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Sigma-tau submits Marketing Authorization 
Application to EMEA for a novel anti-malarial  

An innovative fixed-dose combination therapy, with a very simple dosing regimen, for combating a disease 
that   accounts for 250 million cases worldwide per year and causes 880.000 deaths, especially of children 

under 5 in sub-Saharan Africa 
 
Rome/Italy, 2 July 2009 – Sigma-tau Industrie Farmaceutiche Riunite S.p.A. (sigma-tau) has announced the 
submission of a centralized Marketing Authorization Application (MAA) to the European Medicines Agency 
(EMEA) for Eurartesim® (dihydroartemisinin/piperaquine), a novel fixed-dose Artemisinin-based 
Combination Therapy or ACT. Eurartesim® is highly effective against uncomplicated malaria in adults and 
children, has a simple dosing regimen (only 3 administrations over 3 days) and has been shown to offer 
greater protection against new infections than other ACTs, for at least 2 months after treatment.  
 
In 2008, malaria was endemic in 109 countries, 45 of which were in Africa. It afflicts up to 250 million 
people worldwide every year and causes around 880,000 deaths mainly in sub-Saharan Africa, over 85% of 
whom are children under 5. Currently, only a handful of antimalarials remain effective as treatment. 
Eurartesim® will be a welcome addition to the arsenal of malaria drugs and, once approved and marketed, it 
could help to save the lives of hundreds of thousands of young African children. 
 
This new ACT is the first product of a collaboration between sigma-tau and Medicines for Malaria Venture 
(MMV), an international not-for-profit organisation. Developed to high international standards, this new 
ACT meets WHO clinical treatment recommendations, as it combines two active antimalarial ingredients in 
a single tablet: the highly potent artemisinin-derivative (dihydroartemisinin) with a second antimalarial 
(piperaquine) which protects the first one against the emergence of resistance.  
 
Eurartesim® has already received the Orphan Drug Designation by both European and US regulatory 
authorities. After receiving approval from the EMEA, sigma-tau also intends to consider filing for marketing 
authorization in the US. Stringent regulatory approval, guarantee of highest international standards respect, is 
a precondition for approval in Africa and, once this precondition is met the dossier will be submitted to 
selected African countries with the support of Pfizer, sigma-tau’s partner to commercialize the drug in 
Africa's private sector in order to maximize Eurartesim's potential to reach as many patients as possible. 
 
The MAA is supported by data from large clinical trials that involved over 2,700 patients in Africa (Burkina 
Faso, Zambia, Kenya, Mozambique and Uganda) and Asia (Thailand, India and Laos). 1,600 of these were 
children under 5, all with uncomplicated malaria caused by Plasmodium falciparum, the most widespread 
and dangerous malaria parasite. The studies were designed to compare the safety and efficacy of the 
combination of dihydroartemisinin and piperaquine (DHA/PQP) to the ACTs artemether/lumefantrine (in 
Africa) and artesunate+mefloquine (in Asia).  
 
Results from both studies show that Eurartesim® treats malaria as rapidly and effectively as the other ACTs. 
It has also been shown to offer significant protection from new infections in many cases for about 2 months. 
In addition, it features a simple schedule: a patient weighing 60 kg needs to take a total of 9 tablets over 3 
days compared to the 14 to 24 tablets with other antimalarials. Fever and parasites disappear after only 2-3 
days from start of treatment.  
 
“sigma-tau is committed to the development of new therapies that will benefit people living with tropical 
diseases like malaria - said Dr. Claudio Cavazza, President of sigma-tau - We agree with the WHO’s call to 
pharmaceutical companies to develop new antimalarials according to the highest international quality 
standards. We make available our industrial know-how for allowing drug distribution, at a sustainable price, 
in those countries where malaria still kills unacceptable numbers of people, sharing the aim of the main 
industrialised countries taking part in G8 scheduled in L’Aquila. The submission for this innovative ACT  



   
 
brings us one step closer to providing a potent treatment to vulnerable populations in malaria-endemic 
countries where malaria has a tremendous health and socio-economic impact, as well as to European and 
American citizens travelling to those countries for business or tourism.” 
 
 “The submission of Eurartesim to the EMEA is a landmark event and the culmination of several years’ 
productive collaboration between sigma-tau and Medicines for Malaria Venture - said Dr Chris Hentschel, 
President and CEO of Medicines for Malaria Venture - Head-to-head studies carried out to internationally 
approved standards have shown that this ACT is at least as safe and efficacious as two other well-known 
ACTs.  Its addition to the therapeutic arsenal will give more choice to health policy makers and caregivers in 
malaria-endemic countries to choose the right medicine for their patients.”  
 
 
 
 
 
Notes for the editors: 
About Malaria  
According to data released in recent years the malaria epidemic is continuing to expand worldwide also as a result of 
climate change which is leading to the expansion of areas where the vector mosquitoes can live and infect people. Over 
40% of the world’s population is at risk of infection and, although 90% of cases occur in Africa, the new frontier of the 
disease is South East Asia where 83% of the population (over 1.3 billion people) is at risk. 
According to the World Health Organization, together with HIV/AIDS and tuberculosis, malaria is one of the 3 most 
widespread diseases in Africa and the leading cause of death in children under 5 (the disease is estimated to kill a young 
child every 30 seconds). 
In Europe autochthonous cases are rare. These are largely cases of people accidentally bitten by infective mosquitoes 
carried by air carriers. Much larger is the number of cases of imported malaria, i.e. of travellers infected in countries 
where malaria is endemic. In 2002, the World Health Organization reported about 230,000 cases of malaria imported 
into the EU in the past 30 years. In 2007 more than 8,000 cases occurred in the EU. 
 
About the combination of dihydroartemisinin and piperaquine  
Dihydroartemisinin is obtained from artemisinin, an active ingredient extracted from Artemisia annua (sweet 
wormwood) a herb used in Chinese traditional medicine for treating “fevers” which acts very rapidly against the malaria 
parasite. No drug resistance has been described so far and it is rapidly eliminated from the body. 
Piperaquine, is a molecule with a much longer half-life than other antimalarials currently available. It stays longer in the 
body and ensures the complete eradication of any residual infection. Thus it is significantly effective in those patients 
with drug-resistant Plasmodium falciparum. malaria  
 
About sigma-tau 
sigma-tau is a leading, all Italian capital, international pharmaceutical group that invests in the research, development 
and marketing of innovative and effective treatments to improve patient well-being and quality of life. 
sigma-tau Group has its headquarters in Pomezia (Rome, Italy), and subsidiaries in France, Switzerland, the 
Netherlands, Portugal, Germany, the UK, USA and India, as well as in Spain and Sudan where the Group operates two 
production facilities. It has about 2,500 employees and an extensive network of licensees worldwide. 
sigma-tau was founded in Italy in 1957 and achieved a global turnover of  over € 610 million in 2008. 
sigma-tau SpA consistently invests 16% of its annual turnover in R&D. sigma-tau’s 400 R&D staff are currently 
running 43 R&D projects. A total of 14 NCEs and 12 known molecular entities in 30 different indications are at various 
stages of development.  
Therapeutic areas in which the company's research and development are focused include metabolism, neurology, 
cardiovascular, oncology and immunology.  
sigma-tau website: www.sigma-tau.it 
 
Sigma-Tau’s Malaria Programs 
For several years now Sigma-Tau has focused in such area with a major social and health-care impact, namely the 
research and development of drugs for the treatment of rare diseases and malaria. In the case of malaria, the company’s 
commitment has been made concrete by partnering with Medicines for Malaria Venture.  
 



   
 
 
About Medicines for Malaria Venture (MMV)  
Medicines for Malaria Venture (MMV) is a not-for-profit organization created to discover, develop and deliver 
effective and affordable anti-malarial drugs through public-private partnerships. Their vision is a world in which 
innovative medicines will cure and protect the millions at risk of malaria and help to ultimately eradicate this terrible 
disease. 
MMV is currently managing the largest ever portfolio of over 50 antimalarial projects in collaboration with over 100 
pharmaceutical, academic, and endemic-country partners in 38 countries. The portfolio includes 19 completely new 
classes of compounds. New and improved treatment solutions are urgently needed for the 2.4 billion people at risk from 
malaria. MMV is working to ensure that its products will have the greatest possible public health impact and, most 
importantly, save lives. 
 
For more information, please visit http://www.mmv.org 
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