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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: 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 19 year old male who sustained an industrial injury on 12-15-14. The 

injured worker reported low back discomfort. A review of the medical records indicates that the 

injured worker is undergoing treatments for lumbosacral sprain. Medical records dated 8-17-15 

indicate low back pain characterized as moderate and constant. Provider documentation dated 8- 

17-15 noted the work status as modified duty. Treatment has included oral muscle relaxers, 

injection therapy, at least 5 sessions of chiropractic treatments, Hydrocodone since at least 

March of 2015, Diclofenac since at least March of 2015, physical therapy, lumbar spine 

radiographic studies (1-7-15), lumbar spine magnetic resonance imaging (6-26-15), ice, heat, 

Anaprox since at least January of 2015, Norflex since at least January of 2015, and BioFreeze 

since at least January of 2015. Objective findings dated 8-17-15 were notable for moderate 

tenderness to the low back with decreased range of motion. The original utilization review (9-2- 

15) denied a request for Prilosec/Omeprazole 20 mg cap Qty 60, (retrospective dispensed 08-17- 

15), Ultram ER (extended release)/Tramadol 150 mg tab Qty 30, (retrospective dispensed 08- 

17-15), Voltaren XR/ Diclofenac Sodium XR 100 mg tab Qty 60, (retrospective dispensed 08- 

17-15) and Urine toxicology, on site collection/off site confirmatory analysis, using high 

complexity laboratory test protocols, including GC-MS, LC-MS, and Elisa technology for 

medication treatment compliance, (retrospective dispensed 08-17-15). 

 
IMR ISSUES, DECISIONS AND RATIONALES 



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

 
Prilosec/Omeprazole 20 mg cap Qty 60, (retrospective dispensed 08/17/15): Upheld 

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

2009, Section(s): NSAIDs, GI symptoms & cardiovascular risk. Decision based on Non-MTUS 

Citation Official Disability Guidelines: Pain - Proton pump inhibitors (PPIs). 

 
MAXIMUS guideline: Decision based on MTUS Chronic Pain Medical Treatment 2009, 

Section(s): NSAIDs, GI 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, 

GI 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 

does not meet the above stated criteria, the request for use is not medically necessary. 

 
Ultram ER (extended release)/ Tramadol 150 mg tab Qty 30, (retrospective 

dispensed 08/17/15): Upheld 

 
Claims Administrator guideline: Decision based on MTUS Chronic Pain Medical 

Treatment 2009, Section(s): Opioids (Classification), Opioids for chronic pain, Opioids for 

neuropathic pain. Decision based on Non-MTUS Citation Official Disability Guidelines: Pain 

- Opioids, criteria for use. 

 
MAXIMUS guideline: Decision based on MTUS Chronic Pain Medical Treatment 

2009, Section(s): Opioids for chronic pain. 

 
Decision rationale: Tramadol is a pain medication in the category of a centrally acting 

analgesic. They exhibit opioid activity and a mechanism of action that inhibits the reuptake of 

serotonin and norepinephrine. Centrally acting drugs are reported to be effective in managing 

neuropathic type pain although it is not recommended as first line therapy. The side effect 

profile is similar to opioids. For chronic back pain, it appears to be efficacious for short-term 

pain relief, but long-term (> 16 weeks) results are limited. It also did not appear to improve 

function. The use of tramadol for osteoarthritis is indicated for short-term use only (< 3 months) 

with poor long-term benefit. In this case, the patient does not meet the qualifying criteria. This is 

secondary to the duration of use, with this medication being indicated on a short-term basis 

only. As such, the request is not medically necessary. 

 
Voltaren XR/ Diclofenac Sodium XR 100 mg tab Qty 60, (retrospective 

dispensed 08/17/15): Upheld 



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

2009, Section(s): NSAIDs (non-steriodal anti-inflammatory drugs), NSAIDs, specific drug list 

& adverse effects. Decision based on Non-MTUS Citation Official Disability Guidelines: Pain - 

Diclofenac; Diclofenac sodium (Voltaren). 

 
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)/Diclofenac. 

 
Decision rationale: The request is for the use of the medication Diclofenac. The Official 

Disability Guidelines state the following regarding this topic: Not recommended as first line due 

to increased risk profile. A large systematic review of available evidence on NSAIDs confirms 

that diclofenac, a widely used NSAID, poses an equivalent risk of cardiovascular events to 

patients, as did rofecoxib (Vioxx), which was taken off the market. According to the authors, this 

is a significant issue and doctors should avoid diclofenac because it increases the risk by about 

40%. For a patient who has a 5% to 10% risk of having a heart attack, that is a significant 

increase in absolute risk, particularly if there are other drugs that don't seem to have that risk. 

For people at very low risk, it may be an option. (McGettigan, 2011) Another meta-analysis 

supported the substantially increased risk of stroke with diclofenac, further suggesting it not be a 

first-line NSAID. (Varas-Lorenzo, 2011) In this nationwide cohort study the traditional NSAID 

diclofenac was associated with the highest increased risk of death or recurrent myocardial 

infarction (hazard ratio, 3.26; 95% confidence interval, 2.57 to 3.86 for death/MI at day 1 to 7 of 

treatment) in patients with prior MI, an even higher cardiovascular risk than the selective COX-2 

inhibitor rofecoxib, which was withdrawn from the market due to its unfavorable cardiovascular 

risk profile. (Schjerning, 2011) According to FDA MedWatch, postmarketing surveillance of 

topical diclofenac has reported cases of severe hepatic reactions, including liver necrosis, 

jaundice, fulminant hepatitis with and without jaundice, and liver failure. Some of these reported 

cases resulted in fatalities or liver transplantation. If using diclofenac then consider discontinuing 

as it should only be used for the shortest duration possible in the lowest effective dose due to 

reported serious adverse events. Post marketing surveillance has revealed that treatment with all 

oral and topical diclofenac products may increase liver dysfunction, and use has resulted in liver 

failure and death. Physicians should measure transaminases periodically in patients receiving 

long-term therapy with diclofenac. (FDA, 2011) In 2009 the FDA issued warnings about the 

potential for elevation in liver function tests during treatment with all products containing 

diclofenac sodium. (FDA, 2009) With the lack of data to support superiority of diclofenac over 

other NSAIDs and the possible increased hepatic and cardiovascular risk associated with its use, 

alternative analgesics and/or nonpharmacological therapy should be considered. The AGS 

updated Beers criteria for inappropriate medication use includes diclofenac. (AGS, 2012) 

Diclofenac is associated with a significantly increased risk of cardiovascular complications and 

should be removed from essential-medicines lists, according to a new review. The increased risk 

with diclofenac was similar to Vioxx, a drug withdrawn from worldwide markets because of 

cardiovascular toxicity. Rofecoxib, etoricoxib, and diclofenac were the three agents that were 

consistently associated with a significantly increased risk when compared with nonuse. With 

diclofenac even in small doses it increases the risk of cardiovascular events. They recommended 

naproxen as the NSAID of choice. (McGettigan, 2013) See also NSAIDs (non-steroidal anti- 

inflammatory drugs); NSAIDs, GI symptoms & cardiovascular risk; NSAIDs, hypertension and 



renal function; & NSAIDs, specific drug list & adverse effects for general guidelines. See also 

Arthrotec (diclofenac/ misoprostol); Dyloject (diclofenac sodium injection); Flector patch 

(diclofenac epolamine); Pennsaid (diclofenac sodium topical solution); Zipsor (diclofenac 

potassium liquid-filled capsules); Zorvolex (diclofenac).In this case, the use of this medication 

is not guideline-supported. This is secondary to an increased cardiovascular risk seen. There is 

inadequate documentation of failed first-line therapy attempted. As such, the request is not 

medically necessary. 

 
Urine toxicology, on site collection/ off site confirmatory analysis, using high complexity 

laboratory test protocols, including GC/MS, LC/MS, and Elisa technology for medication 

treatment compliance, (retrospective dispensed 08/17/15): 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, 

the request is not medically necessary. 


