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VPRIV is a hydrolytic glucocerebroside — specific enzyme indicated for the long term
replacement therapy (ERT) for pediatric and adult patients with type 1 Gaucher disease.
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4.4 Special warnings and precautions for use

(...)

Immunogenicity

Development of antibodies to velaglucerase alfa may be associated with infusion-related

reactions including allergic-type hypersensitivity reactions. In the clinical studies for Marketing
Authorization one of 94 (1%) patients developed IgG-class antibodies to velaglucerase alfa. In
this one event, the antibodies were determined to be neutralising in an in vitro assay.

No patients developed IgE antibodies to velaglucerase alfa.

Me-infusienrelatedroastionsvworaroperiods

Post-marketing phase

During a post marketing extension study, one patient developed IgG antibodies to VPRIV. In
addition, a few events of positive neutralising antibodies and lack of effect were reported post
marketing.

If the physician suspects a lack/loss of effect that may be related to antibody formation the
patient may be tested for antibodies at the physician’s discretion. For further information on
requesting antibody testing services, please contact medinfoEMEA@takeda.com.
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