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MP.097.MH - Xiaflex (Collagenase Clostridium Histolyticum)

This policy applies to the following lines of business:
v' MedStar Employee (Select)
v' MedStar MA — DSNP — CSNP
v' MedStar CareFirst PPO

MedStar Health considers Xiaflex (Collagenase Clostridium Histolyticum) medically
necessary for the following indications:

Xiaflex is considered medically necessary and is therefore covered for either of the
following indications:
e For adults with documented Dupuytren’s contracture with a palpable cord; or
e For adult males with documented Peyronie’s disease with a palpable plaque and
curvature deformity of at least 30 degrees at the start of therapy

General Limitations

e Xiaflex is not covered for any other indication, including adhesive capsulitis

e Member should be free of any chronic muscular, neurological or neuromuscular
disorder affecting the hands

e Should be used with caution for members on anticoagulants (except for low-dose
aspirin)

e Itis not known if XIAFLEX is safe and effective in children under the age of 18

e The physician must have completed the manufacturer’s required training course
per the FDA’s requirement as part of the Xiaflex® Risk Evaluation and Mitigation
Strategy (REMS)

e Redirection of the needle in the subcutaneous or intralesional tissue does not
constitute a separate injection.

Limitations Specific to Treatment of Dupuytren’s Contracture

e The injection should only be should be administered by a healthcare provider
experienced in injection procedures of the hand and in the treatment of
Dupuytren’s contracture

e Up to two joints in the same hand may be treated during a treatment visit

¢ Injections and finger extension procedures may be administered up to three
times per cord at approximately four week intervals.

e Only one initial evaluation and management (E&M) service visit may be billed for
the series of injections used to treat the entire Dupuytren’s contracture of one
hand.
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e E&M services billed on the same day of service as an injection must be for a
significant and separately identifiable service unless it is the initial evaluation for
the series of injections as indicated above.

e More than two follow-up visits per joint level injection of a cord may be subject to
review. Documentation should be kept on file and available upon request.

e The same physician should perform the injection and the manipulation/stretching
procedure for Dupuytren’s contracture.

Limitations Specific to Treatment of Peyronie’s Disease
¢ Injections for Peyronie’s disease are limited to four treatment cycles. Each
treatment cycle consists of two Xiaflex injections and one penile remodeling
procedure performed by a health care professional.

Background

The American Academy of Orthopedic Surgeons definse Dupuytren’s Contracture as
the thickening of fibrous tissue layer underneath the skin of the palm and fingers. This
contracture of fibrous tissue can cause the fingers to curl. It is more common in men
than women and often runs in families.

The Urology Care Foundation defines Peyronie’s Disease as a disease in which the
plaques or segments of flat scar tissue form under the skin of the penis, causing the
penis to bend or become indented during erections.

XIAFLEX is a prescription medicine used to treat adults with Dupuytren’s contracture
when a “cord” can be felt. It is also a prescription medicine used to treat adult men with
Peyronie's disease who have a "plague" that can be felt and a curve in their penis
greater than 30 degrees when treatment is started. It is not known if XIAFLEX is safe
and effective in children under the age of 18.

Codes:

CPT Codes / HCPCS Codes / ICD-10 Codes

Code Description

JO775 Injection, collagenase, clostridium Histolyticum, 0.01 mg

20527 Injection, enzyme (e.g., collagenase), palmar fascial cord (i.e.,
Dupuytren’s contracture)

26341 Manipulation, palmar fascial cord (i.e., Dupuytren’s cord), post enzyme
injection (e.g. collagenase), single cord

54200 Injection procedure for Peyronie disease
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ICD-9 codes covered if selection criteria are met:

607.85 Peyronie’s disease

728.6 Contracture of palmar fascia

ICD-10 codes covered if selection criteria are met:

M72.0 Palmar fascial fibromatosis [Dupuytrens]
N48.6 Induration penis plastica (Peyronie’s disease)
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Disclaimer:

MedStar Health medical payment and prior authorization policies do not constitute
medical advice and are not intended to govern or otherwise influence the practice of
medicine. The policies constitute only the reimbursement and coverage guidelines of
MedStar Health and its affiliated managed care entities. Coverage for services varies
for individual members in accordance with the terms and conditions of applicable
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Certificates of Coverage, Summary Plan Descriptions, or contracts with governing
regulatory agencies.

MedStar Health reserves the right to review and update the medical payment and prior
authorization guidelines in its sole discretion. Notice of such changes, if necessary,
shall be provided in accordance with the terms and conditions of provider agreements
and any applicable laws or regulations.

These policies are the proprietary information of Evolent Health. Any sale, copying, or
dissemination of said policies is prohibited.
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