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HOW THE IMR FINAL DETERMINATION WAS MADE

MAXIMUS Federal Services sent the complete case file to a physician reviewer. He/she has no
affiliation with the employer, employee, providers or the claims administrator. The physician
reviewer is Board Certified in Occupational Medicine and is licensed to practice in California.
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 physician 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:

The patient is a 66-year-old female with date of injury of 01/09/2013. She was driving the front
vehicle and was hit from behind sustaining a cervical sprain. A follow-up visit at | N

on 01/18/2013 found the patient with further complaints. In
addition to cervical strain, thoracic strain, lumbar strain, and headache were added to the
diagnostic list. She has undergone physical therapy but remains in chronic pain in each of the
above areas. According to records, including previous utilization review reports, the patient was
evaluated on 08/20/2013 and had a painful restricted cervical and lumbar range of motion.
Thoracic back is non-tender. The extremity joints are unaffected. Sensory and motor exam were
normal. Reflexes are normal. X-rays of the cervical and lumbar spine showed degenerative disc
disease and facet sclerosis.

IMR ISSUES, DECISIONS AND RATIONALES
The Final Determination was based on decisions for the disputed items/services set forth below:

Hot and cold unit for cervical spine: Upheld
Claims Administrator guideline: The Claims Administrator did not base their decision on the

MTUS. Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) Neck and
Upper Back (Acute & Chronic), Cold packs.




MAXIMUS guideline: The Expert Reviewer did not base their decision on the MTUS.
Decision based on Non-MTUS Citation Official Disability Guidelines (ODG) Neck and Upper
Back (Acute & Chronic), Cold packs.

Decision rationale: Insufficient testing exists to determine the effectiveness (if any) of heat/cold
applications in treating mechanical neck disorders, though due to the relative ease and lack of
adverse effects, local applications of cold packs may be applied during first few days of
symptoms followed by applications of heat packs to suit patient (Gross-Cochrane, 2002) (Aker,
1999) (Bigos, 1999).

Cervical back brace: Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.

MAXIMUS guideline: Decision based on MTUS ACOEM Chapter 8 Neck and Upper Back
Complaints Page(s): 175,Chronic Pain Treatment Guidelines.

Decision rationale: Other miscellaneous therapies have been evaluated and found to be
ineffective or minimally effective. For example, cervical collars have not been shown to have
any lasting benefit, except for comfort in the first few days of the clinical course in severe cases;
in fact, weakness may result from prolonged use and will contribute to debilitation.
Immobilization using collars and prolonged periods of rest are generally less effective than
having patients maintain their usual, "pre-injury” activities.

MRI Scan Cervical Spine w/o contrast: Upheld

Claims Administrator guideline: The Claims Administrator did not base their decision on the
MTUS. Decision based on Non-MTUS Citation Official Disability Guidelines (ODG)

MAXIMUS guideline: Decision based on MTUS ACOEM Chapter 8 Neck and Upper Back
Complaints Page(s): 182.

Decision rationale: MRI or CT is recommended to validate diagnosis of nerve root compromise,

based on clear history and physical examination findings, in preparation for invasive procedure.
Cervical MRI is not medically necessary.

Proove biosciences narcotic risk lab test to identify the genetic risk factor for narcotics:
Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.

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



Decision rationale: There is currently no evidence-based, peer-reviewed guidelines
recommending genetic testing to determine hereditary predisposition to the addiction of
narcotics. There is currently no evidence-based guideline supporting that the knowledge of a
patient's genetic propensity to addiction would change or guide the treatment in any way. A
similar situation using cytokine DNA testing for pain is referenced in the MTUS Chronic Pain
guidelines and is not recommended.

Genicin #90: 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),
Medical food.

Decision rationale: Medical food is 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." Medical foods do not have to be
registered with the FDA and as such are not typically subject to the rigorous scrutiny necessary
to allow recommendation by evidence-based guidelines.

Somnicin #30: 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),
Medical food.

Decision rationale: Medical food is 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." Medical foods do not have to be
registered with the FDA and as such are not typically subject to the rigorous scrutiny necessary
to allow recommendation by evidence-based guidelines.

Melatonin 2mg: 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),
Medical food.

Decision rationale: Medical food is 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." Medical foods do not have to be
registered with the FDA and as such are not typically subject to the rigorous scrutiny necessary
to allow recommendation by evidence-based guidelines.

5HTP 50mg: 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),
Medical food.

Decision rationale: Medical food is 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.” Medical foods do not have to be
registered with the FDA and as such are not typically subject to the rigorous scrutiny necessary
to allow recommendation by evidence-based guidelines.

L-tryptophan 100mg: 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),
Medical food.

Decision rationale: Medical food is 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." Medical foods do not have to be
registered with the FDA and as such are not typically subject to the rigorous scrutiny necessary
to allow recommendation by evidence-based guidelines.



Pyridoxin 10mg: 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),
Medical food.

Decision rationale: Medical food is 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.” Medical foods do not have to be
registered with the FDA and as such are not typically subject to the rigorous scrutiny necessary
to allow recommendation by evidence-based guidelines.

Magnesium 50mg: 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),
Medical food.

Decision rationale: Medical food is 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.” Medical foods do not have to be
registered with the FDA and as such are not typically subject to the rigorous scrutiny necessary
to allow recommendation by evidence-based guidelines

Terocin 240ml: Capsaicin .025%-Methyl Salicylate 25%-Menthol-Lidocaine 2.5%: Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Page(s):
111.

Decision rationale: Any compounded product that contains at least one drug (or drug class) that
is not recommended is not recommended. Capsaicin topical is recommended only as an option
in patients who have not responded or are intolerant to other treatments. The medical record
contains no documentation that the patient is intolerant of unresponsive to other treatments.



Flurbi(NAP) cream-LA 180gms: Flurbiprofen 20%-Lidocaine-Amitriptyline 4%: Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Page(s):
111.

Decision rationale: Any compounded product that contains at least one drug (or drug class) that
is not recommended is not recommended.

Gabacyclotram 180gms Gabapentin10%-Cyclobenzaprine 6%-Tramadol 10%: Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines.
Decision rationale: Any compounded product that contains at least one drug (or drug class) that

is not recommended is not recommended. Gabapentin10%, Cyclobenzaprine 6%, or Tramadol
10% are currently not recommended as topical medications.





