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	HIGHLIGHTS OF PRESCRIBING INFORMATION
ADVERSE REACTIONS
	The most common adverse reactions during clinical studies were infusion reactions (6.1).  Other commonly observed adverse reactions in >10% of patients were URTI/nasopharyngitis, pharyngitis/throat infection, headache, arthralgia, influenza/flu, UTI/pyelonephritis, back pain, extremity pain (6.
	The most commonly reported adverse reactions (≥5%) in clinical studies were pruritus, flushing, headache, arthralgia, pain in extremity, abdominal pain, vomiting, fatigue, back pain, dizziness, nausea and rash (6.1).



	WARNINGS AND PRECAUTIONS

	Anaphylaxis
As with any intravenous protein product, severe allergic reactions are possible. Anaphylaxis has been reported in patients treated with ELELYSO.

[see Adverse Reactions (6.1)].
If anaphylaxis occurs, ELELYSO should be immediately discontinued, and appropriate medical treatment should be initiated
In patients who have experienced anaphylaxis during infusion with ELELYSO, caution should be exercised upon rechallenge; appropriate medical support should be readily available [see Adverse Reactions (6.1.)]
Allergic and Infusion Reactions

Infusion reactions (including allergic reactions), defined as a reaction occurring within 24 hours of the infusion, were the most commonly observed reactions in patients (44%-46%) treated with ELELYSO in clinical studies [see Adverse Reactions (6)].  The most commonly observed symptoms of infusion reactions were headache (16%), chest pain or discomfort (6%), asthenia (7%), fatigue (5%), urticaria (7%), erythema (5%), increased blood pressure (5%), back pain and arthralgia (7%), and flushing (6%). Other infusion or allergic reactions reactions included, angioedema, wheezing, dyspnea, coughing, cyanosis, and hypotension.  Most of these reactions were mild and did not require treatment intervention.

	Hypersensitivity Reactions Including Anaphylaxis
Serious hypersensitivity reactions, including anaphylaxis, have occurred in some patients treated with ELELYSO. In clinical trials, 2 of 72 (2.8%) patients treated with ELELYSO experienced signs and symptoms consistent with anaphylaxis. Signs and symptoms of these patients included urticaria, hypotension, flushing, wheezing, chest tightness, nausea, vomiting, and dizziness. These reactions occurred during ELELYSO infusion.
In clinical trials with ELELYSO, 21 of 72 (29%) patients experienced hypersensitivity reactions, including anaphylaxis. Signs and symptoms of hypersensitivity reactions included pruritus, angioedema, flushing, erythema, rash, nausea, vomiting, cough, chest tightness, and throat irritation. These reactions have occurred up to 3 hours after the start of infusion [see Adverse Reactions (6.1)].


	ADVERSE REACTIONS
Clinical Trials Experience
	Adverse Reactions that Occurred in ≥10% of Patients Treated with ELELYSO
Study 1
Preferred Term
N=32
Infusion reaction
13 (46%)

URTI/Nasopharyngitis
7 (22%)

Pharyngitis/Throat infection
6 (19%)

Headache

3 (11%)

Arthralgia

4 (13%)

Influenza/Flu
4 (13%)

UTI/Pyelonephritis
3 (9%)

Back pain
1 (3%)

Extremity pain
0

	In the clinical trials with ELELYSO, either as initial therapy or as therapy following a switch from imiglucerase (N=72), the most common (≥ 5%) adverse reactions included pruritus, flushing, headache, arthralgia, pain in extremity, abdominal pain, vomiting, fatigue, back pain, dizziness, nausea, and rash.
Table 1: Adverse Reactions in ≥5% of Treatment-Naïve Adult Patients Treated with ELELYSO
Preferred Term
Treatment-Naïve 
Adults 
(N=32) n (%)
Headache
 6 (19%)
Arthralgia
 4 (13%)
Fatigue
 3 (9%)
Nausea
 3 (9%)
Dizziness
 3 (9%)
Abdominal pain
 2 (6%)
Pruritus
 2 (6%)
Flushing
 2 (6%)
Vomiting
 2 (6%)
Urticaria
 2 (6%)
Clinical Trial in Patients 16 Years and Younger
The safety of ELELYSO at dosages of either 30 units/kg (n=4) or 60 units/kg (n=5) every other week was assessed in 9 pediatric treatment-naïve patients (aged 2 to 13 years) with Type 1 Gaucher disease in a 12- month randomized clinical trial.

The most common adverse reaction (≥10%) was vomiting, which occurred in 4 of 9 patients. Two patients developed hypersensitivity reactions; one patient experienced severe vomiting and gastrointestinal inflammation, and 1 experienced mild throat irritation and chest discomfort. Both patients responded to treatment with antihistamines and continued ELELYSO treatment.


	Pediatric Use
	
	Pediatric patients experienced a higher frequency of vomiting during ELELYSO treatment (4 of 9 treatment-naïve patients) than adult patients, and this may be a symptom of hypersensitivity reaction. The frequencies of other adverse reactions were similar between pediatric and adult patients [see Adverse Reactions (6.1)].



