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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 Anesthesiology, has a subspecialty in Pain Management and is 

licensed to practice in Massachusetts. 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: 

 

According to the documents available for review, the patient is a 43 year old male.  The date of 

injury is April 10, 2013.  The patient sustained an injury to the right elbow. The exact 

mechanism of injury was not described in the documents available for review.   The patient 

complains of moderate to severe right elbow pain rated as 4/10, and a right elbow surgery is 

planned.  The pain is noted to be worse with movement. The patient is maintained at a 

multimodal pain medication regimen including Voltaren gel and omeprazole.  A request for 

Voltaren gel and omeprazole was denied. 

 

IMR ISSUES, DECISIONS AND RATIONALES 

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

 

OMEPRAZOLE ORAL CAPSULE DELAYED RELEASE 20 MG #30:  Upheld 

 

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

Page(s): 68, 69.   

 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Pain 

Interventions and Treatments, PPI Page(s): 68-69.   

 

Decision rationale: The California MTUS makes the following recommendations for the use of 

proton pump inhibitors. Clinicians should weight the indications for NSAIDs against both GI and 

cardiovascular risk factors. Determine if the patient is at risk for gastrointestinal events: (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). Recent studies tend to show that H. Pylori does not act synergistically with NSAIDS 

to develop gastroduodenal lesions. Recommendations Patients with no risk factor and no 

cardiovascular disease: Non-selective NSAIDs OK (e.g, ibuprofen, naproxen, etc.) Patients at 

intermediate risk for gastrointestinal events and no cardiovascular disease :(1) A non-selective 

NSAID with either a PPI (Proton Pump Inhibitor, for example, 20 mg Omeprazole daily) or 

misoprostol (200g four times daily) or (2) a Cox-2 selective agent. Long-term PPI use (> 1 year) 

has been shown to increase the risk of hip fracture (adjusted odds ratio 1.44). Patients at high risk 

for gastrointestinal events with no cardiovascular disease: A Cox-2 selective agent plus a PPI if 

absolutely necessary. Patients at high risk of gastrointestinal events with cardiovascular disease: 

If GI risk is high the suggestion is for a low-dose Cox-2 plus low dose Aspirin (for cardio 

protection) and a PPI. If cardiovascular risk is greater than GI risk the suggestion is Naproxyn 

plus low-dose aspirin plus a PPI. Cardiovascular disease: A non-pharmacological choice should 

be the first option in patients with cardiac risk factors. It is then suggested that acetaminophen or 

aspirin be used for short term needs. An opioid also remains a short-term alternative for 

analgesia. Major risk factors (recent MI, or coronary artery surgery, including recent stent 

placement): If NSAID therapy is necessary, the suggested treatment is Naproxyn plus low-dose 

aspirin plus a PPI. Mild to moderate risk factors: If long-term or high-dose therapy is required, 

full-dose naproxen (500 mg twice a day) appears to be the preferred choice of NSAID. If 

Naproxyn is ineffective, the suggested treatment is (1) the addition of aspirin to Naproxyn plus a 

PPI, or (2) a low-dose Cox-2 plus ASA. According to the records available for review the patient 

does not meet any of the guidelines required for the use of this medication therefore, at this time, 

the requirements for treatment have not been met and medical necessity has not been established. 

 

VOLTAREN TRANSDERMAL GEL (JELLY) 1% #2:  Upheld 

 

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

Topical analgesics.   

 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Voltaren 

Page(s): 112.  Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) Pain 

(Chronic), Voltaren gel. 

 

Decision rationale: According to the MTUS, Voltaren Gel 1% (Diclofenac): Indicated for relief 

of osteoarthritis pain in joints that lend themselves to topical treatment (ankle, elbow, foot, hand, 

knee, and wrist). It has not been evaluated for treatment of the spine, hip or shoulder. Maximum 

dose should not exceed 32 g per day (8 g per joint per day in the upper extremity and 16 g per 

joint per day in the lower extremity). The most common adverse reactions were dermatitis and 

pruritus. (Voltaren package insert) For additional adverse effects: See NSAIDs, GI symptoms 

and cardiovascular risk; & NSAIDs, hypertension and renal function. Additionally, accordingly 

to the ODG, Voltaren gel is not recommended as a first-line treatment. Voltaren Gel is 

recommended for osteoarthritis after failure of an oral NSAID, or contraindications to oral 

NSAIDs, or for patients who cannot swallow solid oral dosage forms, and after considering the 

increased risk profile with Diclofenac, including topical formulations. According to the 

documents available for review, there is no indication that the patient has had a failure of an oral 



NSAIDs, a contraindication to oral NSAIDS or cannot swallow solid oral dosage forms.  

Therefore, at this time, the requirements for treatment have not been met and medical necessity 

has not been established. 

 

 

 

 


