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Drug Therapy Guidelines 
 

                                                                                              Applicable* 

Qutenza® (8% capsaicin patch) 

Medical Benefit x Effective: 8/1/22 

Pharmacy- Formulary 1  Next Review:  9/23 

Pharmacy- Formulary 2  Date of Origin: 12/10 

Pharmacy- Formulary 3/Exclusive  Review Dates: 12/10, 12/11, 12/12, 12/13, 12/14, 9/15, 9/16, 9/17, 

9/18, 9/19, 9/20, 9/21, 6/22 Pharmacy- Formulary 4/AON  

 

I. Medication Description 

 

Qutenza (capsaicin 8%) patch contains capsaicin in a localized dermal delivery system.  The capsaicin in Qutenza 

is a synthetic equivalent of the compound naturally found in chili peppers.  Capsaicin depletes and prevents re-

accumulation of substance P in peripheral sensory neurons. Substance P is found in slow-conducting, 

unmyelinated type C neurons that innervate the dermis and epidermis. Substance P is thought to be the primary 

chemical mediator of pain impulses from the periphery to the central nervous system. It can also be released 

into joint tissues, where it activates inflammatory substances involved in the development of rheumatoid 

arthritis. By depleting substance P, capsaicin renders skin and joints insensitive to pain since local pain impulses 

cannot be transmitted to the brain. When capsaicin therapy is discontinued, substance P re-accumulates and 

neuronal sensitivity returns to normal. 

 

Qutenza is only to be administered by physicians or other health care professionals under the close supervision 

of a physician.  Qutenza can only be used on dry, intact skin and the patch must be applied within 2 hours of 

opening the pouch. 

 

II. Position Statement 

 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 

request. Qutenza patch should be administered by a physician or a health care professional under the close 

supervision of a physician.  

 

III. Policy 

  

Coverage of Qutenza is provided when the following criteria are met: 

• Neuropathic pain associated with postherpetic neuralgia (PHN): 

o Member is 18 years of age or older AND 

o Medication is prescribed by or in consultation with a pain specialist or a neurologist AND 

o Member has documented diagnosis of neuropathic pain associated with postherpetic 

neuralgia (PHN) AND 

o When requesting coverage of a brand medication for which an A/B rated generic is 
available, there is sufficient evidence that the use of the A/B rated generic equivalent has 
resulted in inadequate results AND 

o Coverage will be provided when the member has experienced intolerance to or therapeutic 
failure with THREE of the plan-preferred medications (gabapentin, pregabalin, a tri-cyclic 
antidepressant, lidocaine patches, or OTC topical capsaicin) OR when at least ONE of the 
following criteria have been met: 
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▪ The plan-preferred medications are contraindicated or will likely cause an adverse 
reaction by or physical or mental harm to the member. 

▪ The plan-preferred medications are expected to be ineffective based on the known 
clinical history and conditions of the member and the member’s prescription drug 
regimen. 

▪ The member has tried the plan-preferred medications or another prescription drug 
in the same pharmacologic class or with the same mechanism of action and such 
prescription drug was discontinued due to lack of efficacy or effectiveness, 
diminished effect, or an adverse event.  

▪ The member is stable on the medication selected by their healthcare professional 
for the medical condition under consideration (where “stable” is defined as 
receiving the medication for an adequate period of time, have achieved optimal 
response, and continued favorable outcomes are expected UNLESS the medication 
was initially selected solely due to the availability of a drug sample or a coupon card 
and the member does not otherwise meet the definition of “stable”). 

▪ The plan-preferred medication is not in the best interest of the member because it 
will likely cause a significant barrier to the member’s adherence or to compliance 
with the member’s plan of care, will likely worsen a comorbid condition of the 
member, or will likely decrease the member’s ability to achieve or maintain 
reasonable functional ability in performing daily activities.  

 

• Neuropathic pain associated with diabetic peripheral neuropathy (DPN) of the feet: 
o Member is 18 years of age or older AND 

o Qutenza is prescribed by or in consultation with a pain specialist, neurologist, podiatrist or 

endocrinologist AND 

o Member has documented diagnosis of neuropathic pain associated with diabetic peripheral 

neuropathy (DPN) of the feet AND 

o Member has experienced therapeutic failure with at least TWO of the following agents 

(unless contraindicated): 

▪ Pregabalin 

▪ Duloxetine 

▪ Gabapentin 

▪ A tricyclic antidepressant (specifically: amitriptyline, nortriptyline, or desipramine)  

 

IV. Quantity Limitations   

 

• Qutenza kit (1 patch per kit): Maximum of 4 kits (4 patches) per every 90 days 

• Qutenza kit (2 patches per kit): Maximum of 2 kits (4 patches) per every 90 days 

 

V. Coverage Duration 

  

 Coverage will be provided in 3 month intervals and can be renewed. 

 

VI. Coverage Renewal Criteria 

 

Coverage can be renewed based upon the following criteria: 
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• Clinical response or remission of disease is maintained with continued use AND 

• Absence of unacceptable toxicity from the drug 

 

VII. Billing/Coding Information 

 

• Qutenza is available as an 8% patch copackaged with a 50 gram tube of cleansing gel.  

o Each patch is 14 cm x 20cm (280 cm2) 

o J7336: 1 unit = 1 cm2 

 

VIII. Summary of Policy Changes 

 

• 6/15/12: J code added 

• 3/15/13: allow coverage for members under the care of a neurologist if all other portions of criteria are met 

• 3/15/14: no policy changes 

• 3/15/15:  

o addition of Lyrica to qualifying preferred medications 

o addition of pertinent references 

• 7/1/15: formulary distinctions made 

• 12/15/15: no policy changes 

• 9/15/16: no policy changes 

• 5/1/17: step therapy criteria added 

• 10/16/17: no policy changes 

• 11/1/18: no policy changes 

• 11/15/19: no policy changes 

• 1/1/21:  

o Addition of coverage for neuropathic pain associated with diabetic peripheral neuropathy (DPN) of 

the feet 

o Addition of age requirement 

o Clarification of coverage renewal criteria 

o Revision of the billing/coding information 

• 11/29/21: no policy changes 

• 8/1/22: added additional specialist options for diabetic peripheral neuropathy 
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The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 

reviews to assess the medical appropriateness of the above-referenced therapies.  

The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 

 

*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 

http://www.cms.hhs.gov/

