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Leverkusen, March 26, 2010 – Bayer Schering Pharma will update its label for Yasmin® 

(drospirenone / ethinylestradiol) in the European Union to include results of four 

epidemiological studies. 

 

Bayer sponsored two large observational post authorization safety studies (EURAS and 

Ingenix) on combined oral contraceptive (COC) use for European and US (Food and 

Drug Administration) Health Authorities. These prospective cohort studies conducted by 

independent investigators found that the risk for venous thromboembolism (VTE) in 

Yasmin users is comparable to the risk found for women who use levonorgestrel-

containing COCs. Bayer Schering Pharma will update the European Summary of Product 

Characteristics for Yasmin with these results.  

 

At the request of the Pharmacovigilance Working Party (PhVWP) of the Committee for 

Medicinal Products for Human Use (CHMP) two recently published retrospective studies 

(Lidegaard et al., van Hylckama Vlieg et al.) will also be included in the update. These 

two studies found the VTE risk in Yasmin users to be between the risk associated with 

levonorgestrel-containing COCs and desogestrel/gestodene-containing COCs. The 

results of one of these two studies were not statistically significant. Leading 

epidemiologists as well as Bayer Schering Pharma, have identified several 

methodological issues in these recently published studies that need to be clarified before 

a final conclusion on Yasmin’s VTE risk can be made. Bayer Schering Pharma is working 

with the PhVWP on a reanalysis of some of these data.   

 

"Yasmin’s positive benefit/risk profile remains unchanged. Our wealth of post-marketing 

safety data includes more than 42 million women years of drospirenone use, as well as 
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two epidemiological studies involving more than 120,000 oral contraceptive users. We are 

convinced that Yasmin is a good choice for women seeking convenient and reliable 

contraception if they use the product as directed. Bayer will continue to provide 

information which will support health care providers and their patients in taking informed 

decisions about appropriate treatment choices,” said Kemal Malik, MD, Chief Medical 

Officer at Bayer Schering Pharma.  

 

Since the introduction of Yasmin in the year 2000, Bayer has updated the post-marketing 

section of the prescribing information to communicate a range of adverse events reported 

with post-marketing use of the drug, including the types of the risk of VTE events. Both 

the current and the new EU labels for all COCs – including those containing 

drospirenone, desogestrel and gestodene – state that VTE is rare among users of all 

COCs, regardless of which progestin they contain and that the risk for VTE in women who 

take low-dose COCs is lower than the risk associated with pregnancy and following 

childbirth.  
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About Bayer HealthCare 

The Bayer Group is a global enterprise with core competencies in the fields of health 

care, nutrition and high-tech materials. Bayer HealthCare, a subsidiary of Bayer AG, is 

one of the world’s leading, innovative companies in the healthcare and medical products 

industry and is based in Leverkusen, Germany. The company combines the global 

activities of the Animal Health, Bayer Schering Pharma, Consumer Care and Medical 

Care divisions. Bayer HealthCare’s aim is to discover, manufacture and market products 

that will improve human and animal health worldwide. Find more information at 

www.bayerhealthcare.com. 
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About Bayer Schering Pharma 

Bayer Schering Pharma is a worldwide leading specialty pharmaceutical company. Its 

research and business activities are focused on the following areas: Diagnostic Imaging, 

General Medicine, Specialty Medicine and Women's Healthcare. With innovative 

products, Bayer Schering Pharma aims for leading positions in specialized markets 

worldwide. Using new ideas, Bayer Schering Pharma aims to make a contribution to 

medical progress and strives to improve the quality of life. Find more information at 

www.bayerscheringpharma.de. 
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Forward-Looking Statements  
This release may contain forward-looking statements based on current assumptions and forecasts made by Bayer 
Group or subgroup management. Various known and unknown risks, uncertainties and other factors could lead to 
material differences between the actual future results, financial situation, development or performance of the company 
and the estimates given here. These factors include those discussed in Bayer’s public reports which are available on 
the Bayer website at www.bayer.com. The company assumes no liability whatsoever to update these forward-looking 
statements or to conform them to future events or developments. 


