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XIAFLEX PRODUCT INFORMATION

Endo Pharmaceuticals Inc. created this handbook for office administration to provide support
for product acquisition and reimbursement as you use XIAFLEX® (collagenase clostridium
histolyticum), the only FDA-approved, nonsurgical treatment for adult patients with Dupuytren’s
contracture with a palpable cord. Up to 2 palpable cords affecting 2 joints in the same hand may
be injected or 1 palpable cord affecting 2 joints in the same finger may be injected at 2 locations
during a treatment visit. During the follow-up visit (approximately 24 to 72 hours after the
injection), a finger extension procedure may be necessary to help break the cord.1
This kit contains information needed to utilize the support resources offered for XIAFLEX®. It includes
benefits investigation forms, information about the drug acquisition process, and an overview of
financial assistance options for patients. This kit also contains a fax cover sheet, a coding table, and
sample claim forms designed to help you access XIAFLEX® for your appropriate patients and help to
submit claims correctly.
Reimbursement experts are available to answer questions and help you with the acquisition
and reimbursement process. We encourage you to take advantage of these support offerings for
XIAFLEX®. Please refer to page 11 for more information.

XIAFLEX® is the only FDA-approved, nonsurgical treatment for
adult patients with Dupuytren’s contracture with a palpable cord.1
• XIAFLEX® contains purified collagenase clostridium histolyticum, consisting
of 2 microbial collagenases that hydrolyze collagen1
• Injection of XIAFLEX® into a Dupuytren’s cord, which is composed mostly
of collagen, may result in enzymatic disruption of the cord1
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IMPORTANT SAFETY INFORMATION FOR XIAFLEX
• XIAFLEX is contraindicated in patients with a history of hypersensitivity to XIAFLEX or to collagenase used in any other therapeutic
application or application method
• In the controlled and uncontrolled portions of clinical trials in Dupuytren’s contracture, flexor tendon ruptures occurred after XIAFLEX injection.
Injection of XIAFLEX into collagen-containing structures such as tendons or ligaments of the hand may result in damage to those structures
and possible permanent injury such as tendon rupture or ligament damage. Therefore, XIAFLEX should be injected only into the collagen cord
with a metacarpophalangeal (MP) or proximal interphalangeal (PIP) joint contracture, and care should be taken to avoid injecting into tendons,
nerves, blood vessels, or other collagen-containing structures of the hand. When injecting a cord affecting a PIP joint of the fifth finger, the
needle insertion should not be more than 2 to 3 mm in depth and avoid injecting more than 4 mm distal to the palmar digital crease
• Other XIAFLEX-associated serious local adverse reactions in the controlled and uncontrolled portions of the clinical studies included pulley
rupture, ligament injury, complex regional pain syndrome (CRPS), sensory abnormality of the hand, and skin laceration (tear). In a historically
controlled post-marketing trial, the incidence of skin laceration (22%) was higher for subjects treated with two concurrent injections of
XIAFLEX compared with subjects treated with up to three single injections in the placebo-controlled premarketing trials (9%). Post-marketing
cases of skin laceration requiring skin graft after finger extension procedures and local skin and soft-tissue necrosis, some requiring skin
grafting, or other surgical interventions including finger amputation have been reported. Signs or symptoms that may reflect serious injury to
the injected finger/hand should be promptly evaluated because surgical intervention may be required
• In the controlled portions of the clinical trials in Dupuytren’s contracture, a greater proportion of XIAFLEX-treated patients (15%) compared
to placebo-treated patients (1%) had mild allergic reactions (pruritus) after up to 3 injections. The incidence of XIAFLEX-associated pruritus
increased after more XIAFLEX injections in patients with Dupuytren’s contracture
• Because XIAFLEX contains foreign proteins, severe allergic reactions to XIAFLEX can occur. Anaphylaxis was reported in a post-marketing
clinical trial in one patient who had previous exposure to XIAFLEX for the treatment of Dupuytren’s contracture. Healthcare providers should
be prepared to address severe allergic reactions following XIAFLEX injections
• In the XIAFLEX trials in Dupuytren’s contracture, 70% and 38% of XIAFLEX-treated patients developed an ecchymosis/contusion or an
injection site hemorrhage, respectively. Patients with abnormal coagulation (except for patients taking low-dose aspirin, eg, up to 150 mg
per day) were excluded from participating in these studies. Therefore, the efficacy and safety of XIAFLEX in patients receiving anticoagulant
medications (other than low-dose aspirin, eg, up to 150 mg per day) within 7 days prior to XIAFLEX administration is not known. In addition,
it is recommended to avoid use of XIAFLEX in patients with coagulation disorders, including patients receiving concomitant anticoagulants
(except for low-dose aspirin)
• In the XIAFLEX clinical trials for Dupuytren’s contracture, the most common adverse reactions reported in ≥25% of patients treated with
XIAFLEX and at an incidence greater than placebo were edema peripheral (eg, swelling of the injected hand), contusion, injection site
hemorrhage, injection site reaction, and pain in the injected extremity. Post-marketing experience – Syncope and presyncope have been
reported in patients treated with XIAFLEX for Dupuytren’s contracture. In some
cases, pain from injection and pain during finger extension procedures were
identified as potential triggers for syncopal events

Click for full Prescribing Information and Medication Guide.
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Identify potential candidates

• Identify eligible patients

– Some patients may be ineligible for surgery or would prefer an in-office procedure
• Speak with your appropriate patients about XIAFLEX® as a treatment option

2

Verify insurance benefits

• Endo Advantage™ can help you determine a patient’s coverage, out-of-pocket costs,
prior authorization (PA) requirements, if applicable, and drug acquisition options

For vials obtained through the Specialty Pharmacy, it is recommended that
you acquire XIAFLEX® prior to scheduling the patient
• Schedule patient injection visit
– The Specialty Pharmacy or Distributor will work with your practice to coordinate a
delivery date with the patient’s scheduled visit

5

Treat patient

• Perform the XIAFLEX® procedure
• Schedule a follow-up visit (approximately 24 to 72 hours after the injection), where a
finger extension procedure will be performed if a contracture persists

Patient Coverage

Always check patient benefits prior to obtaining XIAFLEX®

Schedule patient

XIAFLEX® Treatment and
Reimbursement Process

– XIAFLEX® (collagenase clostridium histolyticum) is indicated for adults with
Dupuytren’s contracture with a palpable cord
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SIX STEPS TO HELP STREAMLINE THE XIAFLEX REIMBURSEMENT PROCESS
®

– Financial assistance may be available for those patients who qualify

6

• Submit the claim; the following resources are available to help:
– Your Field Reimbursement Manager

• There are 2 options for obtaining XIAFLEX® (subject to payor requirements)
– Buy-and-Bill: Purchase XIAFLEX® from a Specialty Distributor and receive
reimbursement from the payor after XIAFLEX® is administered

• For more information on the steps in the drug acquisition process and a list of
specialty pharmacies and distributors that dispense XIAFLEX®, turn to the acquisition
section of this guide on page 7
Please see Indication and Important Safety Information.
Click for full Prescribing Information and Medication Guide.

– Endo Advantage™ at 877-XIAFLEX (877-942-3539)
• Can help monitor claims to confirm payor processing and payment
• Can provide templates for appeals in case a XIAFLEX® claim is denied

Resources and Support

– Specialty Pharmacy assignment of benefits: Obtain XIAFLEX® through a Specialty
Pharmacy that will bill the payor for XIAFLEX®

• Can review your claims for completeness and provide suggested codes

XIAFLEX® Acquisition

3

Obtain XIAFLEX®

File claim

INSURANCE BENEFIT VERIFICATION CHECKLIST

INSTRUCTIONS FOR COMPLETING THE
PRESCRIPTION AND BENEFITS INVESTIGATION FORM

COVERAGE

ACCESS PREFERENCE

1

Please choose your preferred method for receiving XIAFLEX®

Is XIAFLEX (collagenase clostridium histolyticum) covered under this patient’s health insurance plan?
®

Prescription and Benefits Investigation Form

Is XIAFLEX® covered in the desired setting of care?

Phone: 877-XIAFLEX (877-942-3539)

1

Does the insurer mandate any special distribution requirements for coverage (eg, Specialty Pharmacy)?
What are the patient’s out-of-pocket costs for XIAFLEX ?
®

Does the patient have an annual copay, deductible, or lifetime maximum? If yes, has this been met?

Our XIAFLEX® Copay Assistance Program isn’t the only way we’re trying to help make treatment
more affordable for your eligible patients. To find out about other options for financial support, call
1-866-585-5591.
Some payors may require prior authorization (PA). If Endo Advantage™ determines that your
patient’s insurer requires a PA, the information will be included in the additional information
section of the Prescription and Benefits Investigation Form.

Specialty Pharmacy Triage

Address

I have read and understand the Patient Authorization on the back of this form and agree to the terms.
I am entitled to a copy of this authorization. This authorization expires 5 years from the date signed below.

Patient Signature

B

How is it submitted? How long does it take?
Will the payor provide a PA number to be included on the claim form?
If a Specialty Pharmacy provides XIAFLEX®, who obtains the PA—
the physician’s office or the Specialty Pharmacy?

Patient Printed Name

Please see Indication and Important Safety Information.
Click for full Prescribing Information and Medication Guide.

Last 4 #s of SSN
DOB

NOTE: Copy of insurance card[s] acceptable in lieu of completing insurance information
below. Please include both sides of card.

!

Policy Holder

Group #

Policy #

Phone #

Clinical Information*

Physician Name

*Please research benefits assuming 1 vial used or 2 vials used on day of administration.
NOTE: Please submit clinical notes and supporting documentation for the following
! items along with the form.

Physician Specialty

Anticipated Initial
Injection Date

Number of vials to be used
on the above injection date

Diagnosis Code M72.0

Practice Name

4

Practice Ship-to Address
City

State

ZIP

Yes

1

2

No

RIGHT HAND: # of MP joints to treat
Affected finger(s): R2 R3 R4 R5

# of PIP joints to treat

LEFT HAND: # of MP joints to treat
Affected finger(s): L2 L3 L4 L5

# of PIP joints to treat

Contracture has a palpable cord

NPI #

DEA #

Tax ID #

Medicare PTAN

5

XIAFLEX® XTRA Healthcare
Provider Enrollment ID #
XIAFLEX XTRA Healthcare
Setting Enrollment ID #
®

RIGHT HAND: degree of contracture

MP

PIP

LEFT HAND: degree of contracture

MP

PIP

Positive
tabletop test

5

Prescription Information
I authorize US Bioservices Corporation to act as my representative, and on behalf of myself
and my patient, to initiate any de minimis authorization processes from applicable health
plans, if needed, including the submission of any necessary forms to such health plans.
Date

Contact Person

Prescriber Signature Required (no stamps)
Fax #

• Letter of medical necessity

For live support from our trained specialists, call Endo Advantage™ at 877-XIAFLEX (877-942-3539), Monday through Friday,
9:00 AM to 8:00 PM ET. For general, non-patient–specific questions about coverage and PA, please contact your Field
Reimbursement Manager.

Mobile
Phone #

Physician Ship-to Information

Please see Indication and Important Safety Information for
XIAFLEX® on reverse.
Please see the accompanying full
Prescribing Information and Medication Guide.

• History of past therapies
and results

ZIP

The following information should be filled out by your Healthcare Provider

MOST THIRD-PARTY
PAYORS REQUIRE:

• P atient medical records
with appropriate chart notes

State

Endo Advantage™ will
use this information to
research medical and
pharmacy coverage
for XIAFLEX® and
related procedures,
triage prescriptions to a
Specialty Pharmacy, as
appropriate, and verify
the need for PA

In New York, please attach all prescriptions on official New York prescription forms.
In Iowa, please submit prescriptions electronically to US Bioservices.
In Florida, it may be required that you submit prescriptions electronically.
XIAFLEX® (collagenase clostridium histolyticum) for injection, 0.9 mg Single-use Vial
Sig: Inject 0.58 mg of XIAFLEX® into each of 1 or 2 palpable Dupuytren’s cord(s) with a contracture of
a metacarpophalangeal (MP) joint or a proximal interphalangeal (PIP) joint. Up to 2 joints in the same
hand may be treated during a treatment visit. Injections may be administered up to 3 times per cord at
approximately 4-week intervals.

Dispense:

1 vial

2 vials

Up to 2 joints in the same hand may be treated during a treatment visit.
Refill:

times NDC# 66887-003-01

Rx INFORMATION
When completed,
this section serves
as a prescription
for XIAFLEX®

Each vial of XIAFLEX® and sterile diluent should only be used for a single injection. If 2 joints on the same hand are to
be treated during a treatment visit, separate vials and syringes should be used for each reconstitution and injection.
I appoint Endo AdvantageTM, administered by Careform as my agent, to convey on my behalf to the
pharmacy the prescription described herein.

Date
Prescriber Signature Required (no stamps)
Yes

Request syringes for reconstitution and administration, (1-mL hubless
No syringe, 0.01-mL graduations, permanently fixed, 27-gauge 1/2” needle)

Resources and Support

How long or how many injections/vials will the PA cover?

Date

Contact Email

• Payor-specific PA form

City

Primary
Insurance

I have read and understand “Opt-in for Text Messages from US Bioservices” on the back
of this form and expressly authorize US Bioservices Corporation (“US Bio”) and its partners to
contact me via text with information about my prescription, such as refill reminders.

Contact Phone #

What information or form is needed by the payor?

MI

Email

Patient Printed Name

Patient Signature

4
Shipments of
XIAFLEX® for this
patient will be
delivered to this
practice location

Last
Name

Date

II. Opt-in for Text Messages from US Bioservices

Patients should
carefully read this
section before
signing the
completed form

SHIP-TO
INFORMATION

Benefit Investigation with Limited PA Support

First
Name

I. Patient Authorization to Share Health Information

A

2

Patient Information

XIAFLEX® Acquisition

PRIOR AUTHORIZATION REQUIREMENTS (IF APPLICABLE)

PATIENT
AUTHORIZATION

Benefit Investigation only

3

Patient Coverage

For assistance in determining coverage availability and prior authorization requirements for a particular patient, complete the
Prescription and Benefits Investigation Form and fax it to Endo Advantage™ at 1-877-909-2337.

2

3

Requested Service:

PATIENT
INFORMATION

Fax: 1-877-909-2337

XIAFLEX® Treatment and
Reimbursement Process

Is XIAFLEX® covered under the patient’s medical or pharmacy benefit?

Is the patient eligible for:
The XIAFLEX® Copay Assistance Program (for commercially insured patients)?
The Patient Assistance Program (for uninsured patients)?

XIAFLEX® Product
Information

PATIENT BENEFIT COVERAGE INFORMATION

The Benefits Investigation (BI) Results Form, available from Endo Advantage™,
summarizes coverage for an individual patient.

This table
summarizes the
results of the
investigation of the
patient’s insurance
coverage. This is
not a guarantee of
reimbursement

Disclaimer: The Endo Advantage™ Program is an information service only. The information contained below has been provided
by the insurer or third-party payor. This is not a guarantee of coverage or reimbursement now or in the future, and the
Endo Advantage™ Program disclaims liability for payment of any claims, benefits, or costs. Confidentiality Notice: This message
may contain CONFIDENTIAL information concerning the named addressee. If you are not the named addressee or his/her
authorized representative, your DISCLOSURE or USE of this information is PROHIBITED. If you receive this message in error,
please notify us promptly and then destroy this document.
To:
Physician Name:
Fax Number:

1

2

Patient Name:
Insurer Name:
Insurer Phone:

This section
provides guidelines
for XIAFLEX® billing.
As a provider, you
are solely
responsible for
billing third-party
payors correctly

Major Medical Benefit

Date of Birth:
Patient Case Number:
Number of vials researched:

ADDITIONAL
INFORMATION
Review this area for
information about the
next steps in the drug
acquisition process

Site of Care
®

Coverage for XIAFLEX (collagenase
clostridium histolyticum)

3

Allowable Amount
Limitations/Restrictions
Deductible

4

Patient Copay and/or Co-insurance

PATIENT
DETAILS

2

Out-of-Pocket Maximum
Annual Maximum

5

5

Specialty Pharmacy — Major Medical Benefit

COVERAGE
FOR XIAFLEX®
3

Specialty Pharmacy — Prescription Benefit

IMPORTANT: This message is intended for the use of the person or entity to which it is addressed and may contain information that is
confidential, the disclosure of which is governed by applicable law. If you are not the intended recipient or the employee or agent responsible for
delivering it to the intended recipient, you are hereby notified that any dissemination, distribution, or copying of this information is STRICTLY
PROHIBITED. If you received this documentation in error, please notify us immediately and destroy the related documentation. This is not a
guarantee of insurance benefits. All benefits are subject to the insured’s plan. Under no circumstances shall the Endo Advantage™ Program be
held responsible or liable for payment of any claims, benefits, or cost.

Endo Advantage™ Program

Toll-Free Phone 877-942-3539

© 2017 Endo Pharmaceuticals Inc.

MM-05166/November 2017

Endo Advantage™ Program
© 2017 Endo Pharmaceuticals Inc.

Toll-Free Phone 877-942-3539

Toll-Free Fax 877-909-2337
MM-05166/November 2017

*NOTE: Coding is part of the clinical decision. Please use codes that most accurately reflect
the procedures performed. Suggestions by Endo Pharmaceuticals Inc. do not guarantee
reimbursement or take the place of professional coding advice.

Resources and Support

Please see Indication and Important Safety Information.
Click for full Prescribing Information and Medication Guide.

Toll-Free Fax 877-909-2337

Depending on the
patient’s insurance,
you may need
to obtain PA for
XIAFLEX® (J0775)

IMPORTANT: This message is intended for the use of the person or entity to which it is addressed and may contain information that is
confidential, the disclosure of which is governed by applicable law. If you are not the intended recipient or the employee or agent responsible for
delivering it to the intended recipient, you are hereby notified that any dissemination, distribution, or copying of this information is STRICTLY
PROHIBITED. If you received this documentation in error, please notify us immediately and destroy the related documentation. This is not a
guarantee of insurance benefits. All benefits are subject to the insured’s plan. Under no circumstances shall the Endo Advantage™ Program be
held responsible or liable for payment of any claims, benefits, or cost.

XIAFLEX® Acquisition

Endo Advantage™
will provide
confirmation of
the number of
joints treated

®

Buy and Bill — Major Medical Benefit (J0775)
1 vial – 90 units; 2 vials – 180 units

This section
provides details
about coverage for
XIAFLEX® with each
access method

ADDITIONAL INFORMATION

7

Prescription Benefit

Coverage for XIAFLEX (collagenase clostridium histolyticum) (J0775)

COVERAGE
FOR XIAFLEX®
(J0775)

Finger Manipulation (26341)

As a provider, you are solely responsible for billing third-party payors correctly. The information included here was provided by
the payor. Contact the payor if you have any questions about the codes.

2

Patient Benefits

Injection (20527)

Patient Coverage

BILLING
GUIDELINES

6

7

From:
Pages:
Date:

PRIMARY PLAN TYPE:

4

Coverage for the Injection (20527) and Finger Manipulation (26341) Procedures

You may use the
suggested codes*
shown in this section
to bill for the injection
and finger manipulation
procedure of XIAFLEX®

Endo Advantage™ Program
Benefits Investigation (BI) Results Form

BENEFITS

COVERAGE FOR
THE INJECTION
AND FINGER
MANIPULATION

XIAFLEX® Treatment and
Reimbursement Process

1
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NOTIFICATION OF PATIENT’S BENEFITS

FOR UNINSURED PATIENTS
Endo Pharmaceuticals Inc. offers a Patient Assistance Program (PAP) that provides XIAFLEX®
(collagenase clostridium histolyticum) to eligible patients without health insurance benefits who meet
specific program criteria, including income levels. Patients should call 1-866-585-5591 to learn more
about their eligibility for the Patient Assistance Program (PAP).

PHYSICIAN INFORMATION
Physician Name

Physician Specialty

Practice Name

Contact Person

PHYSICIAN
CERTIFICATION

Practice Address

1

City

State

Fax #

Phone #

Phone Type

Alternate Phone #

ZIP
Main

Direct

Mobile

Contact Email
Product

1

XIAFLEX®

PHYSICIAN CERTIFICATION
My signature below certifies (1) that the person named on this form is my patient and that XIAFLEX® (collagenase clostridium histolyticum) received in response to this application is only for the use of the
patient named on this form; (2) that this medication will not be offered for sale, trade, or barter; (3) that no claim for reimbursement of either XIAFLEX® or related medical procedures and services will be
submitted to Medicare, Medicaid, or any third party; (4) that XIAFLEX® will not be returned for credit; (5) that Endo Pharmaceuticals Inc. and its agents have the right to contact my patient directly to confirm
receipt of XIAFLEX®, and to revise, change, or terminate this program at any time; (6) that to the best of my knowledge my patient meets Endo’s criteria for the Endo Advantage™ Patient Assistance Program;
and (7) that the information provided in this application is complete and accurate.

Physician Signature

PATIENT INFORMATION
Last Name

First Name

MI

Date of Birth

Address
City

State
Alternate Phone #

Total Household Income

Total # of Dependents

ZIP

2

ELIGIBILITY AND TREATMENT INFORMATION
Insurance: Patient is uninsured (no third-party or private insurance)
Residency: US resident or permanent citizen

Yes

No

Diagnosis: Dupuytren’s contracture ICD-10 M72.0

Yes

No

3

Yes

No

Income documentation attached
(1040, 1040EZ, SSI Letter, SSDI, IRS-4506-T, Notarized Letter)
Total number of joints to treat

Yes

No

The information
provided in this
section will be used
to confirm the
patient’s eligibility.
Eligible patients may
receive free product
through the XIAFLEX®
Patient Assistance
Program

PATIENT CERTIFICATION AND CONSENT
I would like to receive XIAFLEX® at no charge through the Endo Advantage™ Patient Assistance Program. I understand that all the information I provide in connection with this application will be used to determine my eligibility to participate
in the Endo Advantage™ Patient Assistance Program.
I certify that I do not have coverage for prescription drugs under Medicare, Medicaid, or any other public or private insurance plan, nor am I able to receive XIAFLEX® under any other assistance program.
I understand that Endo Pharmaceuticals Inc., the sponsor of the Endo Advantage™ Patient Assistance Program, reserves the right to modify or discontinue this program with respect to any patient, or in its entirety, at any time. I also
understand that although XIAFLEX® may be given to me at no charge now, this does not mean I will be entitled to receive it at no charge indefinitely.
I consent to the release and disclosure of personal information, including my medical records, name, Social Security number, address, and date of birth to Endo Pharmaceuticals Inc., its agents, distributors, or other designated representatives
who may need my personal information to process this application, assure continuity of care, and in order for me to receive XIAFLEX® at no charge. I hereby expressly authorize my physician to release to the Endo Advantage™ Patient
Assistance Program all information that may be required in connection with this application. I also authorize the Endo Advantage™ Patient Assistance Program, Endo Pharmaceuticals Inc., and its agents to release medical information and
related information to each other in order for me to receive XIAFLEX®. I understand that this information will not be used for any other purpose unless I give written consent, the government requires it, or the Endo Advantage™ Patient Assistance
Program removes my name and any other identifying information.
I hereby certify the accuracy of the information submitted on, and in connection with, this application. I also acknowledge that Endo Pharmaceuticals Inc. and its agents have the right to verify my eligibility for the Patient Assistance
Program, to audit reported financial and insurance information and medical records, to contact me directly to confirm receipt of XIAFLEX®, and to revise, change, or terminate this program at any time.

Patient Signature

Date

Please see Indication and Important Safety Information for XIAFLEX (collagenase clostridium histolyticum) on reverse.
Please see the accompanying full Prescribing Information, including Medication Guide.
®

Please see Indication and Important Safety Information.
Click for full Prescribing Information and Medication Guide.

Patients should
carefully read this
section before signing
the completed form

PROGRAM DETAILS:
• T he program may cover up to $1200 of your patient’s out-of-pocket costs for each vial of XIAFLEX®
• T he XIAFLEX® Copay Card is a multiuse card, so it may be used multiple times by the same
patient, up to the $1200 limit per vial
•O
 ther costs such as office visits or injection procedure costs are not covered by the XIAFLEX®
Copay Program
•C
 opay Program reimbursement is subject to verification of eligibility by Endo at its sole discretion, as well
as all the terms and conditions of the XIAFLEX® Copay Program, which can be found at XIAFLEX.com
• P atients who participate in Medicare, Medicaid, or other state or federally funded programs, or who
reside in states where this offer is prohibited by law, are not eligible for the XIAFLEX® Copay Program
If your office uses a Specialty Distributor (Besse Medical) to obtain XIAFLEX®,
remind your eligible patients to complete the Copay Reimbursement Form. Your
office then submits the completed form, along with Explanation of Benefits or the
patient’s receipt, similar to how you bill for a secondary insurance, to determine the
amount that will be reimbursed and the amount your patient may owe for XIAFLEX®.
• The Copay Reimbursement Form is available at XIAFLEX.com
If your office works with a Specialty Pharmacy (US Bioservices) to acquire
XIAFLEX®, the Copay Program will automatically be applied for all eligible patients.

Resources and Support

Endo Pharmaceuticals Inc. reserves the right to make an independent determination of financial and medical need.
Please send this completed form to: Endo Advantage™ Patient Assistance Program
Address: 6000 Park Lane, Pittsburgh, PA 15275
Phone: 1-877-942-3539

PATIENT
CERTIFICATION
AND CONSENT
3

*Based on analysis of claims filed September 2011 through March 2018.

XIAFLEX® Acquisition

Daytime Phone #

ELIGIBILITY
AND TREATMENT
INFORMATION
2

Date

•R
 eceiving or received XIAFLEX® for an approved indication and in a manner consistent with the
instructions for administration of XIAFLEX®
•U
 ninsured or have insurance that is not provided by Medicare, Medicare Prescription Drug Benefit
plans, Medicare Advantage, Veterans Affairs (VA), Medicaid, or similar federal or state programs
and the offer is not otherwise prohibited by law
• 18 years of age or older
• Patients who have paid or are obligated to pay out-of-pocket costs for a dose of XIAFLEX®
• Patient has not used this program within the last 30 days
No other purchase is necessary to receive this offer. Restrictions apply. See full Terms and
Conditions at XIAFLEX.com.

Patient Coverage

XIAFLEX® Managed Distribution Program Site ID #

You should carefully
read this section
before signing the
completed form

PATIENT ELIGIBILITY REQUIREMENTS INCLUDE:
XIAFLEX® Treatment and
Reimbursement Process

Patient Assistance Program Application

MOST ELIGIBLE PATIENTS WITH COMMERCIAL
INSURANCE PLANS PAID $0 THROUGH THE
®
2
XIAFLEX COPAY ASSISTANCE PROGRAM *

XIAFLEX® Product
Information

PATIENT ASSISTANCE PROGRAM

OBTAINING XIAFLEX® (COLLAGENASE CLOSTRIDIUM HISTOLYTICUM)
FROM A SPECIALTY DISTRIBUTOR OR A SPECIALTY PHARMACY

Description

Specialty Pharmacy
(Assignment of Benefits)

• Provider’s practice purchases
XIAFLEX® prior to the procedure

• P rovider’s practice orders XIAFLEX®
from a Specialty Pharmacy

• Provider submits a claim to the
patient’s insurer for the drug and the
physician services

• S pecialty Pharmacy ships XIAFLEX®
to provider’s office and bills the
insurance plan directly for the drug
• P rovider bills the patient’s insurer for
the physician services

HEALTHCARE PROVIDER (HCP) BILLS FOR DRUG AND
PROFESSIONAL SERVICES

STEP 2

STEP 3

HCP selects an
Endo-contracted
Specialty Distributor

Endo Advantage™
verifies patient’s
insurance benefits

Upon approval, HCP contacts
Specialty Distributor and
purchases XIAFLEX®

Payor

Note: If ordering for a specific
patient, specify 1 or 2 vials

• Medicare Part B

• Many commercial payors

• Many commercial payors

• Most state Medicaid programs

• Some state Medicaid programs

• The distributor may offer up to 90
days to pay for the order

• No upfront purchase of XIAFLEX®
• The Specialty Pharmacy will check
patient benefits, help manage the
PA process (with your support), and
manage claim filing for the drug

STEP 4

STEP 5

Specialty
Distributor ships
drug to HCP

HCP administers drug, bills
payor (for drug and procedure),
and pays Specialty Distributor

• Provider does not bill for the drug
(but bills for the physician services)

Insurers may require you to use a specific acquisition method. For information on a particular
insurer, call Endo Advantage™ at 877-XIAFLEX (877-942-3539), Monday through Friday,
from 9:00 AM to 8:00 PM ET, or contact your Field Reimbursement Manager.

Please see Indication and Important Safety Information.
Click for full Prescribing Information and Medication Guide.

Resources and Support

Always check patient benefits prior to obtaining XIAFLEX .
®

XIAFLEX® Acquisition

• Just-in-time shipping eliminates the
need to hold inventory

Features

Patient Coverage

STEP 1

XIAFLEX® Treatment and
Reimbursement Process

Specialty Distributor
(Buy-and-Bill)

SPECIALTY DISTRIBUTOR (BUY-AND-BILL)
ACQUISITION METHOD

XIAFLEX® Product
Information

XIAFLEX ACQUISITION
®

WHAT TO EXPECT FROM THE SPP
When your signed prescription is forwarded to a Specialty Pharmacy, either directly by your office
or through Endo Advantage™ under your direction, the receiving Specialty Pharmacy will initiate
its process to dispense XIAFLEX® (collagenase clostridium histolyticum). That process will include
the following key steps:

HCP BILLS ONLY FOR PROFESSIONAL SERVICES
BE PREPARED

ALERT THE PATIENT

Typical processing time is
2 weeks; some cases may
take up to 4 weeks

SPPs may need to
communicate directly with
you to gather additional
information about
insurance and processing
needs. Additionally, you
may be required to submit
a PA request

Patients should expect a
call from the SPP. They
will be asked to accept the
prescription and to make
arrangements to pay their
copay, if applicable

Acknowledgment of prescription receipt
• The pharmacy will acknowledge initial receipt of your prescription within
24 hours via fax
Perform a benefits investigation
• The pharmacy will begin an internal benefits investigation of the patient’s
benefits. The results of this benefits investigation will be communicated to
you via fax within 24 hours of completion of this process

STEP 1
HCP submits Prescription and
Benefits Investigation Form to Endo
Advantage™ for benefit verification.
Then, the HCP may send the form
directly to the appropriate SPP

STEP 2
SPP verifies patient’s insurance
benefits and identifies any
PA requirements and patient
financial responsibilities

STEP 3
SPP notifies patient of
any financial obligations
(copayment/co-insurance) and
asks him or her to accept the
Rx order

Contact the patient
• The pharmacy will directly contact the patient with the results of its
benefits investigation, ask the patient to accept the prescription, and make
arrangements to collect any copay or co-insurance
Schedule XIAFLEX® shipment with your office
• The pharmacy will coordinate with your office to schedule the initial
XIAFLEX® product shipment date and any subsequent refills

STEP 5
SPP coordinates
with HCP to schedule
drug shipment

STEP 6
SPP dispenses drug for
individual patient with
prescription label attached
and ships drug to HCP site

STEP 7
HCP administers drug
and bills payor for
physician services

Inquire about a refill
• The pharmacy will communicate with your office approximately 14 days after
dispensing the initial prescription to inquire about the necessity of a refill.
Please make sure to clearly indicate 1 or 2 vials*
*Injections and finger extension procedures may be administered up to 3 times per cord at approximately 4-week intervals.1

Please see Indication and Important Safety Information.
Click for full Prescribing Information and Medication Guide.

Resources and Support

STEP 4
SPP bills payor for drug
and bills patient for
any copayment or
co-insurance

XIAFLEX® Acquisition

Note: Please make sure to clearly
indicate 1 or 2 vials on form

• The pharmacy should provide periodic updates on the status of the
prescription; however, this will vary between pharmacies. It is always
recommended that your office contact the specific pharmacy directly with
any questions regarding the status of the prescription

Patient Coverage

Provide updates on the prescription status

XIAFLEX® Treatment and
Reimbursement Process

ALLOW TIME

XIAFLEX® Product
Information

SPECIALTY PHARMACY PROVIDER (SPP)
ACQUISITION METHOD

When a practice obtains XIAFLEX® (collagenase clostridium histolyticum) from a Specialty
Distributor, the practice pays for the drug and then bills the insurance plan for both the
drug and the procedure.

OFFICE MANAGEMENT TOOLS AND TEMPLATE LETTERS ARE AVAILABLE
FROM YOUR FIELD REIMBURSEMENT MANAGER OR ENDO ADVANTAGE™:

Besse Medical
1-800-543-2111 (phone)
1-800-543-8695 (fax)
Besse.com

• Sample letter of medical necessity
• Sample appeal letters for denied injection and finger extension procedure claims (available digitally)
The materials included in this kit will help you incorporate XIAFLEX® into your practice and interact with payors.

[Date]
[Insurance contact name]
[Insurance contact title]
[Name of insurance company]
[Insurance street address]
[City, state, ZIP code]

SPECIALTY PHARMACY

Patient name: [First and last name]
Patient date of birth: [XX/XX/XXXX]
SS #: [XXX-XX-XXXX]
Insurance ID #: [XXXXXXXXXXXXXXX]
Group #: [XXXXXXXXXX]

US Bioservices
1-855-534-8323 (phone)
1-888-418-7246 (fax)
USBioservices.com

This letter provides clinical justification for [patient’s name] to receive up to two injections in the same hand with the potential
of up to 3 injections per cord, at approximately 4-week intervals, of XIAFLEX® for the treatment of [his/her] Dupuytren’s
contracture with a palpable cord.
XIAFLEX® is indicated for the treatment of adult patients with Dupuytren’s contracture with a palpable cord. Up to two cords in
the same hand may be injected at a treatment visit. Two palpable cords affecting two joints may be injected or one palpable cord
affecting two joints in the same finger may be injected at two locations during a single treatment visit. If a patient has other cords
with contractures, those cords are injected at another treatment visit approximately 4 weeks apart.

M
A

[Patient’s name] was diagnosed with Dupuytren’s contracture on [date]. The patient has [specify number of cord(s) and
degree(s) of contracture for MP joint release and/or PIP joint release]. The contracture(s) [has/have] resulted in [detail impact
on patient’s range of motion, including specific impact on joints and fingers]. By treating [patient’s name] with XIAFLEX®, I
anticipate the following outcomes: [express the physician’s professional opinion about the potential to reach the anticipated
outcome]. [If appropriate, provide any past clinical experiences that the physician may have had with XIAFLEX®.]
I will be using the following codes to bill for the XIAFLEX® and procedures:
[Insert code(s)]

may be best for your patients and your practice, ask
your Sales Professional or call Endo Advantage™ at

S

If you have any questions regarding the material that I have provided, please do not hesitate to contact me. Thank you in advance
for your prompt attention to this matter.
Sincerely,

[Physician’s name and credentials]
[Title]
[Name of practice]
[Street address]
[City, state, ZIP code]
[Phone number]

Enclosures: [Patient medical records/chart notes]
[XIAFLEX® (collagenase clostridium histolyticum) full Prescribing Information]

Resources and Support

MM-05688/January 2022

Please see Indication and Important Safety Information.
Click for full Prescribing Information and Medication Guide.

XIAFLEX® Acquisition

If you are unsure about which XIAFLEX access option
®

877-XIAFLEX (877-942-3539).

E
L

P

Dear [Insurance contact name]:

Patient Coverage

When a practice obtains XIAFLEX® from a Specialty Pharmacy, the pharmacy bills the
insurance plan directly for the drug and the practice bills the insurance plan only for
physician services.

Re: Letter of Medical Necessity for XIAFLEX® (collagenase clostridium histolyticum)

XIAFLEX® Treatment and
Reimbursement Process

SPECIALTY DISTRIBUTOR

SUCCESSFULLY NAVIGATE XIAFLEX BILLING AND
CLAIMS WITH HELP FROM ENDO

XIAFLEX® Product
Information

PRODUCT ACQUISITION

®

POSSIBLE CODES FOR TREATING 2 JOINTS
IN THE SAME HAND IN 1 VISIT

XIAFLEX® (collagenase clostridium histolyticum) is indicated for the treatment of adult
patients with Dupuytren’s contracture with a palpable cord.

• T he codes used to describe single joint treatment of adult patients with Dupuytren’s contracture with a palpable
cord may also be used to describe treatment of up to 2 joints in the same hand during a treatment visit

XIAFLEX® Billing for Healthcare Provider Offices, Hospital Outpatient Departments, and
Ambulatory Surgery Centers

XIAFLEX® Billing for Healthcare Provider Offices, Hospital Outpatient Departments, and
Ambulatory Surgery Centers

Injection

Procedure Code

Drug Code

ICD-10-CM

Procedure Code

Drug Code

M72.0
Palmar
fascial
fibromatosis
[Dupuytren]

20527: Injection, enzyme
(eg, collagenase),
palmar fascial cord (ie,
Dupuytren’s contracture)

J0775 (represents 0.01 mg of XIAFLEX®)

M72.0
Palmar
fascial
fibromatosis
[Dupuytren]

20527: Injection, enzyme (eg,
collagenase), palmar fascial cord
(ie, Dupuytren’s contracture)
Bill as 2 units OR
Two separate lines of 1 unit
Line 1: 1 unit
Line 2: 1 unit and apply the
most appropriate modifier

J0775 (represents 0.01 mg of XIAFLEX®)

M72.0
Palmar
fascial
fibromatosis
[Dupuytren]

26341: Manipulation,
palmar fascial cord (ie,
Dupuytren’s cord), post
enzyme injection (eg,
collagenase), single cord
(10-day global)

M72.0
Palmar
fascial
fibromatosis
[Dupuytren]

26341: Manipulation, palmar
fascial cord (ie, Dupuytren’s
cord), post enzyme injection
(eg, collagenase), single cord
(10-day global)
Bill as 2 units OR
Two separate lines of 1 unit
Line 1: 1 unit
Line 2: 1 unit and apply the
most appropriate modifier
AND
29130*: Application of finger
splint; static

Commercial:
Bill as 90
units

Medicare:
Bill as two separate lines
Line 1: J0775 (58 units†)
Line 2: J0775 (32 units†)
and apply the JW modifier

Injection

N/A

AND
29130*: Application of
finger splint; static
*Application of finger splint should be used only when the procedure is performed in a physician’s office.
These amounts are provided as an example of the recommended dose and wastage in accordance with the XIAFLEX® Prescribing Information.
‡
These amounts represent 58 units per cord/joint (total of 116 units) and wastage of 32 units per cord/joint (total of 64 units) and are provided as an
example of the recommended dose and wastage in accordance with the XIAFLEX® Prescribing Information.
†

NOTE: Coding is part of the clinical decision. Please use codes that most accurately reflect the procedures performed. Suggestions by
Endo Pharmaceuticals Inc. do not guarantee reimbursement or take the place of professional coding advice.

Please see Indication and Important Safety Information.
Click for full Prescribing Information and Medication Guide.

Medicare:
Bill as two separate lines
Line 1: J0775 (116 units‡)
Line 2: J0775 (64 units‡)
and apply the JW modifier

N/A

It is possible that any given payor may accept or require a different coding paradigm for same-day,
dual cord treatments such as the use of modifier 51, 76, 59, or XS and/or billing service individually on
separate line items. Please contact Endo Advantage™ (877-942-3539) or the payor’s Provider Service
Representative to acquire more information on coding guidance.

Resources and Support

SOURCES: ICD-10 code lookup. Centers for Medicare & Medicaid Services website. https://www.cms.gov/medicare-coverage-database/
staticpages/icd-10-code-lookup.aspx. Accessed January 27, 2022.
Billing and coding guidelines. Centers for Medicare and Medicaid Services website. https://downloads.cms.gov/medicare-coverage-database/lcd_
attachments/30153_18/l30153_ms007_cbg_010112.pdf. Accessed January 27, 2022.
Optum360® EncoderPro.com. https://www.encoderpro.com/epro/logon.do. Accessed January 27, 2022.
Correct coding for finger splint applications. Optum360® EncoderPro.com. https://www.encoderpro.com/epro/logon.do. Accessed January 27, 2022.
CPT® is a registered trademark of the American Medical Association.

Follow-up
Visit

Commercial:
Bill as
180 units

XIAFLEX® Acquisition

ICD-10-CM

Patient Coverage

Follow-up
Visit

XIAFLEX® Possible Coding

XIAFLEX® Treatment and
Reimbursement Process

XIAFLEX® Possible Coding

XIAFLEX® Product
Information

POSSIBLE CODES FOR TREATING A SINGLE
JOINT AT 1 VISIT

YOUR SALES PROFESSIONAL IS YOUR PRIMARY RESOURCE FOR INFORMATION
AND PROCESS SUPPORT RELATED TO ACQUIRING XIAFLEX®.

ENDO ADVANTAGE™ IS ALSO AVAILABLE TO PROVIDE ANSWERS TO YOUR
REIMBURSEMENT QUESTIONS
For live support from our trained helpline specialists, call Endo Advantage™ at 877-XIAFLEX
(877-942-3539), Monday through Friday, 9:00 AM to 8:00 PM ET.

Your Field Reimbursement Manager is ready to help you with:
• Coverage and logistical questions

ENDO ADVANTAGE™

• Product access options
• Coding questions

XIAFLEX® Treatment and
Reimbursement Process

TO ADDRESS CASE-SPECIFIC CODING, BILLING, AND REIMBURSEMENT
QUESTIONS, YOUR SALES PROFESSIONAL CAN REFER YOU TO YOUR FIELD
REIMBURSEMENT MANAGER.

ENDO PHARMACEUTICALS INC. IS COMMITTED
®
TO HELPING PATIENTS ACCESS XIAFLEX

XIAFLEX® Product
Information

DEDICATED SUPPORT

• Patient access resources
Patient Coverage
Resources and Support

Please see Indication and Important Safety Information.
Click for full Prescribing Information and Medication Guide.

XIAFLEX® Acquisition

BENEFITS
INVESTIGATION

ENDO ADVANTAGE™
877-XIAFLEX
(877-942-3539)

INDICATION
XIAFLEX® is indicated for the treatment of adult patients with Dupuytren’s contracture with a palpable cord.

IMPORTANT SAFETY INFORMATION FOR XIAFLEX
• XIAFLEX is contraindicated in patients with a history of hypersensitivity to XIAFLEX or to collagenase used in any other therapeutic application or application method
• In the controlled and uncontrolled portions of clinical trials in Dupuytren’s contracture, flexor tendon ruptures occurred after XIAFLEX injection. Injection of XIAFLEX into collagencontaining structures such as tendons or ligaments of the hand may result in damage to those structures and possible permanent injury such as tendon rupture or ligament damage.
Therefore, XIAFLEX should be injected only into the collagen cord with a metacarpophalangeal (MP) or proximal interphalangeal (PIP) joint contracture, and care should be taken
to avoid injecting into tendons, nerves, blood vessels, or other collagen-containing structures of the hand. When injecting a cord affecting a PIP joint of the fifth finger, the needle
insertion should not be more than 2 to 3 mm in depth and avoid injecting more than 4 mm distal to the palmar digital crease
• Other XIAFLEX-associated serious local adverse reactions in the controlled and uncontrolled portions of the clinical studies included pulley rupture, ligament injury, complex regional
pain syndrome (CRPS), sensory abnormality of the hand, and skin laceration (tear). In a historically controlled post-marketing trial, the incidence of skin laceration (22%) was higher
for subjects treated with two concurrent injections of XIAFLEX compared with subjects treated with up to three single injections in the placebo-controlled premarketing trials (9%).
Post-marketing cases of skin laceration requiring skin graft after finger extension procedures and local skin and soft-tissue necrosis, some requiring skin grafting, or other surgical
interventions including finger amputation have been reported. Signs or symptoms that may reflect serious injury to the injected finger/hand should be promptly evaluated because
surgical intervention may be required
• In the controlled portions of the clinical trials in Dupuytren’s contracture, a greater proportion of XIAFLEX-treated patients (15%) compared to placebo-treated patients (1%) had mild
allergic reactions (pruritus) after up to 3 injections. The incidence of XIAFLEX-associated pruritus increased after more XIAFLEX injections in patients with Dupuytren’s contracture
• Because XIAFLEX contains foreign proteins, severe allergic reactions to XIAFLEX can occur. Anaphylaxis was reported in a post-marketing clinical trial in one patient who had previous
exposure to XIAFLEX for the treatment of Dupuytren’s contracture. Healthcare providers should be prepared to address severe allergic reactions following XIAFLEX injections
• In the XIAFLEX trials in Dupuytren’s contracture, 70% and 38% of XIAFLEX-treated patients developed an ecchymosis/contusion or an injection site hemorrhage, respectively. Patients
with abnormal coagulation (except for patients taking low-dose aspirin, eg, up to 150 mg per day) were excluded from participating in these studies. Therefore, the efficacy and safety of
XIAFLEX in patients receiving anticoagulant medications (other than low-dose aspirin, eg, up to 150 mg per day) within 7 days prior to XIAFLEX administration is not known. In addition,
it is recommended to avoid use of XIAFLEX in patients with coagulation disorders, including patients receiving concomitant anticoagulants (except for low-dose aspirin)
• In the XIAFLEX clinical trials for Dupuytren’s contracture, the most common adverse reactions reported in ≥25% of patients treated with XIAFLEX and at an incidence greater than
placebo were edema peripheral (eg, swelling of the injected hand), contusion, injection site hemorrhage, injection site reaction, and pain in the injected extremity. Post-marketing
experience – Syncope and presyncope have been reported in patients treated with XIAFLEX for Dupuytren’s contracture. In some cases, pain from injection and pain during finger
extension procedures were identified as potential triggers for syncopal events
Click for full Prescribing Information and Medication Guide.
References: 1. XIAFLEX [package insert]. Malvern, PA: Endo Pharmaceuticals Inc. 2. Data on File. DOF-XDC-29. Endo Pharmaceuticals Inc.; April 25, 2018.

XIAFLEX® is a registered trademark of Endo International plc or one of its affiliates.
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