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Xiaflex
(collagenase clostridium histolyticum)

Override(s) Approval Duration
Prior Authorization 1 year
Medications

Xiaflex (collagenase clostridium histolyticum)

APPROVAL CRITERIA

Requests for injection of Xiaflex (collagenase clostridium histolyticum) may be approved for the
following:

I.  Individual has a diagnosis of Dupuytren’s contracture; AND
[I.  Product will be injected into a palpable palmar cord, which has been documented to
impair the individual’s functional activities and measures either:
A. 20 degrees or more at the metacarpophalangeal joint; OR
B. 20 degrees or more at the proximal interphalangeal joint;
AND
[ll.  The total number of injections does not exceed 3 injections per cord at approximately 4-
week intervals;

OR
IV. Individual has a diagnosis of Peyronie’s disease; AND
V. Disease is stable as defined by symptoms ( including but not limited to, penile curvature
and pain) for at least 6 months (AUA); AND
VI.  Penile curvature greater than or equal to 30 degrees and less than or
equal to 90 degrees (AUA); AND
VII.  Individual has intact erectile function with or without use of medications (AUA); AND
VIIl.  Individual has palpable penile plague(s).

Requests for Xiaflex (collagenase clostridium histolyticum) may not be approved when the
above criteria are not met and for all other indications.

Note: Xiaflex has a black box warning for corporal rupture (penile fracture) or other serious

penile injury when administered for the treatment of Peyronie’s disease. Due to the risks of
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corporal rupture and other serious penile injury, Xiaflex is only available for the treatment of
Peyronie’s disease through a restricted REMS program. Additional information and forms for
individuals, prescribers, and pharmacists may be found on the Xiaflex REMS website:
http://www.xiaflexrems.com.

State Specific Mandates

State name Date effective | Mandate details (including specific bill if applicable)
N/A N/A N/A
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