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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: Family Practice 

 

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 59 year old female, who sustained an industrial injury on 8-31-1996. 

Medical records indicate the worker is undergoing treatment for lumbar radiculopathy, chronic 

pain syndrome, chronic pain related insomnia, myofascial syndrome and neuropathic pain. A 

recent progress report dated 4-29-2014, reported the injured worker complained of low back 

pain and bilateral lower extremity pain rated 9 out of 10 with medications and 10 out of 10 

without medications. Physical examination was not documented on this visit. Recent urine drug 

screen was "negative for all medications". Treatment to date has included Dilaudid, Valium and 

Celebrex. Documentation states the injured worker was recommended for a possible 

kyphoplasty or vertebroplasty for compression lumbar fracture (fracture date unknown). On 4-

29-2014, the Request for Authorization requested Sintralyne Tab, qty 60. On 5-30-2014, the 

Utilization Review noncertified Sintralyne Tab, qty 60. 

 

IMR ISSUES, DECISIONS AND RATIONALES 

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

 

Sintralyne Tab, qty 60: Upheld 

 

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

MTUS. Decision based on Non-MTUS Citation Acoem-https://www.acoempracguides.org/Low 

Back; Table 2, Summary Of Recommendations, Low Back Disorders; Acoem-

https://www.acoempracguides.org/Chronic Pain; Table 2, Summary Of Recommendations, 

Chronic Pain Disorders.

http://www.acoempracguides.org/Low
http://www.acoempracguides.org/Low
http://www.acoempracguides.org/Chronic
http://www.acoempracguides.org/Chronic


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

Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) Pain Chapter/ 

Medical Food. 

 

Decision rationale: According to http://www.pnarx.com/index.php/sintralyne-pm/Sintralyne is 

used to treat insomnia and provide more restful sleep. This sleep aid contains the active 

ingredients Melatonin and Gamma-Aminobutyric Acid (GABA) and a proprietary blend of 

herbal extracts and amino acids. Per ODG, medical food is not recommended for chronic pain. 

Medical foods are not recommended for treatment of chronic pain, as they have not been shown 

to produce meaningful benefits or improvements in functional outcomes. The FDA defines a 

medical food as “a food which is formulated to be consumed or administered enterally under the 

supervision of a physician and which is intended for the specific dietary management of a 

disease or condition for which distinctive nutritional requirements, based on recognized 

scientific principles, are established by medical evaluation.” There are no quality studies 

demonstrating the benefit of medical foods in the treatment of chronic pain. The request for 

Sintralyne Tab, qty 60 is not medically necessary and appropriate. 

http://www.pnarx.com/index.php/sintralyne-pm/Sintralyne

