Announcement regarding harshment (safety information) in the Physician Leaflet

הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא
תאריך: ‏06/02/2012
Name of the product:
שם תכשיר באנגלית:                                                               Vectibix 20mg/ml
Registration No's:
מספר רישום: 142923295100
Name of the registration owner:                                                                        Amgen Europe B.V.    שם בעל הרישום
	Details regarding the requested changes
פרטים על השינוי/ים המבוקש/ים 

	Chapter in leaflet
פרק בעלון
	Current text
טקסט נוכחי
	New text
טקסט חדש

	4.4 Special warnings and precautions for use


	…

In clinical studies, subsequent to the development of severe dermatological reactions (including stomatitis), infectious complications including sepsis, in rare cases leading to death, and local abscesses requiring incisions and drainage were reported. Patients who have severe dermatologic reactions or who develop worsening reactions whilst receiving Vectibix should be monitored for the development of inflammatory or infectious sequelae (including cellulitis), and appropriate treatment promptly initiated. 

Treatment of dermatologic reactions should be based on severity and may include a moisturiser, sun screen (SPF > 15 UVA and UVB), and topical steroid cream (not stronger than 1% hydrocortisone) applied to affected areas, and/or oral antibiotics. It is also recommended that patients experiencing rash/dermatological toxicities wear sunscreen and hats and limit sun exposure as sunlight can exacerbate any skin reactions that may occur.

…
	…

In clinical studies, subsequent to the development of severe dermatological reactions (including stomatitis), infectious complications including sepsis, in rare cases leading to death, and local abscesses requiring incisions and drainage were reported. Patients who have severe dermatologic reactions or who develop worsening reactions whilst receiving Vectibix should be monitored for the development of inflammatory or infectious sequelae (including cellulitis), and appropriate treatment promptly initiated. Life threatening and fatal infectious complications including events of necrotizing fasciitis and/or sepsis have been observed in patients treated with Vectibix. Withhold or discontinue Vectibix for dermatologic toxicity with severe or life threatening inflammatory or infectious complications.
Treatment of dermatologic reactions should be based on severity and may include a moisturiser, sun screen (SPF > 15 UVA and UVB), and topical steroid cream (not stronger than 1% hydrocortisone) applied to affected areas, and/or oral antibiotics. It is also recommended that patients experiencing rash/dermatological toxicities wear sunscreen and hats and limit sun exposure as sunlight can exacerbate any skin reactions that may occur.

…

	4.8 Undesirable effects


	…

Commonly reported adverse reactions occurring in ≥ 20% of patients were gastrointestinal disorders [diarrhoea (50%), nausea (41%), vomiting (27%), constipation (23%) and abdominal pain (23%)]; general disorders [fatigue (37%), pyrexia (20%)]; metabolism and nutrition disorders [anorexia (27%)]; infections and infestations [paronychia (20%)]; and skin and subcutaneous disorders [rash (45%), dermatitis acneiform (39%), pruritus (35%), erythema (30%) and dry skin (22%)].

…
	…

Very commonly reported adverse reactions occurring in ≥ 20% of patients were gastrointestinal disorders [diarrhoea (50%), nausea (41%), vomiting (27%), constipation (23%) and abdominal pain (23%)]; general disorders [fatigue (37%), pyrexia (20%)]; metabolism and nutrition disorders [anorexia (27%)]; infections and infestations [paronychia (20%)]; and skin and subcutaneous disorders [rash (45%), dermatitis acneiform (39%), pruritus (35%), erythema (30%) and dry skin (22%)].

…


	4.6 Fertility, pregnancy and lactation

	…

Breast-feeding

It is unknown whether panitumumab is excreted in human breast milk. Because human IgG is secreted into human milk, panitumumab might also be secreted. The potential for absorption and harm to the infant after ingestion is unknown. It is recommended that women do not breast feed during treatment with Vectibix and for 3 months after the last dose. 
…
	…

Breast-feeding

It is unknown whether panitumumab is excreted in human breast milk. Because human IgG is secreted into human milk, panitumumab might also be secreted. The potential for absorption and harm to the infant after ingestion is unknown. It is recommended that women do not breast feed during treatment with Vectibix and for 2 months after the last dose. 
…


The leaflet, in which the changes requested are yellow highlighted, was sent by e-mail on…………………

העלון, שבו מסומנים השינויים המבוקשים על רקע צהוב  ואדום הועבר בדואר אלקטרוני בתאריך...................
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A patient leaflet exists and it's adequately updated.
.NA
לא קיים עלון לצרכן .
Reference for the request:
אסמכתא לבקשה: עדכוני בטיחות שאושרו באירופהSafety updates EU v38 & v37
The above change was approved by the health authorities in:
השינוי הנ"ל אושר על ידי רשויות הבריאות ב:European Union
I, the appointed pharmacist of the company ……., hereby declare that there are no additional changes in the leaflet.
אני, הרוקח הממונה של חברת Amgen Europe B.V. מצהיר בזה כי אין שינויים נוספים בעלון.
_______Sigal Bendor_______
חתימת הרוקח הממונה
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