonged, 

other etiologies of these symptoms should be evaluated for. The differential diagnosis includes 

gastroparesis (primarily due to diabetes). Current research for treatment of nausea and vomiting 

as related to opioid use primarily addresses the use of antiemetics in patients with cancer pain or 

those utilizing opioids for acute/postoperative therapy. Recommendationsbased on these studies 

cannot be extrapolated to chronic non-malignant pain patients. There is no high-quality literature 

to support any one treatment for opioid-induced nausea in chronic non-malignant pain patients. 

(Moore 2005)Promethazine (Phenergan): This drug is a phenothiazine. It is recommended as a 

sedative and antiemetic in pre-operative and post-operative situations. Multiple central nervous 

system effects are noted with use including somnolence, confusion and sedation. Tardive 

dyskinesia is also associated with use. This is characterized by involuntary movements of the 

tongue, mouth, jaw, and/or face. Choreoathetoid movements of the extremities can also occur. 

Development appears to be associated with prolonged treatment and in some cases can be 

irreversible. Anticholinergic effects can occur (dry mouth, dry eyes, urinary retention and 

ileus).Ondansetron (Zofran): This drug is a serotonin 5-HT3 receptor antagonist. It is FDA-

approved for nausea and vomiting secondary to chemotherapy and radiation treatment. It is also 

FDA-approved for postoperative use. Acute use is FDA-approved for gastroenteritis. See also 

Nabilone (Cesamet), for chemotherapy-induced nausea, but not pain. While post-operative 

medications are reasonable including Zofran for post op nausea and vomiting, the requested 

surgery was not certified on most recent UR decision. Therefore, the medical necessity of the 

requested post-operative medication has not been established. 

 

Naproxen 500mg/tablet, #60: Upheld 

 

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment 

Guidelines.   

 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Page(s): 

67-68, 72.   

 

Decision rationale: In regards to Ibuprofen, guidelines state that NSAIDs are recommended as 

an option for short-term symptomatic relief and they are indicated for acute mild to moderate 

pain.  All NSAIDs have US Boxed Warnings for risk of adverse cardiovascular events and GI 

symptoms.  Other disease-related concerns include hepatic and renal system compromise.  

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.  It is generally 

recommended that the lowest effective dose be used for all NSAIDs for the shortest duration of 

time consistent with treatment goals.  The request is not reasonable as patient has been on long 

term NSAID without any documentation of significant derived benefit through prior long term 

use. CA MTUS 2009: 9792.24.2 Chronic Pain Medical Treatment Guidelines Page 67, 68, 

72.NSAIDs (non-steroidal anti-inflammatory drugs)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 GI 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 

naproxyn being the safest drug). There is no evidence of long-term effectiveness for pain or 

function. (Chen, 2008) (Laine, 2008)Back Pain - Acute exacerbations of chronic pain: 

Recommended as a second-line treatment after acetaminophen. In general, there is conflicting 

evidence that NSAIDs are more effective that 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 and 

mixed pain conditions such as osteoarthritis (and other nociceptive pain) in with neuropathic 

pain. (Namaka, 2004) (Gore, 2006) See NSAIDs, GI symptoms & cardiovascular risk; NSAIDs, 

hypertension and renal function. 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).NSAIDs, specific drug list & adverse effectsIbuprofen (Motrin, 

Advil [otc], generic available): 300, 400, 600, 800 mg. Dosing: Osteoarthritis and off-label for 

ankylosing spondylitis: 1200 mg to 3200 mg daily. Individual patients may show no better 

response to 3200 mg as 2400 mg, and sufficient clinical improvement should be observed to 

offset potential risk of treatment with the increased dose. Higher doses are generally 

recommended for rheumatoid arthritis: 400-800 mg PO 3-4 times a day, use the lowest effective 

dose. Higher doses are usually necessary for osteoarthritis. Doses should not exceed 3200 

mg/day. Mild pain to moderate pain: 400 mg PO every 4-6 hours as needed. Doses greater than 

400 mg have not provided greater relief of pain. While post-operative medications are reasonable 

including NSAID for pain control, the requested surgery was not certified on most recent UR 

decision. Therefore, the medical necessity of the requested post-operative medication has not 

been established. 

 

Colace 100mg, #10: Upheld 



 

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment 

Guidelines.  Decision based on Non-MTUS Citation Official Disability Guidelines (ODG), Pain 

chapter 

 

MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.  

Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) ODG on-line, Pain 

chapter 

 

Decision rationale: Opioid-induced constipation treatmentRecommended as indicated below. In 

the section, Opioids, criteria for use, if prescribing opioids has been determined to be 

appropriate, ODG recommends, under Initiating Therapy, that Prophylactic treatment of 

constipation should be initiated. Opioid-induced constipation is a common adverse effect of 

long-term opioid use because the binding of opioids to peripheral opioid receptors in the 

gastrointestinal (GI) tract results in absorption of electrolytes, such as chloride, with a 

subsequent reduction in small intestinal fluid. Activation of enteric opioid receptors also results 

in abnormal GI motility. Constipation occurs commonly in patients receiving opioids and can be 

severe enough to cause discontinuation of therapy. First-line: When prescribing an opioid, and 

especially if it will be needed for more than a few days, there should be an open discussion with 

the patient that this medication may be constipating, and the first steps should be identified to 

correct this. Simple treatments include increasing physical activity, maintaining appropriate 

hydration by drinking enough water, and advising the patient to follow a proper diet, rich in 

fiber. These can reduce the chance and severity of opioid-induced constipation and constipation 

in general. In addition, some laxatives may help to stimulate gastric motility. Other over-the-

counter medications can help loosen otherwise hard stools, add bulk, and increase water content 

of the stool. Second-line: If the first-line treatments do not work, there are other second-line 

options. About 20 percent of patients on opioids develop constipation, and some of the 

traditional constipation medications don't work as well with these patients, because the problem 

is not from the gastrointestinal tract but from the central nervous system, so treating these 

patients is different from treating a traditional patient with constipation. An oral formulation of 

methylnaltrexone (Relistor) met the primary and key secondary end points in a study that 

examined its effectiveness in relieving constipation related to opioid use for noncancer-related 

pain. The effectiveness of oral methylnaltrexone in this study was comparable to that reported in 

clinical studies of subcutaneous methylnaltrexone in subjects with chronic noncancer-related 

pain. There was an 80 percent improvement in response with the 450 mg dose and a 55 percent 

improvement with 300 mg. Constipation drug lubiprostone (Amitiza) shows efficacy and 

tolerability in treating opioid-induced constipation without affecting patients' analgesic response 

to the pain medications. Lubiprostone is a locally acting chloride channel activator that has a 

distinctive mechanism that counteracts the constipation associated with opioids without 

interfering with the opiates binding to their target receptors. (Bader, 2013) (Gras-Miralles, 2013) 

See also Tapentadol (Nucynta), which has improved gastrointestinal tolerability for patients 

complaining of constipation, nausea, and/or vomiting. While post-operative medications are 

reasonable including stool softener, the requested surgery was not certified on most recent UR 

decision. Therefore, the medical necessity of the requested post-operative medication has not 

been established. 

 



Keflex 500mg, #12: Upheld 

 

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence 

for its decision.   

 

MAXIMUS guideline: Decision based on MTUS ACOEM Chapter 3 Initial Approaches to 

Treatment Page(s): 47-48.   

 

Decision rationale:  Chapter: Infectious DiseasesCephalexin (Keflex) is recommended as first-

line treatment for cellulitis and other conditions. See Skin & soft tissue infections: cellulitis. For 

outpatients with non-purulent cellulitis, empirical treatment for infection due to beta-hemolytic 

streptococci and methicillin-sensitive S. aureus, Cephalexin 500 mg QID (4x per day) is 

recommended, as well for penicillin allergic that can tolerate cephalosporins. While post-

operative medications are reasonable including antibiotics, the requested surgery was not 

certified on most recent UR decision. Therefore, the medical necessity of the requested post-

operative medication has not been established. 

 


