הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
(מעודכן 05.2013) 

 תאריך 5 באוגוסט 2013
שם תכשיר באנגלית ומספר הרישום   Xgeva   147-01-33411
שם בעל הרישום GlaxoSmithKline (ISRAEL) Ltd   : 
טופס זה מיועד לפרוט ההחמרות בלבד !

בעלון לרופא
	ההחמרות המבוקשות

	פרק בעלון

	טקסט נוכחי
	טקסט חדש

	Special Warnings and Special Precautions for Use
	--
	Atypical fractures of the femur 
Atypical femoral fractures have been reported in patients receiving XGEVA (see section 4.8). Atypical femoral fractures may occur with little or no trauma in the subtrochanteric and diaphyseal regions of the femur. Specific radiographic findings characterise these events. Atypical femoral fractures have also been reported in patients with certain comorbid conditions (e.g. vitamin D deficiency, rheumatoid arthiritis, hypophosphatasia) and with use of certain pharmaceutical agents (e.g.bisphosphonates, glucocorticoids, proton pump inhibitors). These events have also occurred without antiresorptive therapy. Similar fractures reported in association with bisphosphonates are often bilateral; therefore the contralateral femur should be examined in denosumab-treated patients who have sustained a femoral shaft fracture. Discontinuation of XGEVA therapy in patients suspected to have an atypical femur fracture should be considered pending evaluation of the patient based on an individual benefit risk assessment. During XGEVA treatment, patients should be advised to report new or unusual thigh, hip, or groin pain. Patients presenting with such symptoms should be evaluated for an incomplete femoral fracture. 

	Undesirable effects
	Immune system disorder
Uncommon: Drug hypersensitivity

	Immune system disorder
Uncommon: Drug hypersensitivity
Rare: Anaphylactic reaction

	
	Musculoskeletal and connective tissue disorders

Common: Osteonecrosis of the jaw


	Musculoskeletal and connective tissue disorders
Common: Osteonecrosis of the jaw

Rare: Atypical femoral fracture

	
	--
	Drug related hypersensitivity reactions
In the post-marketing setting, events of hypersensitivity, including rare events of anaphylactic reactions, have been reported in patients receiving XGEVA. 

	
	--
	Atypical fractures of the femur 
In the clinical trial program, atypical femoral fractures were reported rarely in patients treated with denosumab (see section 4.4). 


מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.

שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע ירוק. 
