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Introduction: Endometriosis is a chronic, gynecological condition characterized by pain and impaired fertility. Dienogest 
(DNG) 2 mg (Visanne) was approved for endometriosis treatment in 2010. The Visanne Post-approval Observational Study 
(VIPOS) study was part of the post-authorization safety and risk minimization commitment and was designed to assess the 
safety of DNG 2 mg in comparison to other hormonal treatments for endometriosis with a special focus on first-time 
occurrence or worsening of clinically relevant depression and anemia associated with endometriosis-related bleeding. 
Materials/Patients and methods: Large, prospective, controlled, non-interventional cohort study with active surveillance in six 
European countries (Germany, Poland, Hungary, Switzerland, Russia and Ukraine). Women with a new hormonal therapy 
for endometriosis were enrolled by gynecologists and specialized centers between 2010 and mid-2016. Information was 

collected via self-administered questionnaires at study entry and during follow-up until October 2018. Questions included 
information on demographic, medical and gynecological history, endometriosis treatment and diagnostics, current state of 
physical and mental health, further use of endometriosis treatment including reasons for discontinuation as well as serious 
adverse events. All self-reported clinical outcomes of interest were validated by health care professionals.  
Results: A total of 27,840 were included into the study, 11.7% of them users of DNG, 12.5% users of other approved 
endometriosis drugs (OAED) and 75.8% users of hormonal treatments not approved but frequently used for endometriosis 
treatment (NAED). The last interim analysis in May 2018 was based on 73,512 women years of observation. Overall, 103 
depression cases occurred, thereof 12 in DNG users, 2 in OAED users, 52 in NAED users and 37 in Ex-users (women who 

stopped their endometriosis treatment more than 3 months before). In total, there were 146 anemia cases: 15 in DNG users, 
11 in OAED users, 73 in NAED users and 47 in Ex-users. For both depression and anemia, we observed differences 
between the participating countries.  
Conclusions: The VIPOS study will be the largest non-interventional cohort study investigating the risk profile of hormonal 
endometriosis treatment conducted to date. The final results (including incidence rates and the results of multivariable 
regression stratified by country) will be presented at SEUD. 
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