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When requesting Elelyso® (taliglucerase alfa) or VPRIV® (velaglucerase alfa), the
individual requiring treatment must be diagnosed with the following FDA-approved
indication and meet the specific coverage guidelines and applicable safety criteria for
the covered indication.

FDA-approved indications’:2

e Elelyso® (taliglucerase alfa) and VPRIV® (velaglucerase alfa) are indicated for the
treatment of individuals with Type 1 Gaucher disease.

Approved Off-label Compendial use3
¢ No off-label uses meet evidence standards

Coverage Guidelines

Type 1 Gaucher Disease

The individual must meet the following criteria for approval:

e Has a diagnosis of Type 1 Gaucher disease confirmed by enzyme assay
demonstrating a deficiency of glucocerebrosidase enzyme activity or by genetic
testing’-24

e Individual is 4 years of age or older"2

Approval duration: 12 months

Additional Information for Prescribers’

Our prescribers are alerted to the following safety concern as educational
points/reminders:

e Hypersensitivity reactions including anaphylaxis can occur during and after the
infusion. Infusion should be immediately discontinued if anaphylaxis occurs and
appropriate treatment should be initiated

e Type lll immune-mediated fixed drug eruption has been reported in patients
receiving Elelyso® (taliglucerase alfa).
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