הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא
(מעודכן 05.2013)
תאריך: 04 מרץ 2015
שם תכשיר באנגלית ומספר הרישום Adcetris (152 09 33991 00)
שם בעל הרישום טקדה ישראל בע"מ
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indication
	NA
	NA

	contraindications
	NA
	NA


	Posology, dosage  & administration
	Renal impairment

No studies in patients with renal impairment have been formally conducted. Data are not yet available from studies in patients with renal impairment. 
Hepatic impairment

No studies in patients with hepatic impairment have been formally conducted. Data are not yet available from studies in patients with hepatic impairment. 
	Renal impairment

The recommended starting dose in patients with severe renal impairment is 1.2 mg/kg administered as an intravenous infusion over 30 minutes every 3 weeks.
Hepatic impairment

The recommended starting dose in patients with hepatic impairment is 1.2 mg/kg administered as an intravenous infusion over 30 minutes every 3 weeks.

	Special Warnings and Special Precautions for Use
	Stevens-Johnson syndrome

Stevens-Johnson syndrome has been reported with brentuximab vedotin. If Stevens-Johnson syndrome occurs, treatment with brentuximab vedotin should be discontinued and appropriate medical therapy should be administered.
….
Renal and hepatic impairment

There is limited experience in patients with renal and hepatic impairment. Population pharmacokinetic (PK) analysis indicated that MMAE clearance might be affected by moderate and severe renal impairment, and by low serum albumin concentrations (see section 5.2). 
	Stevens-Johnson syndrome and toxic epidermal necrolysis

Stevens-Johnson syndrome (SJS) and toxic epidermal necrolysis (TEN) have been reported with brentuximab vedotin. Fatal outcomes have been reported. If SJS or TEN occur, treatment with brentuximab vedotin should be discontinued and appropriate medical therapy should be administered.
….

Renal and hepatic impairment

There is limited experience in patients with renal and hepatic impairment. Available data indicate that MMAE clearance might be affected by severe renal impairment, hepatic impairment, and by low serum albumin concentrations (see section 5.2). 


	Interaction with Other Medicaments and Other Forms of Interaction
	NA
	NA


	Fertility,   pregnancy and Lactation
	NA
	NA

	Adverse events
	Table 3: Adverse reactions to ADCETRIS 

Adverse reactions
System organ class
Skin and subcutaneous tissue disorders
Stevens-Johnson syndrome
Uncommon:
Description of selected adverse reactions

…Febrile neutropenia… of 3.6 mg/kg of brentuximab vedotin.

Immunogenicity

...


	Table 3: Adverse reactions to ADCETRIS 

Adverse reactions
System organ class
Skin and subcutaneous tissue disorders
Stevens-Johnson syndrome/toxic epidermal necrolysis
Rare:
Description of selected adverse reactions
…Febrile neutropenia… of 3.6 mg/kg of brentuximab vedotin.

Stevens-Johnson syndrome (SJS) and toxic epidermal necrolysis (TEN) have been reported with brentuximab vedotin in clinical trials and post-marketing use. Fatal outcomes have been reported (see section 4.4).

Immunogenicity
…


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

שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע ירוק . יש לסמן רק תוכן מהותי ולא שינויים במיקום הטקסט.
הועבר בדואר אלקטרוני בתאריך 04 מרץ 2015
