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ACCESS
TOOL KIT

Navigating the coverage and reimbursement process
to help patients start and stay on therapy
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About This Guide

Averitas Pharma, Inc., the manufacturer of QUTENZA® (capsaicin) 8% topical system, is committed to supporting
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patients seeking medically appropriate treatment of painful diabetic peripheral neuropathy of the feet. The Access Tool
Kit is designed to assist healthcare providers (HCPs) with coverage and reimbursement questions related to the use and
administration of QUTENZA, including information and resources to assist with benefits investigations, prior authorizations,

product ordering, claims submission, appeals, and co-payment support.

In addition, My QUTENZA Connect (MQC), a service provided by Averitas, offers customized support depending on your
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unique coverage and reimbursement needs.

. { Important Note } )
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Tl This Access Tool Kit and My QUTENZA Connect are intended solely as resources to assist healthcare providers with
coverage and reimbursement-related questions about QUTENZA. Health insurance coverage and reimbursement for
QUTENZA may vary. Averitas makes no representations about the information provided, as applicable coverage and

reimbursement requirements may change periodically and often without warning.
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Tl Any resources provided by Averitas, including this Access Tool Kit or My QUTENZA Connect, are for educational
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purposes only. Any available information is not intended to be conclusive or exhaustive and should not replace
the guidance of a qualified professional advisor. The healthcare provider or the appropriate personnel of a
provider’s office or facility, not Averitas, must determine the appropriate method for seeking reimbursement

based on the medical procedure performed and any other relevant information.

oV

¥  Averitas does not recommend or endorse the use of any particular diagnosis or procedure code(s) and makes
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no determination regarding if or how reimbursement may be available. The use of this information does not
guarantee payment or that any payment received will equal a certain amount.

Tl Information about Healthcare Commmon Procedure Coding System (HCPCS) codes is based on guidance issued
by the Centers for Medicare & Medicaid Services (CMS) applicable to Medicare Part B and may not apply to other
public or private payers. Consult the relevant manual and/or other guidelines for a description of each code to

determine the appropriateness of a particular code and for information on additional codes. Please refer to payer
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policies for specific guidance.

‘-ll The content in this Access Tool Kit is current as of February 2024. Information on My QUTENZA Connect is also
updated from time to time.
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2 Please see full Prescribing Information as well as Important Safety Information on page 3


https://qutenzahcp.com/pdfs/Qutenza_Prescribing_Information.pdf

Important Safety Information

INDICATION

QUTENZA® (capsaicin) 8% topical system is
indicated in adults for the treatment of neuropathic
pain associated with postherpetic neuralgia (PHN)
or associated with diabetic peripheral neuropathy
(DPN) of the feet.

IMPORTANT SAFETY INFORMATION

Do not dispense QUTENZA to patients for self-
administration or handling. Use only on dry, unbroken
skin. Only physicians or healthcare professionals are
to administer and handle QUTENZA, following the
procedures in the label.

Warnings and Precautions

« Severe Irritation: Whether applied directly or
transferred accidentally from other surfaces,
capsaicin can cause severe irritation of eyes, mucous
membranes, respiratory tract, and skin to the
healthcare professional, patients, and others. Do
not use near eyes or mucous membranes, including
face and scalp. Take protective measures, including
wearing nitrile gloves and not touching items or
surfaces that the patient may also touch. Flush
irritated mucous membranes or eyes with water and
provide supportive medical care for shortness of
breath. Remove affected individuals from the vicinity
of QUTENZA. Do not re-expose affected individuals
to QUTENZA if respiratory irritation worsens or does
not resolve. If skin not intended to be treated comes
into contact with QUTENZA, apply Cleansing Gel and
then wipe off with dry gauze. Thoroughly clean all
areas and items exposed to QUTENZA and dispose of
properly. Because aerosolization of capsaicin can occur
with rapid removal, administer QUTENZA in a well-
ventilated area, and remove gently and slowly, rolling
the adhesive side inward.

Application-Associated Pain: Patients may experience
substantial procedural pain and burning upon
application and following removal of QUTENZA.
Prepare to treat acute pain during and following
application with local cooling (e.g., ice pack) and/or
appropriate analgesic medication.

¢ Increase in Blood Pressure: Transient increases in
blood pressure may occur with QUTENZA treatment.
Monitor blood pressure during and following treatment
procedure and provide support for treatment-related
pain. Patients with unstable or poorly controlled
hypertension, or a recent history of cardiovascular or
cerebrovascular events, may be at an increased risk of
adverse cardiovascular effects. Consider these factors
prior to initiating QUTENZA treatment.

e Sensory Function: Reductions in sensory function
(generally minor and temporary) have been reported
following administration of QUTENZA. All patients
with sensory deficits should be assessed for signs of
sensory deterioration or loss prior to each application
of QUTENZA. If sensory loss occurs, treatment should
be reconsidered.

Adverse Reactions

The most common adverse reactions (=5% and > control
group) in all controlled clinical trials are application site
erythema, application site pain, and application site
pruritus.

To report SUSPECTED ADVERSE REACTIONS, contact
Averitas Pharma, Inc. at 1-877-900-6479 or FDA at
1-800-FDA-1088 or www.fda.gov/medwatch.

Please see full Prescribing Information at
https://QUTENZAhcp.com/pdfs/QUTENZA_Prescribin

Information.pdf
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Integrating QUTENZA
Into Your Practice
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4 Please see full Prescribing Information as well as Important Safety Information on page 3


https://qutenzahcp.com/pdfs/Qutenza_Prescribing_Information.pdf

Integrating QUTENZA in 4 Easy Steps

The steps provided below will enable you to implement an efficient ordering, approval, and reimbursement process.

0 Getting Started

Once you have identified patients who would benefit from using QUTENZA, ensure that the proper
systems and processes are in place for providers to prescribe QUTENZA.

Establish whether your office or facility requires a formal review of QUTENZA.

Should additional information be required to support a review, please contact your QUTENZA Account Manager.

Confirm product availability.

Refer to the list of QUTENZA-contracted specialty distributors.

|:| QUTENZAhcp.com/access-and-savings/product-access

Request product application training.

Your QUTENZA Account Manager can conduct a product in-service and demonstrate how QUTENZA should be applied.
Click the link below to watch a demonstration of the application process.

[ ] QUTENZAhcp.com/dpn/about-QUTENZA/applying-QUTENZA

Enrolling in My QUTENZA Connect

My QUTENZA Connect (MQC) is available to conduct benefit investigations before your patients are
scheduled for treatment. You can also contact your Field Access Manager to address any questions

that you may have.

Determine benefits.

Enrollment in My QUTENZA Connect is simple. MQC offers access to tools and information that may aid in the
reimbursement process. You can submit a benefits investigation request through the MQC portal to obtain information
about coverage for a patient, including percentage of deductible met, an estimate of patient out-of-pocket costs,

and payer utilization requirements.

[ ] MyQUTENZAConnect.com/enrollments/new

Set up your account with MQC.

Enroll your patients to determine benefit coverage.

Obtain payer approval, when necessary.

You may be asked to submit clinical documentation to establish the medical necessity of your patient’s treatment
with QUTENZA. The Patient Chart Documentation form is a tool that can support this process. MQC also provides prior
authorization and certification support.

[:] QUTENZAhcp.com/pdfs/M-QZA-US-12-21-0010_QUTENZA-Patient-Chart-Documentation-Form.pdf
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https://qutenzahcp.com/pdfs/Qutenza_Prescribing_Information.pdf
http://QUTENZAhcp.com/access-and-savings/product-access
http://www.QUTENZAhcp.com/dpn/about-qutenza/applying-qutenza
http://myQUTENZAconnect.com/enrollments/new
http://QUTENZAhcp.com/pdfs/M-QZA-US-12-21-0010_QUTENZA-Patient-Chart-Documentation-Form.pdf

Integrating QUTENZA in 4 Easy Steps (contd)

The steps provided below will enable you to implement an efficient ordering, approval, and reimbursement process.
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e Treating Patients

Completion of steps 1and 2 will help you implement an efficient workflow for prescribing QUTENZA.
Next is the treatment phase.
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Order the product.

Order QUTENZA so you have it on hand for your patient’s treatment.

|:| QUTENZAhcp.com/access-and-savings/product-access

Schedule your patient and conduct the in-office procedure.

To help manage expectations, educate your patients on what to expect during treatment. Your QUTENZA Account
Manager can provide you with a step-by-step QUTENZA application guide as well as various resources, such as:

uonebsaAul
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® Ppatient brochures
® patient treatment tips sheet

Establish ongoing treatment as appropriate.

ouid

Ensure your patients are scheduled for ongoing treatment as clinically appropriate. Treatment may be repeated no
more frequently than every 3 months.

|:| MyQUTENZAConnect.com
y — %
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Submitting Claims

Obtaining appropriate reimbursement for QUTENZA can be simple.
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Bill for QUTENZA and/or the administration.

The Reimbursement Guide includes helpful tips for submitting a claim. You can also contact your Field Access
Manager for additional support with your questions.

D QUTENZAhcp.com/pdfs/QZA-02-22-0023_v12_August-2023-Reimbursement-Guide_AFD_082223.pdf
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Explore cost savings support options for your commercially insured patients.

The My QUTENZA Connect Cost Savings Program can help cover costs related to QUTENZA treatment. Your patients may
be eligible for cost savings if they:

Are taking QUTENZA for an FDA-approved use

Are 18 years of age or older

Use commercial (private) insurance for QUTENZA coverage

Live and receive treatment in the United States

Do not use a state or federal healthcare plan to pay for their medication, including Medicare, Medicaid, and TRICARE
See full terms and conditions at:
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Integrating My QUTENZA Benefits Prior Acquiring Billing and Supporting Your Frequently Asked
QUTENZA Connect Investigation Authorization QUTENZA Coding Patients Questions

age 3

My Qutenza Connect
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Please see full Prescribing Information as well as Important Safety Information on
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Introducing My QUTENZA Connect

My QUTENZA Connect was created to offer healthcare professionals a suite of educational tools and support programs
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tailored to the different phases of the patient’s treatment journey.

REIMBURSEMENT SUPPORT BILLING AND CODING SUPPORT

Plan-specific requirements for Helpful tips when submitting a claim:
reimbursement:

109Uu0)
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® Dpatient chart documentation template

P o N
Benefits investigation QUTENZA topical system product codes

® Drior authorization support . . -
PP Information on claims submission

and appeals
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PRODUCT ORDERING ONGOING SUPPORT
v
Product ordering guidelines and Resources to help once your patients are
resources: undergoing treatment:
® Buy-and-bill and specialty ® Resources and tools to support E
(i
pharmacy options patient education g
<
® Specialty distributor and specialty ® rield Access Managers N
-~
pharmacy contact information ® Cost Savings Program for commercially g
® packaging information insured patients; see page 30 for

more information
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y M QC Phone: 855-802-8746 Monday - Friday

AT 18IS MyQUTENZAConnect.com
My Qutenza Connect Fax: 855-454-8746 9am - 7pm ET
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Enrolling in My QUTENZA Connect

My QUTENZA Connect offers customized support depending on your unique access and reimbursement needs, a
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provider support hotline to help with questions, and the opportunity for more hands-on assistance with reimbursement
specialists who can conduct a benefits investigation and help with your questions on prior authorizations and appeals.

() e M > & myqutenzaconnect.com ¢ ® ﬂ] sk

For US Healthcare Professionals Register new patients and review patient status: Log In
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Phone: 1-855-802-8746

Practice Registration Resources ~
l. N MQ‘ Fax: 1-855-454-8746

My Qutenza Connect Visit: QutenzaHCP.com

Important Safety Information | Full Prescribing
Information

My QUTENZA Connect answers
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: Sign in
questions about treatment e
access and support. Fnit *-
Password ® E
(i
=2
Log in  Forgot your password? g.
S
Quienza 2
(capsaicin) 8%1opical system S

QUTENZAR® is a registered trademark of Averitas Pharma, Inc.

Averltas ©2024 Averitas Pharma, Inc. All rights reserved.
QZA-09-22-0022 v3.0 August 2023
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Once you enroll in MQC, you can:
e Monitor patient case information
- ¢ Receive case status updates
". h MQC ¢ Upload clinical information
My Qutenza Connect e Live chat with your MQC Case Manager

S UETHE
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e Connect with your Averitas Field Access Manager
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Integrating My QUTENZA Benefits Prior Acquiring Billing and Supporting Your Frequently Asked
QUTENZA Connect Investigation Authorization QUTENZA Coding Patients Questions

age 3

Please see full Prescribing Information as well as Important Safety Information on

Benefits
Investigation
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Conducting a Benefits Investigation

It is important to understand and verify patient insurance benefits prior to initiating treatment. A benefits investigation
can provide the healthcare provider office with the following:

Payer Coverage Coding and Billing

Requirements Requirements

RECOMMENDED BEST PRACTICES

Obtain the patient’s information, the patient’s insurance information, and your facility/office's tax ID number and national

\/ provider identifier (NPI), then call the payer’s provider services line.

v/ Ask about the coverage criteria specifically for the use of QUTENZA.

v Verify that HCPCS and CPT codes for use are covered for the patient’s diagnosis. Provide applicable ICD-10-CM code(s).
v/ Ask whether the payer has set a maximum number of applications or treatment options, and if so, how many.

Ask whether any documentation should be submitted with the claim. If so, ask how the documentation should

<

be submitted.

\/ Ask if the payer has a specific medical policy pertaining to QUTENZA, and if so, whether they can provide a link
to the policy.

\/ Ask whether a referral is required from the primary care physician.
\/ Inquire whether the patient has any coverage limitations or policy exclusions for the treatment and application of QUTENZA.

\/ Verify your contracted reimbursement rate for the appropriate HCPCS and CPT codes and how much the patient will
be required to pay out of pocket.

My Qutenza Connect

y|
‘-li_k MQC Need Assistance Conducting a B

QUIENZA' ayrenza seness mvesTioamionResutr:
P

My QUTENZA Connect can help. A Reimbursement Case Manager will

research the patient’s insurance benefits and send a patient-specific

| Summary of Benefits and Benefits Results to your office. The results
can also be viewed on the My QUTENZA Connect HCP Portal. Visit

MyQUTENZAConnect.com or ask your Averitas Field Access Manager

for more information.

Qutenza

(capsaicin) 8% fopical system
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Supporting Your Benefits
Investigation

My Qutenza Connect

-|:_~ MQC

After My QUTENZA Connect receives the Benefits Investigation Request and Prescription Form, the team wiill

provide your practice with the patient’'s QUTENZA Benefits Investigation Results.

4 N
Patient Information QUTenZG Phone: 855-802-8746
Fax: 855-454-8746
Included in this section are the patient’s name, » su'c_'n 8‘7?0_'cu|s em QUTENZA BENEFITS INVESTIGATION RESULTS MyQUTENZAConnect.com
DOB, and ID as well as the Bl Case Number. (opici) e opic s Hours: (M-F) 9 AM-7 PM ET
The Bl Case Number is assigned by MQC T
and is specific to the benefits investigation Patient Name Date of Bith Patient ID B1 Case Number
outlined on the form. A new Bl Case Number is i
generated each time a benefits investigation is fetion 160-10-chCoae €T Coae Fos
performed on behalf of your patient.
BENEFITS AT Primary Secondary
B f' GI * Covered Coverage % PA Required Covered Coverage % PA Required
enefits at a Glance

Provides a summary of key components of
your patient’s insurance coverage and indicates
whether your patient may be eligible for the QUTENZA Cost Savings Eligible? ~ ©Yes  © No
QUTENZA Cost Savings program. .

HEALTHCARE PROFESSIONAL INFORMATION

Provider Name Provider NPI Provider Tax ID Provider Email
Healthcare Professional ®
Information

PRIMARY MEDICAL BENEFITS
Overview of the provider’s information. Insurance Company Member ID Group Number Effective Date

Plan Type Payer Contact Payer Phone Payer Portal

Prior Auth Needed for J7336 Prior Auth Needed For Administration PCP Referral Required Provider in Network

. . . ‘ ® Yes ® No @ Yes @ No ® Yes ® No @ Isin Network @ Is Notin Network
P rima ry M ed Ica I Ben ef Its 17336 Coverage % 17336 Copay $ Deductible $ OOP Max $
ShOWS your patlent € pnmary medlcal plan deta|I54 Admin Coverage % Admin Copay $ Deductible Met $ 0OP Met $
Shows the plan’s prior authorization and Office Coverage % Office Copay $ i s 00P Remaining
referral requirements as well as the provider’s ‘Additional instructions:
in-network status.
Lists information on your patient’s medical
coverage. It also outlines the patient’s copay,
deductible, and out-of-pocket (OOP) responsibility.
The Additional instructions field includes a
narrative of key points and any pertinent details
related to the research of your patient’s coverage.
pg. 1of 2
g J

The Benefits Investigation Summary or Results is not a guarantee of coverage or payment. It is the responsibility of
the practice to confirm eligibility and that coverage requirements are met prior to each QUTENZA administration.

12

Qutenza

(capsaicin) 8%Topical system

Please see full Prescribing Information as well as Important Safety Information on page 3
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Supporting Your Benefits
Investigation (contaq)

My Qutenza Connect

-|:_~ MQC
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The comprehensive results allow you to make the most appropriate choice for your patient and your practice on
how to access QUTENZA.

( )
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Phone: 855-802-8746
Fax: 855-454-8746
MyQUTENZAConnect.com
Hours: (M-F) 9 AM-7 PM ET

B SECONDARY OR SUPPLEMENTAL MEDICAL BENEFITS

Insurance Company Member ID Group Number Effective Date

Medical Benefits

Qﬂe_nzq QUTENZA BENEFITS INVESTIGATION RESULTS
(capsaicin) 8%1opical system

Secondary or Supplemental

Payer Contact Payer Phone Payer Portal 5
This section includes the same information as Prior Auth Needed for 17336 Prior Auth Needed For Administration PCP Referral Required Provider in Network ¢<p g
the Primary Medical Benefits section and will ® Yes ® No © Yes © No © Yes © No © IsinNetwork ® Is Notin Network 2‘. 3
be comp|eted if your patient has app]icab]e 17336 Coverage % 17336 Copay $ Deductible $ 0OP Max $ ‘g ‘_D'.
q 3 =
secondary or supplemental medical benefits. Admin Coverage % Admin Copay $ Deductible Met $ OOP Met $ (= 'm"
v o
Office Coverage % Office Copay $ g:r‘:‘“:i:".‘:‘; $ 0OP Remaining $ =}

Additional instructions:

-
c
5
o9V
x 3
N O
(] -
=
S
o
- D

p h a rm acy Ben ef Its Insurance Company Member ID

QOutlines your patient’s pharmacy plan details,

including the pharmacy BEnE: manager Group Number Plan Type Pharmacy Benefit Manager

. , . . . . Payer Contact Payer Phone Payer Portal
Lists the plan’s prior authorization requirements
and your patient’s medication OOP responsibilities. Prior Authorization Needed For National Drug Code Prior Needed For Copay >
® Yes @ No ® Yes ® No

The Additional instructions field includes a
narrative of key points and any pertinent
details related to the research of your
patient’s coverage.

Additional instructions:

VZN3LND
Buninbo

AT O CH ARG CLAT

Enter additional pharmacy information if office decides to go with a local SP

Mandated or In-Network
Pharmacies

Transfer Date Pharmacy Phone Pharmacy Fax

Pharmacy Name

w
Identifies pharmacies mandated or preferred MANDATED OR IN-NETWORK PHARMACIES Q =
by the patient’s insurance plan details related to Pharmacy Name Transfer Date | Pharmacy Phone Pharmacy Fax g '3
the research of your patient’s coverage. 5 o
Q5
Qutenza' pg. 2 of 2 o

(oopsuicin)&%Msyﬁem QZA-02-20-0014 v4.0 November 2023

S J

The Benefits Investigation Summary or Results is not a guarantee of coverage or payment. It is the responsibility of
the practice to confirm eligibility and that coverage requirements are met prior to each QUTENZA administration.
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Integrating My QUTENZA Benefits Prior Acquiring Billing and Supporting Your Frequently Asked
QUTENZA Connect Investigation Authorization QUTENZA Coding Patients Questions

age 3

Please see full Prescribing Information as well as Important Safety Information on

Prior Authorization

ol s

LOIPOTLrayal; \ ;
14

4!
ACH


https://qutenzahcp.com/pdfs/Qutenza_Prescribing_Information.pdf

Establishing Medical Necessity for
a Prior Authorization
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Health insurers use prior authorizations to evaluate the medical necessity of planned medical services.

If a patient’s health plan requires prior authorization, you likely will be asked to submit specific information and send
a letter or statement to support the medical necessity for the use of QUTENZA for your patient. Otherwise, QUTENZA

treatment and its administration may not be covered by the patient’s insurance. An approved prior authorization

jo9Uuuo0d
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request confirms coverage, but it does not guarantee reimbursement.

While the format and requested information for a prior authorization may differ from health plan to health plan,

examples of the type of information generally required is below.

® Diagnosis summary, including the ICD-10-CM code and date of diagnosis é d
® Diagnostic tests g-‘i
® Summary of patient’'s medical history %‘ T
® Severity of patient’s condition, including comorbidities 3
® Previously administered treatments/procedures including dates, and any response to those interventions

which may include:

O Gabapentin, pregabalin, SSRIs, tricyclic, OTCs, topical capsaicin, lidocaine 2
® Relevant procedure and HCPCS codes g’ v
® Product prescribing information and NDC number 5' .5,'
® |dentifying information for the referring provider and servicing provider §'
® Number of treatments required

QUTENZA® (capsaicin) 8% Topical System Patient Chart Documentation

Averitas offers helpful resources that you can use

Last Name ‘ﬁmwame Date Chart # o >
. . . 0
SR A A when documenting medical necessity for QUTENZA. Sa
Patient History m E.
1. Date of prior capsaicin 8% topical system treatment istDate __ 2ndDate  _ ardDate — athoate Th P . Ch D . f " Zz =
e Patient Chart Documentation form allows you N3
Which Side? et Oright [ Bilateral . . . . . , «Q
P e e S s Gy P o 1 7 o to capture important information in a patient’s chart
O Left Foot O Right Foot
Oaneror [ Posterior [ Plantar [ Proximal Humw O posterr [ Plantar [ Proximal that may be required for the prior authorization, SUCh
[ Dorsal [ Medial O Lateral O pistal 1 i[]Dorsal O Medial O Lateral O oistal
[ Aching O stabbing [INagging [ Buming [ Throbbing [ Gnawing H . . ] . . .
koo as diagnosis code, patient’'s Numeric Pain Rating
O numb-iike [ Tiring Cshooting [ Penetrating [ Sharp O Unbearable
5. leass provide the patients baseline Please provide the patient’ curent . . v]
— — . —
hmei e g S S o umerelPan et S 075 Scale Score, and AIC level. To download the form, visit o=
Coding: _itis solely the healthcare provider's responsibility to provide the correct indication and codes.) ) 3
[0 80223  Postherpetic polyneuropathy [0 B0229  Other postherpetic nervous system involvement ° o 3
e mltus s g conion i ittt i oty i QUTENZAhcp.com or ask your Averitas =@
O e G rewopatn, uposiod O 2 ooty 3 g
[ Eioap (e dabetesmolius it dibotic europay. [ 1042 Type 1 dabetes meius wih ibetc poyneuropatny ield f inf . Q5
D) o D N GRIOT SR, (] 1 m e el it sty Field Access Manager for more information. o
O ese sg:;e’:esﬁchm:(:/dlabemsmellnuswlmdlabe\lc O sour gnﬁvg;:;\themug\obm)\lcAHbAmHefveHessman
O wor e O e S
[ 3046F  Mostrecent hemogiobin Afc level greater than €.0%  []  Other
J Code J Code J Code
Orse | O o | O irsoarz | G002 [ S

Itis solely the healthcare provider's responsibilty
CPT Code: E&M Code: to select the most appropriate code.

Capsaicin 8% Topical System Applied: (each unitis 1 cm?)

(2]}
c
3
v
3 g .°.
O ko g fmele g siememes g o ek ,‘-,-!.;-“I'-'-. ﬂ."- o5
S P 33
It Applicable Sysemtott oo @1:: :‘#ﬂ" . é
Additional Notes: c
£
. .
Download Patient Chart Documentation Form
QZA-12-21-0010 v2.0 08/2023 Overg
\ J

utenza
ICD-10-CM, International Classification of Diseases, 10th edition, Clinical Modification; Q——

HCPCS, Healthcare Common Procedure Coding System; NDC, National Drug Code (COpSGiCin)8%TOpiC(]|SySTem
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Drafting a Letter of Medical Necessity

Additional support for medical necessity may be required. This form letter can be used to help you draft a letter
to support the need for QUTENZA for a patient. Always check to see if the patient’s health insurance has their own

template for you to follow when submitting a letter of medical necessity.

o e A ECESETY s Checklist for a Letter of
st Medical Necessity
[ of st rsrance Conpan] Indicate whether the patient is newly initiating
[Address] therapy or continuing ongoing therapy.

[City, State, ZIP] . g B
Requirements may differ, depending on where the

Re: Letter of Medical Necessity for QUTENZA® (capsaicin) 8% Topical System q o n a q .
patient is in the ongoing treatment being received.

Patient: [Patient Name]
Group/Policy Number: [Number] . . .
Diagnosis: [Code and Description] Spemfy the Ilkely date of service.

Date of Diagrosis: [Date] This will help confirm that coverage will be active at

the time of QUTENZA administration.

Dear [Insert contact name or department]:

Iam writing on behalf of my patient, [Patient Name], to document medical necessity for treatment with QUTENZA® (capsaicin) Identify the need for mu Iti o] Ie proced ure

8% topical system. [Patient Name] was first diagnosed with [The patient’s diagnosis (ICD-10-CM code)] on [date of diagnosis]. H
Therapies prescribed to treat the condition include [list the names of current or past treatments]. COdes’ If necessa ry'

If a family of CPT codes is relevant, be proactive

and request preauthorization for those codes.

[Patient Name] will be treated with [twothree/four] systems on [specify treatment area(s)] for [number of treatment cycles] A

trestment oydles Ma ny payers vv_|II not allow for a CPT code they
did not authorize.

Atthis time, | plan to start [Patient Name] on a course of treatment with QUTENZA.

[Insert a statement describing how the patient's disease is impacting the patient's health.]

In my professional opinion, QUTENZA is medically necessary and is an appropriate drug for [Patient Name] at this time. | have State the specific site of service.

enclosed the prescribing information for QUTENZA along with [Patient Name]'s [list pertinent enclosures such as prior h d ff . d

medication flow sheets and chart notes]. Please feel free to contact me if you require any additional information. pay ersm ay ave aifrerin g covera g ean

Sncarely reimbursement policies that are based on the

geographic location of the site of care.
[Physician Name]
[Physician Signature]

[Provider Identfcation Number] Identify the prescribing specialist.
Plan managers may want to verify that QUTENZA

was prescribed by, or in consultation with, a specialist.

Enclosures: [List and attach as appropriate]
QZA-04-21-0002 v2.0 June 2023

Be clear and detailed regarding the rationale for
prescribing QUTENZA.

Ensure that all supporting documentation is
complete before submitting the form(s).

L ) Append supporting documentation.
Types of relevant documentation may include peer-
reviewed, nationally recognized guidelines (e.g., ADA

Clinical Compendia, AACE Clinical Practice Guideline)
Download the Sample Letter of or the prescribing information.

Medical Necessity L J
at QUTENZAhcp.com.

This Letter of Medical Necessity form is for educational purposes only and serves as a guide for the HCP. The
HCP must modify the format of the letter and include the appropriate detail to reflect the patient’s specific
facts and circumstances, or to include specific information that may be required by individual payers.

utenza
CPT, Current Procedural Terminology; ADA, American Diabetes Association; Q_—

AACE, American Association of Clinical Endocrinology (CQpSQiCin)g%topiC(ﬂSYSTem
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Requesting the Prior Authorization

For safety and cost reasons, plans may set quantity limits on the amount of therapy they cover over a certain period
of time. When submitting a prior authorization request, you may ask to obtain preauthorization for the full number of
treatments of Qutenza for your patient rather than to submit a new request in advance of each treatment. Treatments

may be repeated no more frequently than every 3 months, which equals up to 4 treatments a year.

4 N
%

«
TREATMENT 1 ﬁ

Assess patient progress over multiple treatments

TREATMENT 2

PAIN RELIEF IMPACT ON DAY-TO-DAY ACTIVITIES ( M [e) nt h 3*)
Is patient starting With less pain, has patient seen any progress on their
to experience day-to-day activities (time with family, socializing
pain relief? with friends, sleep, cooking, or household chores)?

/

e

TREg'lh'llacE)lls]Nrg Evaluate patient
response to treatment
TREATMENT 3 4 TIMES | andschedule ongoing

(Month 6%) EACH YEAR | treatments.

- /

Some payers may have established quantity -
limits for QUTENZA. My QUTENZA Connect

® *
can help your office understand the coverage Treatment may be repeated no more

frequently than every 3 months.
policies for most payers, when available. If you

need further assistance, contact My QUTENZA
Connect at 855-802-8746, Monday through

Friday, 9 am to 7 pm ET. Qﬂe_nZCI”

(capsaicin) 8%Topical system
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Contacting a Payer

Contact a payer via their dedicated provider services phone number or through their online portal. When calling, have

03
co
= Q
m=
r -
N5
Q

the patient’s insurance details, the provider's information, and the specifics of the service or procedure you are inquiring
about ready to ensure a smooth and efficient discussion.

[ Medicare Part B Jurisdictions' ]

3o9Uuo0)d
VZN3ILNO AN

uonebnsaAul
syjousag

>
a Palmetto E:"
b
33
AL N O
GA ]
=4
[
=]

A4

VZN31Nd
Buniinbd

Medicare has established provider contact centers for those who may have questions about any product or
service prior to submitting any claim.

Jurisdiction IVR Jurisdiction IVR Jurisdiction IVR

w
5 866-518-3285 E 855-609-9960 K 877-869-6504 9
23
6 877-908-9499 F 877-908-8431 L 877-235-8073 a =
Q

8 866-234-7331 H 855-252-8782 M 855-696-0705

15 866-276-9558 J 877-567-7271 N 877-847-4992
g
3
50
&
N N M [
All commercial claims should QuestlonS? %g
be addressed by calling the number on Contact your Field Access Manager. E
the back of the member’s ID card WWW.QUTENZAhcp.com/request-a-rep/ =

Qutenza

(capsaicin) 8%Topical system

suonsand
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(capsaicin) 87 topical system
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QUTENZA is a single-use
topical system stored in a

e D foil pouch. Each QUTENZA
i e o:":tsw;"-’g"ﬂ I is 14 cm x 20 cm (280 cm?). 3
§ 4 UTenZC s 2 Tenzd 1. Za QUTENZA is supplied with g.‘:"’
|SV319 U UTen Cleansing Gel that is used to ﬁ ;'f.
(cd psalcm)% He (capsalcm)SATOP'C“' g

(CGpSGICIﬂ) %TOPICU' SVStem remove residual capsaicin

from the skin after treatment.

¥ st

i
—
. hveritas semaT

Each topical system contains
a total of 179 mg of capsaicin.

uonezioyiny
Jouid

ez
Packaging NDC #72512-928-01 NDC #72512-929-01 NDC #72512-930-01 E'g
N3
Kit (carton) contains one single- Kit (carton) contains two Kit (carton) contains four >@

use topical system and one single-use topical systems and one single-use topical systems and three

50 g tube of Cleansing Gel 50 g tube of Cleansing Gel 50 g tubes of Cleansing Gel

)
Strength Contains 8% capsaicin (640 mcg per cm?). Each QUTENZA topical system contains a total of 179 mg g_é'
of capsaicin. ag
o

@ QUTENZA STORAGE AND HANDLING

(7]

c

i)

VT

@ Store between 20°C and 25°C (68°F and 77°F). @ Shelf life is 4 years for an unopened Kkit. 9 %
o

3

® Excursions between 15°C and 30°C (59°F and 86°F) ® Recommended to keep the package stored aﬂﬂ
<

are allowed. horizontally until use. g

=

® Keep the topical system in the sealed pouch until

immediately before use.

Qutenza

NDC, national drug code (capsaicin) 8%Topical system
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° o3
Ordering QUTENZA 23
m=
z 5
B3
[ Via Specialty Distributors ]
®  You may order from one of the specialty distributors included in the QUTENZA network. If you don't 2z
have an account, one should be created before ordering QUTENZA. QZ
3C
N
Authorized Specialty Contact >
Distributor Information
AmerisourceBergen / Phone: 800-746-6273 P 5
ASD Healthcare Fax: 800-547-9413 aschealthcare.com 2%
. g ;-
Besse Medical Supply Phone: 800-543-8695 o
besse.com 3

Fax: 800-543-8695

Cardinal Health Community Practice
Phone: 877-453-3972

Institutions
Phone: 866-677-4844
Fax: 888-345-4916

specialtyonline.cardinalhealth.
com

uonezuoyiny

Curascript Phone: 877-599-7748

Fax: 800-862-6208 curascriptsd.com

o>
McKesson Medical-Surgical Phone: 855-571-2100 ‘ ﬁé
Fax: 866-906-5688 mms.mcKesson.com E ;
>Q
Mc’.(esso.n Rlasma Phone: 877-625-2566 connect.mckesson.com
& Biologics Fax: 888-752-7626 ) )
McKesson Specialty Care Phone: 855-477-9800

Fax: 800-800-5673 mscs.mckesson.com

Buipod
pue Buiig

Via Specialty Pharmacy ]

® Some payers may require use of a specific acquisition method. If you request a benefits investigation from
My QUTENZA Connect, the office will be notified if the patient’s payer requires QUTENZA to be purchased
from a specific specialty pharmacy.

S UETHE
inoj Bunioddns
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Qutenza 33
(capsaicin) 8% fopical system § >
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Coding Claims
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When the patient has received QUTENZA, your office may submit a claim to the patient’s insurance plan. Depending
on the patient’s benefits, your office may submit a claim for the drug, for the administration services, or for both. The
information within this section reviews some of the codes commmonly associated with the administration of QUTENZA.
Determining coverage and reimbursement parameters and appropriate coding for a patient and/or procedure is

Z
always solely the responsibility of the provider. 2 ';
5§
ical S Codi 3
-~
N
QUTENZA Topical System Coding 5§
HCPCS code (J-code) J7336 QUTENZA (capsaicin) 8% topical system per square centimeter
37336 JW Drug amount discarded
J7336 JZ Zero drug amount discarded

CMS requires providers to report either the JW or JZ modifier on Medicare Part B claims

for outpatient settings of care.?

FDA lists NDCs in a 10-digit format, but payers often require an 11-digit NDC format for

uonebnsaAul
syjousag

NDC numbers, 11-digit format
electronic claim forms. Review payer-specific requirements prior to submitting a claim.

72512-0928-01 (1 topical system and Cleansing Gel)
72512-0929-01 (2 topical systems and Cleansing Gel)
72512-0930-01 (4 topical systems and Cleansing Gel) E
ez
Additional claim information Please consult with a patient’s plan to determine what information, if any, E‘ )
should be provided. "3"-
3

Number of units 1topical system = 280 units 2 topical systems = 560 units

3 topical systems = 840 units 4 topical systems = 1,120 units

A4

Diagnosis Coding

VZN3ILNd
Buniinbd

ICD-10-CM codes The following primary diagnosis codes may be appropriate to describe patients with

Postherpetic neuralgia - PHN diabetic postherpetic neuralgia (PHN):

B02.23 Postherpetic polyneuropathy

B02.29 Other postherpetic nervous system involvement ]
ICD-10-CM codes The following primary diagnosis codes may be appropriate to describe patients with '3 o

diabetic peripheral neuropathy (DPN) of the feet: g_

Diabetic peripheral neuropathy -

DPN of the feet E08.40 Diabetes mellitus due to underlying condition with diabetic
neuropathy, unspecified
E08.42 Diabetes mellitus due to underlying condition with w
diabetic polyneuropathy %
E09.42 Drug- or chemical-induced diabetes mellitus with neurological 3 g
complications with diabetic polyneuropathy &
o -
. . . . . epe :
E10.40 Type 1 diabetes mellitus with diabetic neuropathy, unspecified 3a
E10.42 Type 1diabetes mellitus with diabetic polyneuropathy @ é
E1.40 Type 2 diabetes mellitus with diabetic neuropathy, unspecified £
EN.42 Type 2 diabetes mellitus with diabetic polyneuropathy
E13.40 Other specific diabetes mellitus with diabetic
neuropathy, unspecified
E13.42 Other specific diabetes mellitus with diabetic polyneuropathy

ICD-10-CM, International Classification of Diseases, 10th edition, Clinical Modification; HCPCS, Healthcare Common Procedure Coding System;
NDC, National Drug Code
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COding Claims (cont'd)
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HCPs may need to consider several factors to ensure accurate billing and coding for services provided. How a
procedure is performed, and how complex that procedure is, may determine the appropriate code to select.
Also, please note that there may be different codes associated with where exactly on the body the procedure is
performed. Finally, the use of modifiers may be appropriate, as explained below.

Administration Coding

No existing CPT code is specific to the application of QUTENZA. CPT coding requirements will vary by payer, setting of

=
)
gC
2 m
aZ
N
N

care, and date of service.

CPT 64620 Destruction by neurolytic agent, intercostal nerve

codes* . . .
64632 Destruction by neurolytic agent, plantar common digital nerve

64640 Destruction by neurolytic agent, other peripheral nerve or branch

uonebnsaAul
syjousag

17999 Unlisted procedure, skin, mucous membrane and subcutaneous tissue .
64999 Unlisted procedure, nervous system
96999 Unlisted special dermatological service or procedure
Evaluation and Management Coding >
(i
3
If the QUTENZA application is performed during an Evaluation and Management (E&M) service, it may be appropriate to °
report an E&M code if the payer-specific requirements have been met. If providing a separate E&M service at the same E
time as the application, it may be appropriate to report the E&M code with a modifier. g'
E&M 99202 Office or other outpatient visit for the evaluation and management of a new patient that requires a medically
codes* appropriate history and/or examination and straightforward medical decision-making. When using time for

code selection, 15-29 minutes of total time is spent on the date of the encounter.

v

99203 Office or other outpatient visit for the evaluation and management of a new patient that requires a medically
appropriate history and/or examination and low level of medical decision-making. When using time for code
selection, 30-44 minutes of total time is spent on the date of the encounter.

VZN3ILNd
Buniinbd

99204 Office or other outpatient visit for the evaluation and management of a new patient that requires a
medically appropriate history and/or examination and moderate level of medical decision-making. When
using time for code selection, 45-59 minutes of total time is spent on the date of the encounter.

99205 Office or other outpatient visit for the evaluation and management of a new patient that requires a
medically appropriate history and/or examination and high level of medical decision-making. When using
time for code selection, 60-74 minutes of total time is spent on the date of the encounter.

99211 Office or other outpatient visit for the evaluation and management of an established patient that may not
require the presence of a physician or other qualified healthcare professional.

Buipo)d
pue Guliig

99212 Office or other outpatient visit for the evaluation and management of an established patient that requires
a medically appropriate history and/or examination and straightforward medical decision-making. When
using time for code selection, 10-19 minutes of total time is spent on the date of the encounter.

99213 Office or other outpatient visit for the evaluation and management of an established patient that requires
a medically appropriate history and/or examination and low level of medical decision-making. When using
time for code selection, 20-29 minutes of total time is spent on the date of the encounter.

99214 Office or other outpatient visit for the evaluation and management of an established patient that requires
a medically appropriate history and/or examination and moderate level of medical decision-making. When
using time for code selection, 30-39 minutes of total time is spent on the date of the encounter.

S UETHE
inoj Bunioddns

99215 Office or other outpatient visit for the evaluation and management of an established patient that
requires a medically appropriate history and/or examination and high level of medical decision-making.
When using time for code selection, 40-54 minutes of total time is spent on the date of the encounter.

CPT, current procedural terminology; E&M, evaluation and management

Qutenza

*Please note that the use of modifiers may be appropriate. (copsoicin)8%f0picqlsysTem
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Sample Forms by Treatment Setting
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[ CMS-1500: Physician Office Example ]

To receive reimbursement for QUTENZA administered in the physician office setting of care, providers must submit

a CMS-1500 claim form for the drug and associated services.

g
0
o0
gc
> m
Qz
N
>

Example 1: IW Modifier

® A provider requires 2 topical systems to cover a treatment area of 560 cm? (560 units).
® Only 490 cm? (i.e., 490 units) was applied to the patient.
® The provider must bill the 490-unit dose on one line and must bill the discarded 70 units on another line using the JW modifier.

Both line items will be processed for payment.

3
8%
a5
BOX 21 BOX 19 BOX 23 tE".';,
Enter the appropriate ICD-10 diagnosis code (this — Consult with the plan to determine what — Document prior authorization referral '5'- (]
should be reflected in the patient’'s medical record). THEY information, if any, should be provided. ABLH number from payer (if applicable). 3
17. NAME OF REFERRING PROVIDER OR OTHER SOURCE 17a. 18. HOSPITALIZATION DATES RELATED TO CURRENT SERVICES
e S | MM~ DD Y MM |, DD vy
17b.| NPI FROM T0
9. ADDITIONAL CLAIM INFORMATION (Designated by NUCC) 20. OUTSIDE LAB? S CHARGES
Oves o | >
21. DIAGNOSIS OR NATURE OF ILLNESS OR INJURY Relate A-L to service line below (24E) I 22. RESUBMISSION =2
ICD Ind. i CODE ORIGINAL REF. NO °
sl el ol S
23. PRIOR AUTHORIZATION NUMBER N
EL S [ — H. [ \ 9
| J. L K. | L | ) o
24. A, DATE(S) OF SERVICE B. | C. | D. PROCEDURES, SERVICES, OR SUPPLIES E. F. G [H] I J; z 3
From To PLACE OF (Explain Unusual Circumstances) DIAGNOSIS e El o RENDERING o
DO Yy MM DD VY ISERVICE| EMG | CPT/HCPCS | MODIFIER POINTER $ CHARGES UNITS | Plan | QUAL. PROVIDER ID. # B
S =
e araEEakt | s7336 | | : | 490 NI o
[y
2( M oD vy Imm oo vy |11 | Jursse | ow! 1 | [ 70 |} [we] = o»
= c9
8 i i ] i | o -2
MM DD YY [mMM (DD Yy [11 |  [|cPT coDE | i | | | 1 ]| [we g m €,
» =
3 o« 3
4 | | 1| I A | |w § >a
; r4
BOX 24A | BOX 24D | BOX 24G
When using a drug-related procedure code, a payer may Enter the appropriate HCPCS code for | Enter the number of billing
require the N4 qualifier code followed by the 11-character —| QUTENZA and CPT code(s) for administration — units for the associated HCPCS
NDC, the unit of measure qualifier, and quantity. services (add modifier, if applicable). and CPT codes.

Example 2: JZ Modifier

® A provider requires 2 topical systems to cover a treatment area of 560 cm? (560 units).

Buipod
pue Guliig

® No topical system was discarded.

® The provider must include the JZ modifier to demonstrate that the entire product was administered to the patient.

g
1 y " 23. PRIOR AUTHORIZATION NUMBER v
ELL FoL [c 7 H 0T
I J. K. [ (] g
24. A. DATE(S) OF SERVICE B. (o] D. PROCEDURES, SERVICES, OR SUPPLIES E. F. G. H. I. J. - :. -,
From To IPLACE OF| (Explain Unusual Circumstances) DIAGNOSIS DS;S Ezrsnc‘g ID. RENDERING (_) [] 5'
MM DD YY MM DD YY |SERVICE| EMG CPT/HCPCS | MODIFIER POINTER $ CHARGES UNITS Plan | QUAL. PROVIDER ID. # : a Q
' | z "3
MM DD |YY |[MM DD |YY |11 | or3ze | vz | | 560 NP1 S b
12 -

MMIDD vy |[Mm (DD vy [11 | | cPTcopE | | L | | 1+ | [w] =

r

| | o

MM DD 'YY |MM DD YY |11 | | | i | | | | [ g

Qutenza

(capsaicin) 8%Topical system
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Sample Forms by Treatment Setting (contq)
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Example 3: JZ, RT, and LT Modifier

® A provider requires two topical systems per foot to cover a treatment area of 560 cm?2 (560 units).

® No topical system was discarded.

® The provider must include the JZ modifier to demonstrate that the entire product was administered to the patient. 5
0
Xe)
24. A, DATE(S) OF SERVICE B. | C. |D. PROCEDURES, SERVICES, OR SUPPLIES E. F. G, [ H] I J: z =
From To PLACE OF| (Explain Unusual Circumstances) DIAGNOSIS Déz‘s EF:rS“?J ID. RENDERING o 3 =
MM DD YY MM DD YY [SERVICE| EMG | CPT/HCPCS | MODIFIER POINTER $ CHARGES UNITS | Plen’ | QUAL. PROVIDER ID. # = g m
1 | | 1 | l | | | 1 E - E
MM! DD |YY |MM [DD |YY |11 | 336 | vz [RT | | | | 560 NP S >
e
2 | | | I | I -
‘ : Bl s L
MMDD vy [wm (oD vy |11 | |umsse | oz uor | | || 560 | | wei =
=
| | | | | | | I o-
MMIDD 'YY |MM DD vy [11 | | cPTCODE | I | L] e g >
=
<
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CMS-1450: Outpatient Hospital Example = &
o
=]
UB-04 is used for reimbursement for QUTENZA administered in an outpatient institutional setting, such as an
outpatient hospital, a clinic, or an ambulatory surgical center.
z
BOX 43 BOX 44 =
Description or NDC Enter the HCPCS code for the outpatient g.
must be indicated. service (add modifier, if applicable). g
=
I 7 / HIPPS CODE 45 SERV. DATE 46 SERV. UNITS 47 TOTAL CHARQES urv‘wwmm 49 g
QUTENZA (capsaicin 8% patch, 1 cm?) I J7336 490 i : 1
2 QUTENZA (capsaicin 8% patch, 1 cm?) J7336]W 70 : :
3 INSERT CPT CODE DESCRIPTIONS CPT CODE 1 : : a
i ! - .
i i .
CREATION DATE O i i = oY
BOX 42 51 HEALTH PLAN ID Fome [ade| 54 PRIOR PAYMENTS 55 EST. AMOUNT DUE 58NPI ca
T T a
i e -
Medicare/Medicaid and most private payer ! | omen BOX 46 E _E|.
claims must include revenue codes. i \ |eviD § 5
5P REL| 60 INSURED'S UNIQUE ID 61 GROUP NANE ensumncea] |Nndicate the units of service Q
A used. Enter the number of
Y units discarded (if applicable)
9 on a separate line and include
63 TREATMENT AUTHORIZATION CODES 64 DOCUMENT CONTROL NUMBER 65 EMPLOYER NAME the JW mOdifiel’. hc a” units
) were administered, append
’ the JZ modifier. W
9 -
_[‘%!cnlocom | | | | 9 ?.
— | 1 | ] &3
DX B:l[ 3 ']
OTHER PROCEDURE. F @ 3
CODE DATE cobi
Q.
OTHER PROCEDURE OTHER PROCEDURE
CODE DATE CODE DATE
80 REMARKS F'Ta._:‘i
QUTENZA (capsaicin 8% patch, 1 cm?) NDC 7251292801 b
Patch provider under =
sician supervision. :
phy: p 3 ]
UB-04 CMS-1450 AFPROVED OMB NO- T—— vo
Bilng Comizon (] 9‘
F-3
33
-
BOX 66 BOX 80 n <
o
Enter the appropriate ICD-10 diagnosis code (this Indicate the name of the drug, NDC, and F‘
should be reflected in the patient's medical record). route of administration.
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Appealing Denied Claims
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Understanding the basis for a claim rejection is crucial in establishing the actions required to rectify the issue. Here are
some common reasons a claim may be denied and actions one may take to overturn the decision.

Z
. . . . <
Rejection Type Required Action 8o
5§
8z
Technical Incorrect patient ID, missing signatures: e (Call to correct §
e Missing or incorrect code (e.g., transposed ®  Prepare and submit a corrected claim
numbers)

e Incorrect units 2

)
93
g - - - a’ o
Billing Non-covered or non-allowed service: e Prepare and submit a corrected claim ﬁ 3
-

o

e Service was unbundled e Prepare and submit an appeal 3

® Incorrect placement of service code

e Duplicate claim

-
. &
e |nvalid code o
® Incorrect units ;E;
g.
Medical The diagnosis code is not covered for the e Prepare and submit an appeal
Necessity services performed:
e Medical record documentation does >
. fle)
not support the services performed as c2
= c
medically necessary and in accordance g £
with the respective medical policy in place §3
Payer Denial The insurance payer will not pay for the e Prepare and submit an appeal
product:

e  Step edit, not on formulary

e |nvestigative product

Buipo)d
pue Guliig

Provide your submitted claim form, the provider explanation of benefits,
‘-: . MQC and the Benefits Investigation Results to your Averitas Field Access
" waescrea Manager or My QUTENZA Connect to help assess the nature of the
denial and learn the appropriate steps to correct.
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Submitting an Appeal Letter

In some cases, a denied claim can be resolved over the phone, but in other cases, the provider may need to

complete and submit an appeal letter.

[To be completed by prescriber and printed on letterhead]

[Date]

[Name of Health Insurance Company]
[Attn:]

[Address]

[City, State, ZIP]

Re: Letter of Appeal for Coverage of QUTENZA® (capsaicin) 8% Topical System

Patient: [Patient Name]
Group/Policy Number: [Number]
Date(s) of service: [Dates]
Diagnosis: [Code and Description]

To Whom It May Concern:

I am writing on behalf of my patient, [Patient Name], to request reconsideration for the coverage of QUTENZA® (capsaicin) 8
topical system that was denied on [date] by [insert name of reviewer] for the following reason: [Describe the reason given in tt
remittance advice]. [Insert the following sentence if applicable: For your convenience, | have attached the prior authorizatic
request for [Patient Name], which was approved on [date].]

[Patient Name]'s relevant medical history, diagnosis, and treatment plan
o [The patient's diagnosis (ICD-10-CM code), date of diagnosis]
o [The date of the patient's first visit and the date of referral]
o [The severity of the patient's condition]
o [Previous treatment(s), including drug name(s), duration of treatment(s), treatment response(s), and reason(s) f
discontinuation]
e [The patient's disease progression, including relevant test results]
o [Additional factors affecting treatment selection]

Justification for medical exception
o [State the clinical rationale for the prescription of QUTENZA]
o [Detail why the plan requirement is not appropriate for the patient]
o [List concerns about the treatment not being approved; these may include your experience with other therapies, drt
side effects, and any patient-specific considerations]

[Insert a plan of treatment (e.g., number of systems, duration of treatment, treatment cycle).]

Summary

Given the evidence provided, | am confident you will agree that treatment with QUTENZA is medically necessary for
[Patient Name]. Itis crucial that [Plan Name] [approve our prior authorization request/allow the use of QUTENZA therapy]
so [Patient Name] receives the care [she needs/he needsithey need]. We appreciate your prompt review and
reconsideration of this case. Please contact me at [phone number] if you need any additional information.

Download the Sample Letter of Appeal

at QUTENZAhcp.com.

Checklist for an Appeal Letter

>

Acknowledge the reason for the denial.
This ensures the recipient knows that you are aware
of the health plan’s coverage policies.

Stick to the facts of the case.
Do not include any conjecture.

Know your contract.
To prove or support your case, refer to the relevant
contract page/section/paragraph number.

Cite specific laws, when applicable.

Strengthen your points with examples of relevant
regulations, such as timely filing and prompt
payment laws.

Do the math for the plan.

If an underpayment was made, identify specifically
what happened; some examples may include missed
CPT codes, wrong payment rates, or use of modifiers
indicating bilateral procedures.

Attach supporting documentation.

Types of relevant documentation include claim
forms, physician notes, or records describing the
rationale for any modifiers applied to the claim.

Write/type clearly and concisely.

Ensure that your arguments are reasonable,

clearly articulated, and supported by the enclosed
documentation; be direct and get to the point
quickly without including extraneous background or
other information.

Sign your name.
Include your job title.

Upload or e-mail documentation as directed by
payer, otherwise send via USPS registered mail.
Copy and direct the contents of your appeal to
appropriate personnel within the practice, as well as
the recipient’s. Save all delivery confirmation details
as proof of arrival at the destination.

Follow up.
If you receive no reply, check on the status of your
request after the 30-day deadline has elapsed.

This Letter of Appeal form is for educational purposes only and serves as a guide for the HCP. The HCP
must modify the format of the letter and include the appropriate detail to reflect the patient’s specific
facts and circumstances, or to include specific information that may be required by individual payers.

CPT, Current Procedural Terminology; HCP, Healthcare Professional; USPS, United States Postal Service

Qutenza
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Integrating My QUTENZA Benefits Prior Acquiring Billing and Supporting Your Frequently Asked
QUTENZA Connect Investigation Authorization QUTENZA Coding Patients Questions
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Supporting Your Patient During Treatment

My QUTENZA Connect Cost Savings Program can help patients cover costs related to treatment with QUTENZA.
Copayment assistance may be available for out-of-pocket copay or coinsurance costs related to QUTENZA
prescriptions or administration costs.

4 )
MEDICATION SAVINGS ADMINISTRATION SAVINGS
Patients pay as little as Patients pay as little as
per treatment S per treatment
for their for QUTENZA
medication administration
UP TO $5,000* ANNUAL SAVINGS UP TO $1,500* ANNUAL SAVINGS

*Terms and conditions may apply. *Terms and conditions may apply.

i MQC 2o

My Qutenza Connect

Your patient may be eligible for the QUTENZA Cost Savings Program if they:

« Are using QUTENZA for an FDA-approved use

« Are 18 years of age or older

» Have commercial (private) insurance that covers QUTENZA
» Live and receive treatment in the United States

» Do not use a state or federal healthcare plan to pay for their medication —
this includes, but is not limited to, Medicare, Medicaid, and TRICARE

K See full terms and conditions at QUTENZA.com/cost-savings. j

Qutenza
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Enrolling Your Office Into the Cost
Savings Program
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My QUTENZA Connect Cost Savings Program permits your office to enroll in the program whether you obtain
QUTENZA through buy-and-bill purchase or a specialty pharmacy.

£
( ) S0
@ Commercially -
Insured Patients*

- : J 3
: 3
: .............................................................................. g.‘i
4 : ) 4 ' N §"‘"'

QUTENZA is obtained through

. . QUTENZA is obtained through
physician purchase or

specialty pharmacy

. >

buy-and-bill &

\_ J \ J 9
: : N

- . ~ - s ~ §

May seek reimbursement from _
, L May seek reimbursement from
the patient's insurance for

both QUTENZA and

administration costs
_ Y, N Y,

the patient’s insurance for the
drug administration costs onlyt

VZN3ILND
Buniinboy

[Obtain EOB or remittance advicej

Buipod
pue Buiig

[ Submit claims to the portal at PatientCostSavings.QUTENZA.com ]

(7]
[
, 3
50
=3
33
‘-: N M QC To learn more about the Patient Cost Savings Program, call 833-295-3579 @ <
)
l My Qutenza Connect or register your office at PatientCostSavings.QUTENZA.com. <
)
m
\ -
(1]
Q'
co
® =]
*Patients can self-enroll into the Cost Savings Program. Additional information on the next page. QUTe an Qe
tThe specialty pharmacy will submit and process the claim for the cost of the drug with the My QUTENZA Connect _0_ o<
Cost Savings Program listed as the patient's secondary insurance. (C(JpSGICln)%tOpIC(]IsySTem = ﬁ
x
(]
Q
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Patient Self-Enrolling Into the Cost
Savings Program
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Patients may also self-enroll in the My QUTENZA Connect Cost Savings Program by mailing a patient enrollment

form. Payment may be remitted either to the patient or to the provider’s office.

) PATIENT COST SAVINGS ENROLLMENT FORM —

3039UuU0)
VZN3ILNO AN

QUTenZCIQ MY QUTENZA CONNECT COST SAVINGS PROGRAM

Complete this form and include a copy of your EOB and Proof of Payment for QUTENZA to apply
for the My QUTENZA Connect Cost Savings Program IQVIA, Inc.
Attn: Claims Processing Dept.

77 Corporate Drive
2. Include a copy of your EOB and Proof of Payment Bridgewater, NJ 08807

1. Complete the information requested below and sign this form

3. Mail your signed form, EOB and Proof of Payment to the address to the right
NOTE: Additional documentation, such as proof of billed claims or a CMS 1500 form, may be requested.

3
2%
g
2%
-]
3

Assignment of benefits:

[J If you paid your bill in full prior to the procedure and want the remittance check sent directly to you, check this box and complete Section A only.
Proof of payment is required.

[J If you did not pay your bill prior to the procedure and need the remittance payment sent directly to your provider's office, check this box and complete
Section A. NOTE: Section B must be completed by your provider.

>
c
A. PATIENTTO COMPLETE Fill out the patient information section and submit this form with a copy of your EOB and Proof of Payment. ;
First name: Last name: g.
N
Date of birth: / / Phone: Email: 2
Address: 3.
=3
City: State: Zip:
Signature: Date: / /

[ By signing above, you attest that the information provided in this claim is accurate, that expenses requested for payment here were eligible, actually incurred, and that they were not and will not be paid by
your insurance, Flexible Spending Account (FSA), Health Savings Account (HSA) or any other payer. You attest that you are not covered under Medicare, Medicaid, Medigap, TRICARE, Veterans Affairs (VA),
or Department of Defense (DoD), or any other government (state or federally-funded) program, and you understand that you are liable for any misrepresentations herein to the full extent of applicable law.
You attest that the use of QUTENZA is for an FDA-approved use, specifically diabetic nerve pain of the feet or post-shingles nerve pain. Please see page 2 for full Eligibility Criteria, Terms, and Conditions.

v

patient's insurance, Flexible Spending Account (FSA), Health Savings Account (HSA) or any other payer. You attest that the patient s not covered under Medicare, Medicaid, Medigap, TRICARE, Veterans Affairs
(VA), or Department of Defense (DoD), or any other government (state or federally-funded) program, and you understand that you are liable for any misrepresentations herein to the full extent of applicable
law. You attest that the use of QUTENZA is for an FDA-approved use, specifically diabetic nerve pain of the feet or post-shingles nerve pain. Please see page 2 for full Eligibilty Criteria, Terms, and Conditions.

Q (2]
At
HEALTHCARE PROVIDER DIRECTIONS E =p
Complete the treatment details in the section below, including the total amount(s) billed to insurance, in order to allow the patient to submit the form. 5
By completing Section B below, you understand that payment will be remitted directly to you and not the patient. ; Q
B. PROVIDER TO COMPLETE Provider to complete in order to remit payment directly to the provider, and not the patient.
Proof of Treatment
Medication Administration [ ] Yes [ ] No  Date of QUTENZA Treatment: / /
CPT code billed: Total amount billed for administration $
Proof of QUTENZA ©
[J QUTENZA J7336  Total amount billed to insurance for QUTENZA $ [J specialty pharmacy utilized (o) E
g5
Authorized office staff name: Signature: 5- Q
]
7 8y signing above, you attest that the information provided in this claim is accurate, that expenses requested for payment here were eligible, actually incurred, and that they were not and will not be paid by the «Q 3
Q

Administering HCP name: Practice NPI #: Date: / /
Address:
City: State: Zip: Office phone: (7]
[
T
5o
QUTENZA Savings Program is used only in conjunction with a commercial payer | Questions? Call 833-295-3579 31
=
=
33
The categories of personal information collected in this form include name, date of birth, and treatment details. The personal information collected will be used for enrollment form ﬁ
submission and eligibility approval for QUTENZA Savings Program and to perform research analytics on a de-identified basis. For more information about the categories of personal <
information collected by Averitas and the purposes for which Averitas uses personal i fon visit: Y averi com/privar X pg. 1 of 2 g
=

QZA-11-23-0016 v1.0 January 2024

J

Download the Patient Enrollment Form at o
QUTENZAhcp.com QUTenZCI
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Frequently Asked Questions

Why doesn’t QUTENZA have a specific procedure code?

CPT codes, or Current Procedural Terminology codes, are a set of medical codes used by healthcare providers to document and
bill for procedures and services. They are part of a standardized system developed by the American Medical Association to ensure
uniformity in the reporting and billing of medical, surgical, and diagnostic services across the healthcare industry. CPT codes are
designed primarily to cover procedures, services, and tests rather than the specific products (such as drugs) used within those
procedures. Claims processing systems are capable of linking the CPT code to product-specific codes (e.g., Healthcare Common
Procedure Coding System codes), as needed.

What procedure code should I use?

Determining coverage and reimbursement parameters and appropriate coding for a patient and/or procedure is always solely the
responsibility of the provider.

HCPs may need to consider several factors to ensure accurate billing and coding for services provided. How a procedure is
performed, and how complex that procedure is, may determine the appropriate code to select. Also, please note that there may
be different codes associated with where exactly on the body the procedure is performed. Finally, the use of modifiers may be
appropriate as explained above. Adhering to these guidelines will assist in achieving precise billing and securing appropriate
reimbursement for healthcare services.

What documentation should | submit when seeking reimbursement using an unlisted CPT code?

Unlisted codes do not correspond to a specific procedure or service. In instances where an unlisted code is utilized, your office may
be required, depending on the insurer, to furnish detailed information about the procedure. This may include a comprehensive
description of the procedure itself, the amount of time it took, the level of effort expended, and the equipment necessary to perform
the service. Additionally, you might be asked to identify a comparable procedure with an existing CPT code. Some insurers may
specify which existing code to use for comparison, while others will leave it to your discretion to choose the most analogous listed
code. The insurer will then assess the similarities and differences between your provided description and the comparable listed
procedure to determine the appropriate reimbursement for the unlisted code.

May | obtain QUTENZA from a local specialty pharmacy?

QUTENZA is available via an authorized specialty pharmacy network. Please contact My QUTENZA Connect or the specialty
pharmacy directly to determine if QUTENZA is available.

How long will it take for claims from the My QUTENZA Connect Cost Savings Program
to be processed?

It may take up to 4 weeks for the claim to be processed.

I received a denial because we administered the drug when the prior authorization was
“pending.” Now what do we do?

For more information on appealing claims, contact your Averitas Field Access Manager or My QUTENZA Connect.

REFERENCES:

1. Centers for Medicare & Medicaid Services (CMS). Who Are the MACs. https://www.cms.gov/files/document/ ab-jurisdiction-

mMap03282023pdf.pdf. Published March 28, 2023. Accessed August 11, 2023.

2. Centers for Medicare & Medicaid Services (CMS). New JZ Claims Modifier for Certain Medicare Part B Drugs: MLN Matters QUTe an@
Number: MM13056. https:// www.cms.gov/files/document/mm13056-new-jz-claims-modifier-certain-medicare-part-b-drugs.pdf. ——
Published June 2, 2023. Accessed June 20, 2023. (capsaicin) 8%Topical system
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