
Collagenase Clostridium Histolyticum (Xiaflex™)
Criteria for Use

VA Pharmacy Benefits Management Services, Medical Advisory Panel, and VISN Pharmacist Executives
The following recommendations are based on current medical evidence and expert opinion from clinicians. The content of the document is dynamic and will be revised as new clinical data becomes available. The purpose of this document is to assist practitioners in clinical decision making, to standardize and improve the quality of patient care, and to promote cost-effective drug prescribing. The clinician should utilize this guidance and interpret it in the clinical context of the individual patient situation. Individual cases that are outside the recommendations should be adjudicated at the local facility according to the policy and procedures of its P&T Committee and Pharmacy Services.
	Exclusion Criteria (if ONE is checked, patient is not eligible)

	· Chronic muscular, neurologic, or neuromuscular disorder other than Dupuytren’s

· Metacarpophalangeal (MP) joint or proximal interphalangeal (PIP) joint fixed flexion contractures < 20 degrees 
· Absence of palpable cord

· Patient has received the maximal allowable injections (up to 3 injections per cord)‡
‡In the clinical trials, a cord could receive a maximum of up to 3 injections.  There are no data using more than 3 injections for a single cord at 
   this time.

	Inclusion Criteria (must fulfill ALL the following to be eligible)

	· Provider is a hand surgeon or orthopedic surgeon experienced in injection procedures of the hand AND treatment of Dupuytren’s contractures

· Surgery as a treatment option has been discussed with the patient.

· Provider has completed the XIAFLEX Xperience™ training and enrollment process †
· Healthcare site is enrolled to receive collagenase clostridium histolyticum orders †
· Patient has diagnosis of Dupuytren’s contracture with palpable cord 

· Fixed flexion contraction of MP joint is between 20°-100°  or  fixed  flexion contraction of PIP joint is between 20°-80°
· Patient is unable to simultaneously place the affected finger and palm flat on a table

· Patient able to return to clinic within 24 hours of procedure for evaluation of need for finger extension procedure

· For patients receiving anticoagulant or antiplatelet therapy (other than low-dose aspirin ≤ 150mg daily), consult with the patients primary care provider or other treating physician to see if anticoagulant/antiplatelet therapy can be interrupted during the procedure (See Special Considerations).

† https://www.xiaflex.com/hcp/obtaining_XIAFLEX.jsp#


	Criteria for receiving a 2nd or 3rd injection in same cord

	· Did not achieve reduction in joint contracture to 0-5 degrees of full extension at least 30 days after the last injection

· Presence of a palpable cord

· No serious drug-related adverse event with administration of previous dose

	Dosage and Administration

	Please refer to Product Information for detailed information on preparation, dose, injection procedure, finger extension procedure, and post-injection instructions to patients.

	Special Considerations

	· It is recommended that healthcare providers be prepared to manage severe allergic reactions should they occur.

· Anticoagulant or Antiplatelet Therapy: In pivotal trials, ecchymosis/contusion or injection site hemorrhage occurred in 70% and 38% of patients treated with collagenase clostridium histolyticum respectively.  The safety of using collagenase clostridium histolyticum in patients receiving anticoagulant/antiplatelet drugs (other than low-dose aspirin ≤ 150mg daily) is unknown as these patients were excluded from the trials; therefore, use with caution in these patients or in patients with coagulation disorders.

· The provided Medication Guide should be given to and read by the patient each time an injection is given

· The volume of diluent needed for reconstitution differs for cords affecting the MP joints (0.39ml) and PIP joints (0.31ml).  The volume of reconstituted collagenase to be injected is 0.25ml for MP joints and 0.20ml for PIP joints which each contain 0.58mg of drug.

· Only 1 cord can be treated at a time (i.e., 2 cords cannot be treated on the same day).  Other cords could be treated at 30-day intervals.

· There are limited data on patients receiving more than 3 injections (up to 3 for the primary cord and the rest for other cords). There were 209/1082 (19%) patients who received 4-5 injections and 41 (3.8%) who received 6-8 injections.

· Following finger extension procedure(s) fit patient with a splint that is to be worn nightly for up to 4 months.  Patients should also be instructed to perform finger extension and flexion exercises several times a day for several months.
· Similarities between mammalian MMP collagenases and clostridial collagenase suggest that an inhibitory interaction is possible between tetracyclines and collagenase clostridium histolyticum.  The pivotal trials excluded patients who had received a tetracycline within 14 days of the beginning of the study.  Although this potential interaction is not discussed in the product labeling, consideration should be given to delaying the injection procedure until treatment with tetracycline has been completed.
· For collagenase clostridium histolyticum-treated joints that have had a recurrence, there are currently no data on retreatment with collagenase clostridium histolyticum.  However, if a palpable cord is present in a previously treated joint that has had a recurrence; retreatment with collagenase clostridium histolyticum may be considered on a case-by-case basis.
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