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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: Iowa, Illinois, California 

Certification(s)/Specialty: Preventive Medicine, Occupational Medicine, Public Health & 

General Preventive 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 55 year old male, who sustained an industrial injury on December 24, 

2007, incurring low back and right knee injuries. He was diagnosed with lumbar degenerative 

disc disease, lumbar stenosis and a medial meniscus tear of the right knee. Treatment included 

pain medications, anti-inflammatory drugs, proton pump inhibitor, laxatives, neuropathic 

medications, diagnostic imaging, epidural steroid injection, right knee surgical arthroscopy, and 

activity restrictions. Currently, the injured worker complained of worsening back pain radiating 

into the right leg. He rated his pain 8 out of 10 on a pain scale from 0 to 10 without medications 

and 4 out of 10 with medications. He received 50% reduction in pain and functional 

improvement with activities of daily living with medications. His right knee examination 

revealed crepitus during flexion and extension. He also noted limited range of motion in the 

cervical and lumbar regions. The treatment plan that was requested for authorization included 

prescriptions for Colace 150 mg #60 and Zantac 150 mg #60. On October 15, 2015, a request 

for Colace and Zantac was non-certified by utilization review. 

 

IMR ISSUES, DECISIONS AND RATIONALES 

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

 

Colace 150mg #60: Upheld 



 

Claims Administrator guideline: The Claims Administrator did not base their decision on the 

MTUS. Decision based on Non-MTUS Citation http://www.drugs.com/mtm/colace.html (last 

accessed: 10/15/15). 

 

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

Section(s): Opioids, long-term assessment. Decision based on Non-MTUS Citation Official 

Disability Guidelines (ODG) Pain (Chronic), Opioid-induced constipation and Other 

Medical Treatment Guidelines UpToDate.com, Docusate. 

 

Decision rationale: Docusate is a stool softener. This patient is undergoing treatment with an 

opioid. Opioids can commonly cause constipation and treatment to prevent constipation is 

recommended. ODG states that first line treatment should include "physical activity, appropriate 

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

fiber" and "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". Uptodate states "Patients who respond poorly to fiber, or who do not tolerate it, may 

require laxatives other than bulk forming agents." Additionally, "There is little evidence to 

support the use of surfactant agents in chronic constipation. Stool softeners such as docusate 

sodium (e.g., Colace) are intended to lower the surface tension of stool, thereby allowing water 

to more easily enter the stool. Although these agents have few side effects, they are less 

effective than other laxatives." The treating physician does not document what first line 

treatments have been tried and what the results of those treatments are. Additionally, no 

quantitative or qualitative description of bowel movement frequency/difficulty was provided 

either pre or post "constipation treatment education" by the physician, which is important to 

understand if first line constipation treatment was successful. As such, the request for Colace 

150mg #60 is not medically necessary at this time. 

 

Zantac 150mg #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, GI symptoms & cardiovascular risk. Decision based on Non-MTUS 

Citation Official Disability Guidelines (ODG) Pain (Chronic), NSAIDs, GI symptoms & 

cardiovascular risk and Other Medical Treatment Guidelines Uptodate.com, NSAIDs (including 

aspirin): Primary prevention of gastroduodenal toxicity. 

 

Decision rationale: Ranitidine is an H2 antagonist used for the treatment of stomach ulcers and 

gastroesophageal reflux. MTUS states, "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)." And "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 (200 g four times daily); or (2) a Cox-2 

http://www.drugs.com/mtm/colace.html


selective agent. Long-term PPI use (> 1 year) has been shown to increase the risk of hip fracture 

(adjusted odds ratio 1.44)." Uptodate states regarding H2 antagonist for GI prophylaxis, 

"Standard doses of H2 receptor antagonists were not effective for the prevention of NSAID- 

induced gastric ulcers in most reports, although they may prevent duodenal ulcers [33]. Studies 

that detected a benefit on gastric ulcer prevention were short-term (12 to 24 weeks) and focused 

on endoscopic rather than clinical endpoints". The patient does not meet the age 

recommendations for increased GI risk. The medical documents provided do not indicate history 

of peptic ulcer, GI bleeding or perforation. Medical records do not indicate that the patient is on 

ASA, corticosteroids, and/or an anticoagulant; or high dose/multiple NSAID. Additionally, 

uptodate suggests that H2 antagonist at this dose is not useful for to prevent ulcers. As such, the 

request for Zantac 150mg #60 is not medically necessary. 


