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VPRIV is a hydrolytic glucocerebroside —[Ispecific enzyme indicated for the long term
replacement therapy (ERT) for pediatric and adult patients with type 1 Gaucher disease.

velaglucerase alfa 400u/vial :2'UQ 21210

:01'n D"MIpP'VYN [IDTVN 'D19

170NN NINPN DOPD 21N DORDA [NIDN qOIIY DOPY ,NXIN Ij7 DY DITXA [PIOH DHRWINE DO )
( 21nx2 LATID

4.4 Special warnings and precautions for use

Infusion-related reactions

An infusion-related reaction is defined as any adverse drug reaction occurring within 24 hours
after the initiation of velaglucerase alfa infusion. Infusion-related reactions (IRR) were the
most commonly observed adverse reactions in patients treated in clinical studies. An IRR
often appears as a hypersensitivity reaction. The most frequently reported symptoms of
hypersensitivity include nausea, rash, dyspnoea, back pain, chest discomfort (including chest
tightness), urticaria, arthralgia, and headache. Symptoms consistent with anaphylaxis have
been reported in patients in clinical studies and in post-marketing experience. Apart from
symptoms associated with hypersensitivity reactions IRRs might show as fatigue, dizziness,
pyrexia, blood pressure increase, pruritus, er-vision blurred, or vomiting. In treatment-naive
patients, the majority of infusion-related reactions occurred during the first 6 months of
treatment.

Immunogenicity

Antibodies may play a role in treatment-related reactions found with the use of
velaglucerase alfa. To further evaluate the relationship, in cases of severe infusion-related
reactions and in cases of lack or loss of effect, patients should be tested for the presence of
antibodies and the results reported to the company.

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. Ne-infuston-related reactions-werereported-for this-patient:
No patients developed IgE antibodies to velaglucerase alfa.

No infusion related reactions were reported.
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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.
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