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PRESS RELEASE 
Meeting highlights from the Committee for Medicinal Products for Human Use, 

12-15 November 2007 
 
Positive opinions 
The European Medicines Agency’s (EMEA) Committee for Medicinal Products for Human Use 
(CHMP) adopted two positive opinions recommending the granting of a marketing authorisation, for 
the following medicinal products: 
 
• Ivemend (fosaprepitant), from Merck Sharp & Dohme, for the prevention of chemotherapy-

induced nausea and vomiting. EMEA review began on 24 May 2006 with an active review time 
of 197 days. 

• The Committee recommended the granting of a conditional marketing authorisation for Isentress 
(raltegravir), from Merck Sharp & Dohme Ltd, for use in combination with other antiretroviral 
medical products for the treatment of human immunodeficiency virus (HIV-1) infection in 
treatment-experienced adult patients with evidence of HIV-1 replication despite ongoing 
antiretroviral therapy. Isentress has been evaluated by accelerated assessment. EMEA review 
began on 23 May 2007 with an active review time of 141 days. 

 
Negative opinions 
The CHMP adopted a negative opinion recommending the refusal of a marketing authorisation for 
CIMZIA (certolizumab pegol), from UCB S.A. CIMZIA was intended to be used for reducing signs 
and symptoms and maintaining clinical response in patients with active Crohn’s disease. EMEA 
review began on 24 May 2006 with an active review time of 202 days.  
 
A separate question-and-answer document explaining the grounds for the negative opinion for 
CIMZIA is available on the EMEA website. 
 
Extensions of indication 
The CHMP gave positive opinions for applications for extensions of indication, adding new treatment 
options for the following previously approved medicines: 
 
• Angiox (bivalirudin), from The Medicine Company, to extend the indication to include treatment, 

in combination with aspirin and clopidogrel, of adult patients with acute coronary syndromes 
(unstable angina/non-ST segment elevation myocardial infarction) planned for urgent or early 
intervention. Angiox is currently authorised as an anticoagulant in patients undergoing 
percutaneous coronary intervention (PCI). 

• Avastin (bevacizumab), from Roche Registration Ltd, to extend the indication to include the 
treatment of advanced or metastatic renal cell cancer in combination with interferon alfa-2a. 
Avastin is currently authorised for first-line treatment of patients with metastatic carcinoma of the 
colon or rectum, metastatic breast cancer, and unresectable advanced, metastatic or recurrent non-
small cell lung cancer other than predominantly squamous cell histology. 

• Caelyx (doxorubicin), from SP Europe, to extend the indication for the treatment of patients with 
relapsed multiple myeloma in combination with Velcade (bortezomib). Caelyx is currently 
authorised for patients with metastatic breast cancer, advanced ovarian cancer and AIDS-related 
Kaposi’s sarcoma. 

http://www.emea.europa.eu/pdfs/human/opinion/Cimzia_Q&A_51872007en.pdf


• Humira (adalimumab), from Abbott Laboratories, to add the indication of treatment of adult 
patients with moderate to severe chronic plaque psoriasis. Humira is currently indicated in 
rheumatoid arthritis, psoriatic arthritis, ankylosing spondylitis and Crohn’s disease. 

• Januvia and Xelevia (sitagliptin phosphate monohydrate) from Merck Sharp & Dohme Ltd, to 
extend the indication to include a dual combination treatment of sitagliptin and a sulphonylurea 
and to include a triple combination treatment of sitagliptin with metformin and a sulphonylurea. 
Januvia and Xelevia are currently authorised in the treatment of type-II diabetes mellitus in 
combination with either metformin or, in certain patients, with a PPARγ agonist (i.e. 
thiazolidinedione) to improve glycaemic control. 

 
‘Informed consent’ applications  
The Agency adopted a positive opinion for Tesavel (sitagliptin phosphate monohydrate), from Merck 
Sharp & Dohme, for which an ‘informed consent’ application was submitted. This type of application 
requires that reference made to an authorised medicinal product and that the marketing authorisation 
holder of this reference product has given consent to the use of the dossier in the application 
procedure. The reference product for this application is Januvia, also from Merck Sharp & Dohme (see 
above). Tesavel is recommended in the treatment of type-II diabetes mellitus in combination with 
either metformin, sulphonylurea, in certain patients with a PPARγ agonist (i.e. thiazolidinedione), or 
in triple combination treatment with metformin and a sulphonylurea, to improve glycaemic control. 
The EMEA review began on 16 September 2007 with an active review time of 60 days. 
 
Re-examination procedure concluded  
Following the re-examination of the negative opinion adopted on 19 July 2007, the CHMP confirmed 
its previous position and adopted a final negative opinion for Natalizumab Elan Pharma 
(natalizumab), from Elan Pharma, to be used to treat moderate to severe active Crohn’s disease in 
patients who had an inadequate response to or could not take conventional treatments for the disease 
and who have evidence of active inflammation. Natalizumab was proposed to be used alone or in 
combination with other medicines for Crohn’s disease. 
 
A separate question-and-answer document with more detailed information about the re-examination 
procedure is available on the EMEA website. 
 
New safety information 
The Committee agreed on the provisional inclusion of strong warnings concerning the risk of severe 
hypersensitivity reactions in the prescribing and patient information for Protelos/Osseor (strontium 
ranelate), as an urgent measure. The warnings relate to drug rash with eosinophilia systemic symptoms 
(DRESS) and Stevens Johnson-Syndrome. 
 
A separate press release with more detailed information is available on the EMEA website. A separate 
question-and-answer document will be available shortly on the EMEA website. 
 
Summaries of opinions for all mentioned products, including their full indication, can be found here. 
 
Referral procedures concluded 
The CHMP concluded a number of referral procedures under Article 29 of the Community code on 
human medicinal products (Directive 2001/83/EC as amended). Arbitrations under Article 29 are 
initiated by one or more Member States in cases where an agreement cannot be reached in the context 
of the mutual recognition procedure. The products concerned are: 
 
• Eformax (formoterol fumarate), from IVAX Pharmaceuticals UK, indicated for the treatment of 

broncho-obstructive symptoms in asthmatic patients when treatment with corticosteroids is not 
sufficient. The procedure was initiated as a result of safety and efficacy concerns. The CHMP 
concluded that equivalent safety and efficacy to the reference medicinal product could not be 
demonstrated and recommended the refusal of the granting of the marketing authorisations and 
the suspension of the granted marketing authorisation where appropriate. 

• Menitorix (Hib/MenC conjugate vaccine), from GSK Bio, indicated for the prevention of 
invasive diseases caused by Haemophilus influenzae type b (Hib) and Neisseria meningitides 
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http://www.emea.europa.eu/pdfs/human/opinion/Natalizumab_Q&A_53096407en.pdf
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http://www.emea.europa.eu/htms/human/opinion/opinion.htm


group C (MenC) in infants from the age of 2 months and children up to the age of 2 years∗. The 
procedure was initiated as a result of safety and efficacy concerns. The CHMP recommended 
granting the marketing authorisation with a commitment to submit the results from the long-term 
antibody persistence data from the ongoing studies with Menitorix to the relevant national 
competent authorities for assessment.  

• Simvastatin Krka (simvastatine), from Krka Sverige AB, indicated for the treatment of 
hypercholesterolaemia and cardiovascular prevention. The procedure was initiated as a result of 
bioequivalence and pharmacokinetic concerns. The CHMP concluded that the application does 
not satisfy the criteria for authorisation in respect of efficacy, and recommended the refusal of the 
granting of marketing authorisations and the suspension of the granted marketing authorisation 
where appropriate. 

• Fentastad, Fentador, Matripain, Matrigesic and Fentrans (fentanyl), from STADA 
Arzneimittel AG, indicated for the treatment of severe cancer pain which can be adequately 
managed only with opioid analgesics. The procedure was initiated because of efficacy, safety and 
bioequivalence concerns. The CHMP concluded that the application does not satisfy the criteria 
for authorisation in respect of quality, safety, and efficacy, and recommended the refusal of the 
granting of marketing authorisations and the revocation of the granted marketing authorisations, 
where appropriate. 

 
 
Review procedures under Article 107 
The CHMP finalised a procedure under Article 107, initiated as a result of the evaluation of 
pharmacovigilance data, for carisoprodol-containing medicinal products, intended mainly for 
the short-term treatment of acute lower back pain. This review was initiated following the 
decision to withdraw the marketing authorisation in Norway as of May 2008, due to concerns 
over increased risk of abuse or addiction, as well as intoxication and events related to 
psychomotor impairment. The CHMP concluded that the risks of these medicines outweigh their 
benefits and recommended the suspension of the marketing authorisations. 
 
A separate press release and a question-and-answer document with more detailed information are 
available on the EMEA website. 
 
The CHMP initiated two procedures under Article 107 for: 

• Lumiracoxib-containing medicinal products, intended for the treatment of osteoarthritis further 
to the notification by the UK who were considering the suspension of the marketing authorisation 
due to possible increased risk of hepatotoxic adverse events at the 100mg dose. Further to an oral 
hearing with the marketing authorisation holder and on the basis of currently available data, the 
CHMP requested additional information in order to allow it to proceed with its review at the 
December 2007 meeting. 

• Aprotinin-containing medicinal products, used for the prophylactic use to reduce perioperative 
blood loss and the need for blood transfusion in those patients undergoing cardiopulmonary 
bypass in the course of coronary artery bypass graft (CABG) surgery. This was  further to the 
decision by Germany on 5th November 2007 to suspend all nationally authorised products 
containing aprotinin for intravenous use due to an increased risk of mortality in the aprotinin arm 
of the BART study. The marketing authorisation holder for Trasylol and Trasynin, Bayer 
Healthcare,  suspended the marketing of the products worldwide  

 
Referral procedures started 
The CHMP started referral procedures under Article 29 of Directive 2001/83/EC as amended for 
Anya film-coated tablet (levonorgestrel/ethinyl estradiol), from Wyeth Lederle Nordiska Ab, and for 
Alvesco and associated names (ciclesonide), from Altana Pharma. The procedures were initiated 
because of potential serious risk to public health.    
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∗ corr. The age range of this indication has been corrected. 

http://www.emea.europa.eu/pdfs/human/press/pr/Pressrelease_Carisoprodol_52046307en.pdf
http://www.emea.europa.eu/pdfs/human/press/pr/Carisoprodol_Q&A_52014007en.pdf
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The CHMP initiated three procedures under Article 6(12) of Commission Regulation (EC) No 
1084/2003 for moxifloxacin-containing medicinal products, from Bayer Healthcare AG and Bayer 
Vital GmbH, because of disagreement between Member States on the extension of the therapeutic 
indication of moxifloxacin to include pelvic inflammatory disease.  
 
A harmonisation referral under Article 30 of Directive 2001/83/EC was triggered by the European 
Commission for Zoloft and associated names (sertraline), from Pfizer, to promote harmonisation of 
the authorisations granted for this medicinal product. 
 
A more detailed CHMP meeting report will be published shortly. 
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