
 

1 
 

 

FSRH CEU Statement: Levosert® 52mg LNG-IUS: extension of licence for 
contraception to 6 years 

8 February 2021 
 
The Levosert® 52mg LNG-IUS has been licensed for contraceptive use for 6 years1. Levosert remains 
licensed for 5 years for management of heavy menstrual bleeding and is not licensed for endometrial 
protection as part of HRT. 
 
What new evidence is available for contraceptive effectiveness in the 6th year of use? 
The ongoing ACCESS IUS study in the USA2 enrolled 1538 individuals aged 16-35 years to evaluate 
contraceptive effectiveness of the Levosert equivalent, Liletta® for up to 10 years of use. Data have recently 
been published for the 321 subjects who had continued in this study and completed 6 years of use and a 
further 229 subjects still in their 6th year of use at the time of reporting. It is noted that 15% of enrolled 
subjects were lost to follow up or withdrew consent. 
 
No pregnancies were reported in the 6th year of use. A total of 9 pregnancies (6 of them ectopic) were 
recorded in years 1 to 5. The reported life table pregnancy rate for 6 years of use is 0.87% (0.44-1.70).  
 
What did we know already? 
Previous studies of extension of use of 52mg LNG-IUS devices beyond 5 years3,4 have also reported low 
pregnancy rates in the 6th year of use but included significant numbers of subjects aged over 35 years at 
insertion, thus limiting the relevance of the findings for younger users. McNicholas et al. reported 
pregnancy rates for the 52mg LNG-IUS of 0.25 and 0.43 per 100 woman years for the 6th and 7th years of 
use respectively (347 subjects completed 6 years and 160 completed 7 years of use).3 Rowe et al. reported 
a 7 year cumulative pregnancy rate for the 52mg LNG-IUS of 0.5% (681 women completed 6 years and 
398 completed 7 years of use).4 
 
What about other adverse events in the 6th year of use? 
In the ACCESS IUS study2, 40% of subjects (including some subjects aged between 35 and 45 years at 
insertion who were not part of the contraceptive effectiveness cohort described above) reported 
amenorrhoea for the final 90 days of the 6th year of use. This is similar to the rates of amenorrhoea 
reported from year 3 onward. During year 6, one user discontinued use for a “bleeding complaint”, one was 
diagnosed with pelvic infection and two partial expulsions were diagnosed. 
 
How does this affect practice? 
Users of the Levosert 52mg LNG-IUS can now be advised that the device can be used as highly effective 
contraception for 6 years. Levosert remains unlicensed for use for endometrial protection as part of HRT. 

 
FSRH CEU will be convening an expert group to consider whether this evidence can be 
extrapolated to inform contraceptive effectiveness with extended use of other 52mg LNG-IUS 
devices. 
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The Clinical Effectiveness Unit (CEU) was formed to support the Clinical Effectiveness Committee of the 
Faculty of Sexual & Reproductive Healthcare (FSRH), the largest UK professional membership organisation 
working at the heart of sexual and reproductive healthcare. The FSRH CEU promotes evidence based 
clinical practice and it is fully funded by the FSRH through membership fees. It is based in Edinburgh and it 
provides a members’ enquiry service, evidence-based guidance, new SRH product reviews and clinical 
audit/research. Find out more here. 
 
 

https://www.medicines.org.uk/emc/medicine/30120
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