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Extensions of indication and other recommendations 
 The Committee for Medicinal Products for Human Use (CHMP) adopted a positive opinion for 

Temodal (temozolomide), from SP Europe, to extend its use to patients with newly diagnosed 
glioblastoma multiforme concomitantly with radiotherapy and subsequently as monotherapy 
treatment. Temodal was first authorised in the European Union on 26 January 1999 for the 
treatment of malignant glioma, such as glioblastoma multiforme or anaplastic astrocytoma, 
showing recurrence or progression after standard therapy. 

 
 The Committee also recommended changes in the way Xigris (drotrecogin alfa (activated)), from 

Ely Lilly Nederland B.V., is used by doctors. Xigris is currently approved in the European Union 
for the treatment of adult patients with severe sepsis with multiple organ failure, when added to 
best standard care. Having reviewed the latest available data, the Committee considers that Xigris 
should only be used in high-risk patients, mainly in situations when therapy can be started within 
24 hours of the onset of organ failure. In addition, the CHMP is recommending that it should only 
be used by experienced doctors in institutions skilled in the care of patients with severe sepsis. 
Xigris should not be used in patients with single organ dysfunction, especially if they have had 
recent surgery (within 30 days). 

 
Summaries of opinion for Temodal and Xigris are available on the EMEA website: 
http://www.emea.eu.int. 

 
COX-2 inhibitors 
 Further to the 7 April 2005 statement on the suspension of use of Bextra (valdecoxib), the 

Committee held a hearing with Pfizer and reviewed data on serious skin reactions occurring with 
valdecoxib and its parent compound parecoxib (Dynastat). The Committee discussed the 
preliminary information provided and agreed that this raised questions for all COX-2 inhibitors. 
The Committee agreed that it was important to analyse the occurrence of skin reactions in order to 
arrive at a conclusion on the benefit-risk balance of the COX-2 class of medicines. 

 
The European Commission has now formally asked the CHMP to include the assessment of 
serious skin reactions in the ongoing class review, in addition to the cardiovascular safety aspects. 
Further hearings will be held with the companies at the 23-26 May 2005 CHMP meeting, with the 
review expected to be concluded in June 2005. Pending the finalisation of the review, it was 
agreed that Bextra will not be reintroduced on the market in the European Union. 

 
Other reviews and referrals 
 The CHMP began reviews on dermatological medicinal products containing pimecrolimus, from 

Novartis Healthcare, and tacrolimus, from Fujisawa GmbH, used in the treatment of atopic 
dermatitis. The reviews were initiated by the European Commission and by Denmark following 
concerns of potential cancer risks to patients. Tacrolimus is authorised throughout the European 
Union as Protopic and Protopy. Pimecrolimus is authorised in a number of Member States under 
different trade names. The reviews are initiated under Article 31 of the Community code on 
medicinal products for human use and under Article 18 of Regulation (EEC) No 2309/93. 
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 The Committee concluded its review on the safety of Hexavac, from Sanofi Pasteur MSD, SNC, 

and confirmed its previous position that no regulatory action or changes to the product information 
are necessary. The review was initiated at the request of Germany in February 2005. The previous 
public statement of December 2003 can be found here. 

 
 The Committee concluded a referral procedure for Crestor (rosuvastatin) 5mg from AstraZeneca. 

The referral was initiated by the UK in November 2004 under Article 29 of the Community code 
on medicinal products for human use and related to differing views on recommendations for the 
Crestor starting dose (5 mg or 10 mg). The Committee concluded that the benefit-risk ratio is 
favourable for either Crestor 5mg or 10mg as alternative start doses. The choice in individual 
patients should take into account aspects of efficacy and safety, as detailed in the prescribing 
information. The recommended start dose for patients with predisposing factors for myopathy, 
patients of Chinese and Japanese ancestry, and elderly patients (>70 years) is 5 mg. Crestor is 
authorised in a number of EU Member States in dosages ranging from 5 to 40 mg. 

 
A more detailed CHMP meeting report will be published shortly. 
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