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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 Physical Medicine and Rehabilitation and is licensed to practice in
Texas. 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:

Medical records reflect this claimant is a 28 year old female who sustained a work injury on 11-
14-11. The claimant has cervical pain, right forearm and right wrist and hand pain. The
claimant is status post traumatic amputation of the right middle finger, right long finger and ring
finger at the distal interphalangeal (DIP) joint. Office visit on 6-18-15 notes the claimant had not
reached maximum medical improvement (MMI). The treating doctor recommended chiropractic
therapy and physical therapy, Functional Capacity Evaluation, neuro consultation, urinalysis for
toxicology. The claimant has been treated with physical therapy recently.

IMR ISSUES, DECISIONS AND RATIONALES

The Final Determination was based on decisions for the disputed items/services set forth below:
Retrospective request for Apptrim #120 dispensed on 8/5/14: 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) pain chapter -
medical food

Decision rationale: ODG notes that medical food 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. 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.Definition: Defined in section 5(b) of
the Orphan Drug Act (21 U.s.c.360ee (b) (3)) 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.” To be
considered the product must, at a minimum, meet the following criteria: (1) the product must be
a food for oral or tube feeding; (2) the product must be labeled for dietary management of a
specific medical disorder, disease, or condition for which there are distinctive nutritional
requirements; (3) the product must be used under medical supervision. See Food labeling;
Reference Daily Intakes and Daily Reference Values; Mandatory Status of Nutrition Labeling
and Nutrition Content Revision proposed rule (56 FR 60366 at 60377, November 27, 1991).
Medical foods are exempted from the labeling requirements for health claims and nutrient
content claims under the Nutrition Labeling and Education Act of 1990 (see 21 U.S.C. 343 (q)
(5) (A) (iv)). Medical foods do not have to be registered with the FDA. There is an absence in
documentation noting that this claimant has extenuating circumstances to support this form of
treatment when it is not recommended for chronic pain or that this claimant has nutritional
deficits that supports this form of treatment. Therefore, the medical necessity of this request is
not established.

Retrospective request for Sentra PM #60 dispensed on 8/5/14: 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) pain chapter -
medical food

Decision rationale: ODG notes that medical food 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. 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.Definition: Defined in section 5(b) of
the Orphan Drug Act (21 U.s.c.360ee (b) (3)) 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.” To be
considered the product must, at a minimum, meet the following criteria: (1) the product must be



a food for oral or tube feeding; (2) the product must be labeled for dietary management of a
specific medical disorder, disease, or condition for which there are distinctive nutritional
requirements; (3) the product must be used under medical supervision. See Food labeling;
Reference Daily Intakes and Daily Reference Values; Mandatory Status of Nutrition Labeling
and Nutrition Content Revision proposed rule (56 FR 60366 at 60377, November 27, 1991).
Medical foods are exempted from the labeling requirements for health claims and nutrient
content claims under the Nutrition Labeling and Education Act of 1990 (see 21 U.S.C. 343 (q)
(5) (A) (iv)). Medical foods do not have to be registered with the FDA. There is an absence in
documentation noting that this claimant has extenuating circumstances to support this form of
treatment when it is not recommended for chronic pain or that this claimant has nutritional
deficits that supports this form of treatment. Therefore, the medical necessity of this request is
not established.

Retrospective request for Theramine #90 dispensed on 8/5/14: 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) pain chapter -
medical food

Decision rationale: ODG notes that medical food 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. 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.Definition: Defined in section 5(b) of
the Orphan Drug Act (21 U.s.c.360ee (b) (3)) 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.” To be
considered the product must, at a minimum, meet the following criteria: (1) the product must be
a food for oral or tube feeding; (2) the product must be labeled for dietary management of a
specific medical disorder, disease, or condition for which there are distinctive nutritional
requirements; (3) the product must be used under medical supervision. See Food labeling;
Reference Daily Intakes and Daily Reference Values; Mandatory Status of Nutrition Labeling
and Nutrition Content Revision proposed rule (56 FR 60366 at 60377, November 27, 1991).
Medical foods are exempted from the labeling requirements for health claims and nutrient
content claims under the Nutrition Labeling and Education Act of 1990 (see 21 U.S.C. 343 (q)
(5) (A) (iv)). Medical foods do not have to be registered with the FDA. There is an absence in
documentation noting that this claimant has extenuating circumstances to support this form of
treatment when it is not recommended for chronic pain or that this claimant has nutritional



deficits that supports this form of treatment. Therefore, the medical necessity of this request is
not established.



