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Background
Heavy menstrual bleeding (HMB) is a common problem that can significantly impact on women’s lives, and burden individuals and healthcare systems. A range of nonhormonal and hormonal medical treatments are available as first line therapy for women presenting with HMB in primary care.
The levonorgestrel-releasing intrauterine system (LNG-IUS; Mirena®) was developed as a contraceptive, but it also reduces menstrual blood loss. In 2007, UK guidance
introduced the option of LNG-IUS for HMB based on limited evidence.
To date, only small studies have compared LNG-IUS to non-hormonal and hormonal treatments, showing reduction in menstrual blood loss. However, short-term
improvement in menstrual blood loss may not reflect the longer term effects of experiencing HMB, particularly as LNG-IUS discontinuation rates are high. Moreover, none
of these trials measured the effect of HMB on women’s lives nor followed women for longer than one year.

What was the ECLIPSE Trial?
We undertook the ECLIPSE trial, a pragmatic, multicentre, randomised controlled trial designed to assess the clinical effectiveness of LNG-IUS for HMB compared with
usual medical treatment in primary care. Initially, we considered outcomes for women after 2 years of follow-up.
Women aged between 25 and 50 presenting to their GPs with HMB, occurring over at least three consecutive cycles, were considered eligible. Consenting women were
randomised to having a LNG-IUS fitted, or usual medical treatment, chosen as clinically appropriate to needs by the woman and her doctor.
The usual medical treatment options were mefenamic acid, tranexamic acid, norethisterone, the combined oral contraceptive pill (any formulation), desogestrel or
methoxyprogesterone acetate injection. Subsequently, treatments could be changed between the usual medical treatment options, from the LNG-IUS to other medical
treatments, or vice versa, or could be ceased completely in line with usual clinical practice (e.g. due to perceived lack of benefit, side effects, change in need for
contraception, referral for endometrial ablation or hysterectomy).
The primary outcome measure was the condition-specific questionnaire designed to capture the impact of HMB on women’s day-to-day life. Summary scores range from 0
(not affected) to 100 (worst affected).

What did the study find?
The ECLIPSE trial randomly assigned 571 women with heavy menstrual bleeding to treatment with the coil (LNG-IUS) or usual medical treatment. Women we asked to
assess the impact their periods had on their daily life, at intervals over a five year period.
All participants found that their symptoms and quality of life significantly improved, regardless of which treatment they started with. However, the results of show that LNGIUS, as compared with usual medical therapies, leads to greater improvement , over two years, in women’s assessments of the effect of HMB on their daily routine,
including work, social and family life, and psychological and physical well-being. These findings were no longer significantly different at five years.
Not all women continued with the treatment: by five years, just over half had had the coil removed due to unpredictable bleeding and 85% of those taking pills had changed
treatments, mainly to the coil, or stopped treatment. One in five women in each group went on to have surgery e.g. hysterectomy. We could not conclude that the coil
was definitely a cost-effective treatment because the results differed depending on the calculation used.

What impact will this study have?
The results provide unique and valuable practical information for women and primary care practitioners when considering choice of, and what to expect from, medical
treatments for HMB. Our clinical results support the NICE guidelines that recommend that medical treatment options should be considered when women initially present
with HMB in primary care, and that LNG-IUS should be considered first. Women with HMB, a relatively normal sized uterus on examination and no other risk factors can
be successfully treated and expect a significant reduction in the range of negative impacts of HMB on quality of life. While LNG-IUS is more effective in this regard than
other usual medical options within the first two years of treatment, both LNG-IUS and usual medical treatments are shown to be helpful initial choices five years later. The
low overall rates of surgery underline the importance and feasibility of initial medical management of women with HMB in primary care, and the avoidance of referral to
secondary care.
The ECLIPSE team thanks all the women who took part in the Eclipse Trial
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For more information
National Institute of Health and Clinical Excellence (NICE) clinical guidance on heavy menstrual bleeding
(http://guidance.nice.org.uk/CG44/PublicInfo/doc/English)
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