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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 Internal Medicine and is licensed to practice in District of 

Columbia. 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: 

 

This is a 61 year old patient who sustained injury on Mar 26 2012. She suffered from persistent 

lower back pain and had intermittent cramps of the bilateral lower extremities. She had an MRI 

of the lumbar spine which showed degenerative changes with moderate bilateral L3-L4 severe 

left lateral recess narrowing at L4-5, L5-S1 on Jul 25 2012. She also had moderate bilateral L4-5 

and L5-S1 neural foraminal narrowing. She was diagnosed with lumbar radiculopathy, 

degenerative disc disease grade 1 anterolisthesis, bilateral sacroiliitis and lumbar facetal pain. 

She was prescribed many medications: Zanaflex, Salonpas patch, Voltaren gel, Zorvolex, Norco. 

She appeared to have ongoing pain. 

 

IMR ISSUES, DECISIONS AND RATIONALES 

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

 

Tizanidine 4mg #30: Upheld 

 

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

Muscle Relaxants Page(s): 63-66.   

 

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

66.   

 

Decision rationale: Per MTUS, Tizanidine (Zanaflex, generic available) is a centrally acting 

alpha2-adrenergic agonist that is FDA approved for management of spasticity; unlabeled use for 



low back pain. (Malanga, 2008) Eight studies have demonstrated efficacy for low back pain. 

(Chou, 2007) One study (conducted only in females) demonstrated a significant decrease in pain 

associated with chronic myofascial pain syndrome and the authors recommended its use as a first 

line option to treat myofascial pain. (Malanga, 2002) May also provide benefit as an adjunct 

treatment for fibromyalgia. (ICSI, 2007) Side effects: somnolence, dizziness, dry mouth, 

hypotension, weakness, hepatotoxicity (LFTs should be monitored baseline, 1, 3, and 6 months). 

(See, 2008) Dosing: 4 mg initial dose; titrate gradually by 2 - 4 mg every 6 - 8 hours until 

therapeutic effect with tolerable side-effects; maximum 36 mg per day. (See, 2008) Use with 

caution in renal impairment; should be avoided in hepatic impairment. Tizanidine use has been 

associated with hepatic amino transaminase elevations that are usually asymptomatic and 

reversible with discontinuation.Per guidelines, this could be used as adjunct therapy but is not 

recommended for chronic usage. 

 

Salonpas Patch: Upheld 

 

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

Topical Analgesics Page(s): 111-113.   

 

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

111,28-29.  Decision based on Non-MTUS Citation American College of Occupational and 

Environmental Medicine (ACOEM), 2nd Edition, (2004); Other Medical Treatment Guideline or 

Medical Evidence:  http://www.drugs.com/mtm/salonpas-pain-patch-with-capsaicin.html 

 

Decision rationale: Per guidelines, topical medications are generally experimental but may be 

tried if anticonvulsants or antidepressants have been tried and failed. Per review of clinical 

documentation, these medications do not appear to have been started and thus this intervention 

would not be appropriate at this time.Per MTUS, Topical Analgesics are recommended as an 

option as indicated below. Largely experimental in use with few randomized controlled trials to 

determine efficacy or safety. P primarily recommended for neuropathic pain when trials of 

antidepressants and anticonvulsants have failed. (Namaka, 2004) These agents are applied 

locally to painful areas with advantages that include lack of systemic side effects, absence of 

drug interactions, and no need to titrate. (Colombo, 2006) Many agents are compounded as 

monotherapy or in combination for pain control (including NSAIDs, opioids, capsaicin, local 

anesthetics, antidepressants, glutamate receptor antagonists, -adrenergic receptor agonist, 

adenosine, cannabinoids, cholinergic receptor agonists,  agonists, prostanoids, bradykinin, 

adenosine triphosphate, biogenic amines, and nerve growth factor). (Argoff, 2006) There is little 

to no research to support the use of many of these agents. Any compounded product that contains 

at least one drug (or drug class) that is not recommended is not recommended. The use of these 

compounded agents requires knowledge of the specific analgesic effect of each agent and how it 

will be useful for the specific therapeutic goal required. [Note: Topical analgesics work locally 

underneath the skin where they are applied. These do not include transdermal analgesics that are 

systemic agents entering the body through a transdermal means. See Duragesic (fentanyl 

transdermal system).]Salonpas contains capsaicin. MTUS guidelines for capsaicin: 

Recommended only as an option in patients who have not responded or are intolerant to other 

treatments. Formulations: Capsaicin is generally available as a 0.025% formulation (as a 

treatment for osteoarthritis) and a 0.075% formulation (primarily studied for post-herpetic 



neuralgia, diabetic neuropathy and post-mastectomy pain). There have been no studies of a 

0.0375% formulation of capsaicin and there is no current indication that this increase over a 

0.025% formulation would provide any further efficacy. Indications: There are positive 

randomized studies with capsaicin cream in patients with osteoarthritis, fibromyalgia, and 

chronic non-specific back pain, but it should be considered experimental in very high doses. 

Although topical capsaicin has moderate to poor efficacy, it may be particularly useful (alone or 

in conjunction with other modalities) in patients whose pain has not been controlled successfully 

with conventional therapy. The number needed to treat in musculoskeletal conditions was 8.1. 

The number needed to treat for neuropathic conditions was 5.7. (Robbins, 2000) (Keitel, 2001) 

(Mason-BMJ, 2004) The results from this RCT support the beneficial effects of 0.025% 

capsaicin cream as a first-line therapy for OA pain. (Altman, 1994) Mechanism of action: 

Capsaicin, which is derived from chili peppers, causes vasodilation, itching, and burning when 

applied to the skin. These actions are attributed to binding with nociceptors, which causes a 

period of enhanced sensitivity followed by a refractory period of reduced sensitivity. Topical 

capsaicin is superior to placebo in relieving chronic neuropathic and musculoskeletal pain. 

Capsaicin produces highly selective regional anesthesia by causing degeneration of capsaicin-

sensitive nociceptive nerve endings, which can produce significant and long lasting increases in 

nociceptive thresholds. (Maroon, 2006) Adverse reactions: Local adverse reactions were 

common (one out of three patients) but seldom serious (burning, stinging, erythema). Coughing 

has also been reported. See also CRPS, medications; Topical analgesics. 

 

Voltaren Gel 1.3%: Upheld 

 

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

Topical Analgesics Page(s): 111-113.   

 

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

112.   

 

Decision rationale: Per guidelines, topical medications are generally experimental but may be 

tried if anticonvulsants or antidepressants have been tried and failed. Per review of clinical 

documentation, these medications do not appear to have been started and thus this intervention 

would not be appropriate at this time. Furthermore, this medication is used to treat osteoarthritis 

which would not be consistent with the nature of this patient's pain issues.Per 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. Non FDA-approved agents: Ketoprofen: This agent is not currently FDA 

approved for a topical application. It has an extremely high incidence of photocontact dermatitis. 

(Diaz, 2006) (Hindsen, 2006) Absorption of the drug depends on the base it is delivered in. 

(Gurol, 1996). Topical treatment can result in blood concentrations and systemic effect 

comparable to those from oral forms, and caution should be used for patients at risk, including 

those with renal failure. (Krummel 2000) 



 

Norco 5/325mg: Upheld 

 

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

Opioids for Chronic Pain Page(s): 80-81.   

 

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

75,91.   

 

Decision rationale:  Per MTUS, Hydrocodone/Acetaminophen (Anexsia, Co-Gesic, HycetTM; 

Lorcet, Lortab; Margesic-H, MaxidoneTM; Norco, Stagesic, Vicodin, Xodol, Zydone; generics 

available): Indicated for moderate to moderately severe pain. Note: there are no FDA-approved 

hydrocodone products for pain unless formulated as a combination. Side Effects: See opioid 

adverse effects. Analgesic dose: The usual dose of 5/500mg is 1 or 2 tablets PO every four to six 

hours as needed for pain (Max 8 tablets/day). For higher doses of hydrocodone (>5mg/tab) and 

acetaminophen (>500mg/tab) the recommended dose is usually 1 tablet every four to six hours as 

needed for pain. Hydrocodone has a recommended maximum dose of 60mg/24 hours. The dose 

is limited by the dosage of acetaminophen, which should not exceed 4g/24 hours. Chronic usage 

of this medication would not be indicated; patient did not have documented improvement with 

this intervention and this would not be recommended. 

 


