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Introduction: Heavy menstrual bleeding (HMB) is usually treated with the levonorgestrel 52-mg intrauterine device (IUD), but if
a lower-dose IUD would have similar efficacy on bleeding control mainly in the first years of use, the benefits of its dimensions could
be attractive to women with narrow cervical canal. The purpose of our study was to evaluate clinical outcomes and satisfaction over
one year in women with subjective complaints of HMB treated with the levonorgestrel 19.5-mg IUD.

Methods: We conducted a pilot study at the Department of Obstetrics and Gynaecology, University of Campinas, Faculty of Medical
Sciences, Campinas, SP, Brazil. We enrolled 73 women who consulted with complaints of HMB and accepted the use of the
levonorgestrel 19.5-mg IUD. We assessed satisfaction with the IUD one year after device placement using a questionnaire that
subjectively evaluated HMB through quantity, predictability, cramps, overall satisfaction, desire to continue using the IUD and the
possibility of recommending it to others. Additionally, healthcare providers (HCPs) reported on the ease of insertion during device
placement, and we obtained data on women’s opinions regarding pain during insertion.

Results: Most women were satisfied or very satisfied with the levonorgestrel 19.5-mg IUD as a treatment for HMB, regarding
bleeding quantity (n=51; 96.2%), predictability (n=43; 81.1%), and cramps (n=42; 79.2%) one year after device placement. Overall
satisfaction was 98.1%. Furthermore, HCPs reported that it was easy to place (n=66; 90.4%) with varied pain at insertion.
Conclusion: The levonorgestrel 19.5-mg IUD was easy to insert with varied pain at insertion, and the satisfaction of women with
their bleeding pattern one year after the device placement was high or very high.
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Introduction
Although heavy menstrual bleeding (HMB) is well-defined for research purposes as the measurement of actual blood loss
per menstrual period, and the gold standard is the measurement of alkaline hematin, the technique is expensive and not
available in all settings. For this reason, the current recommendation values the routine clinical context based on the
patient’s complaint to define it as excessive menstrual blood loss which the woman reports interfere with her physical,
emotional, social, and material quality of life (QoL)."

The levonorgestrel 52-mg IUD is the best first-line treatment for reducing menstrual blood loss.” Some benefits of
a lower-dose IUD would be those related to its dimensions, which facilitate ease of insertion and cause less pain during
the procedure.® The levonorgestrel (LNG) 52-mg IUD is suitable for almost all medically eligible women, regardless of
age or parity; however, the placement could be more difficult, and pain during the procedure seems to be greater in that
group and in women with only previous caesarean deliveries.*”’ Furthermore, it is necessary to consider that differences
in pain score at the time of placement of different IUDs could be statistically significant but not clinically relevant.®
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A low dose and small size LNG 19.5-mg IUD was introduced in many markets with the advantage of better fitting
women with thinner cervical canal.”'® Considering that most of the strategies to reduce pain at device placement are not
able to alleviate it,* this new device with a thinner inserter tube would make insertion easier and less painful, especially
among nulligravidas women.'®'" Moreover, this study is part of one of our groups that showed this [UD appears to be
significantly useful in improving markers of anaemia, including haemoglobin, haematocrit, serum iron, and ferritin
levels, compared to baseline evaluations among women with HMB during the first year of use.'” We conducted this pilot
study with the objective of assessing satisfaction with this IUD among women with subjective HMB who accepted to use
the LNG 19.5-mg IUD for one year and its ease of insertion and pain at placement.

Materials and Methods

We conducted a descriptive pilot study at the Department of Obstetrics and Gynaecology, University of Campinas,
Faculty of Medical Sciences, Campinas, SP, Brazil, between July 2021 and April 2023. The university’s ethics committee
approved the study protocol (CAAE # 45205721.1.0000.5404), our study complies with the Declaration of Helsinki, and
all participants signed an informed consent form before enrolling in the study.

Women aged 1848 years old who attended the clinic with complaints of HMB according to the self-perception of
augmented bleeding by volume, which was interfering with their QoL and desiring the use of a low-dose levonorgestrel
IUD rather than the LNG 52-mg IUD, which is commonly in use at our centre, were invited to participate. Exclusion criteria
were pregnancy, congenital or acquired uterine abnormality, including fibroids if they distorted the uterine cavity or cervical
canal and endometrial polyps, active pelvic inflammatory disease, recent deep vein thrombosis, and the use of illicit drugs.

After obtaining their demographic information, an HCP with extensive experience in IUD placement performed
transvaginal ultrasonography to identify fibroids or polyps and the same professional placed the LNG 19.5-mg IUD
(Kyleena®, Bayer Oy, Turku, Finland). The IUD was inserted after the HMB episode had ended. We did not use
ultrasound to guide IUD placement or to confirm the correct IUD position at the end.

We evaluated the ease of placement in the opinion of the HCP who inserted the device, classifying the insertion as
easy, difficult without dilators, difficult with dilators, or failed insertion. Furthermore, we assessed pain at insertion
according to women’s opinions and scored from 0 to 10 on the visual analogue scale (VAS), reported as n (%), with
scores ranging from 0-5 (mild to moderate) and 6—10 (moderate to intense). No pain killers were used before and during
IUD placement. Women were instructed to return up to one year (£30 days) after device placement to answer
a questionnaire of satisfaction with these questions:

1) Since the beginning of the LNG IUD use, what is your satisfaction with the amount of monthly bleeding?

2) Since the beginning of the LNG IUD use, what is your satisfaction with the predictability of monthly bleeding?
3) Since the beginning of the LNG IUD use, what is your satisfaction with cramps during monthly bleeding?

4) In general, what is your satisfaction with the LNG IUD?

5) Do you want to continue using the LNG IUD?

6) Would you recommend the LNG IUD to a friend or relative?

Participants’ satisfaction with bleeding patterns was assessed throughout the one-year observation period, including
amenorrhea, spotting, and irregular bleeding. Satisfaction with predictability was defined as comfort with bleeding
resembling a regular menstrual cycle. In cases of unpredictable but non-bothersome bleeding, participants were
instructed to indicate satisfaction with monthly bleeding quantity but partial satisfaction with predictability.
Independently of bleeding pattern, all participants were asked to evaluate the presence and intensity of cramps during
the observation period. Possible answers to the first 4 questions were very dissatisfied, somewhat dissatisfied, neither
satisfied nor dissatisfied, somewhat satisfied and very satisfied. Answers to the last 2 questions could be yes or no.
Women with partial or complete expulsion (partially in the cervical canal; or the IUD completely in the canal or
vagina or IUD not found; identified at clinical visits) were offered removal of the IUD and its replacement by the LNG
52-mg IUD (which is the gold standard treatment for HMB in Brazil); however, they were discontinued from the study.
The demographic and clinical characteristics of the women are presented as medians and interquartile ranges, as the data
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Table | Main Characteristics of Participants with Heavy Menstrual Bleeding,
Users of the Levonorgestrel 19.5-mg Intrauterine Device at the University of
Campinas, Brazil (n=73)

Median (IQR)
Age (years): median (IQR) 30 (24-38)
Ethnicity: n (%) White 42 (57.5)
Black 4 (5.5)
Biracial 26 (35.6)
Asian 1 (1.4)
Schooling (years): median (IQR) 12 (11-15)
BMI (kg/m?): median (IQR) 27.0 (24.0; 30.3)
Obstetric history: n (%) Nulliparous 27 (37.0)
With vaginal delivery 19 (26.0)
With only cesarean delivery 27 (37.0)

Abbreviations: IQR, interquartile range; BMI, body mass index.

were not normally distributed. Ease of device placement was reported as n (%). Satisfaction of women was illustrated in
a diverging stacked bar chart.

Results

We screened 740 women, and we enrolled 73. Table 1 shows their demographic characteristics. The mean age was 30.0
(range: 24-38) years, more than half were white and the median body mass index (BMI; kg/m?) was 27.0 (range
22.4-30.3). Of the enrolled women, 20 (27.4%) participants left the study due to being lost to follow-up (n = 12; 16.4%),
expulsion (n = 7; 9.6%), or uterine perforation (n = 1; 1.4%) (Figure 1). One year after IUD placement, amenorrhoea
(absence of any menstrual bleeding for at least 90 days) was reported by 10 (13.7%) women.

Screened
(n=740)
. Screening failures
o (n=667)
v
Enrolled
(n=73)
Excluded (n=20)
»| Uterine perforation (n=1)
Lost to follow-up (n=12)
Expulsion (n=7)
A4
Completed study
(n=53)

Figure | Study flow for participants in a study evaluating a levonorgestrel 19.5-mg intrauterine device among women who subjectively reported heavy menstrual bleeding
(HMB) treatment. (n=73).

Open Access Journal of Contraception 2025:16 hetps: 125



Viscola et al

Table 2 Obstetric History, Ease of Placement and
Pain at Insertion of Participants with Heavy
Menstrual Bleeding Treated with the Levonorgestrel
19.5-mg Intrauterine Device, Campinas, Brazil. (n=73)

n (%)
Obstetric history: n (%)
Nulliparous or CD only 54 (74.0)
Vaginal delivery 19 (26.0)
Ease of placement: n (%)
Easy 66 (90.4)
Difficult 7 (9.6)
Ease of placement (stratified): n (%)
Easy 66 (90.4)
Difficult without the use of dilators 341
Difficult with the use of dilators 4 (5.5)
Pain at insertion (VAS score)
Mild to moderate (0-5) 32 (43.8)
Moderate to intense (6—10) 41 (56.2)

Abbreviations: CD, caesarean delivery; VAS, visual analogue scale.

Table 2 shows the obstetric history, ease of placement and pain at insertion of the LNG IUD. According to the HCPs,
most of the women (n = 66; 90.4%) had an easy placement, but according to the VAS score, pain at insertion varied; 32
(43.8%) experienced mild to moderate pain and 41 (56.2%) reported moderate to intense pain.

In Figure 2 we showed participants” satisfaction with the LNG IUD one year (£30/90 days) after device placement
regarding uterine bleeding as quantity, predictability, cramps, and overall impression. Most women were satisfied or very
satisfied with the method, and few were dissatisfied regarding predictability (n = 1; 0.02%) or cramps (n = 4; 0.07%).
Others were somewhat dissatisfied regarding predictability (n = 4; 0.07%) or cramps (n = 3; 0.06%). Four women did not
wish to continue the IUD use, two of them because of desire to become pregnant, and the other two did not provide any

reason; however, all participants would recommend it to a friend or relative.

Discussion
The LNG 19.5-mg IUD is currently approved for contraceptive use and has not been indicated for the management of
HMB. To date, no comparative studies have been published evaluating the LNG 52-mg and LNG 19.5-mg IUDs in this

Levonorgestrel 19.5-mg IUD

W Very dissatisfied 1 Somewhat dissatisfied - Neither satisfied nor dissatisfied m Somewhat satisfied m Very satisfied

Quantity
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Overall
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Figure 2 Satisfaction of levonorgestrel 19.5-mg IUD users one year after device placement according to bleeding patterns (n=53).
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context. Our pilot investigation assessed satisfaction among women with HMB using the LNG 19.5-mg IUD at one year
following device placement.

Our study showed that most of the participants were satisfied or very satisfied with this IUD, and non-satisfied women
reported they disliked the unpredictability of bleeding and cramps. Furthermore, the LNG 19.5-mg IUD was considered
by HCPs as easy to place in women with HMB. There was considerable variability in pain perception even with the small
width of the insertion tube (3.8 mm) as found with the LNG 52-mg IUD insertion tube (4.4 mm), highlighting that pain
includes several sources like inserting the speculum, the tenaculum grasping of the cervix, the uterine sounding, eventual
use of dilators, and the placement of the IUD more than the size of the insertion tube.

Although there is no contraindication for the use of any IUDs by nulligravidas or adolescents, those women, generally
experienced more pain and eventually difficult insertion and since they usually have a tighter cervical canal, nulliparous
could benefit from the LNG 19.5-mg IUD given it is smaller, and has an insertor 0.6 mm smaller compared with the LNG
52-mg IUD.*'*!* Likewise, regarding parity, no difference in pain at IUD insertion was seen by others, though a recent
study had shown intense pain at insertion more related to nulligravidas than parous women and higher pain with the LNG
52-mg IUD than with the copper-IUD (TCu380A).*!1¢

It is also worth noting that, although there is controversial evidence to support the routine use of topical lidocaine
injected into the cervix, pre-insertion oral misoprostol or nonsteroidal anti-inflammatory drugs for reducing pain during
insertion of an IUD, the use of topical lidocaine spray should be further evaluated.*'”'® A recent review showed that
more important than pharmacological actions is to consider the characteristics of the women and the guidance,
anticipated pain and support provided by the HCP involved in the procedure.'’

The unexpectedly high rate of expulsion was an issue in this study. In a previous report of our group, in which the
IUD was placed during the acute bleeding episode, the possibility of expulsion was high, and the high incidence of
expulsion in women with HMB was also seen by others.?> 2> However, in a recent report, we found a similar expulsion
rate among women who received the LNG 52-mg ITUD due to contraception or as treatment of HMB.>* The high
expulsion rate could have affected the number of women dissatisfied with the IUD, but some of them required
replacement of the IUD, which denotes satisfaction, and even some who did not want to continue the IUD use would
recommend it to a friend or relative. That agrees with the high continuation rate, an indicator of user satisfaction,
observed with the LNG 19.5-mg IUD.**

Our study found high rates of satisfaction with the LNG 19.5-mg IUD among women with HMB; however,
apparently, bleeding control requires higher levels of levonorgestrel and maybe, in the last years of this IUD life span,
the amount of steroid released could not ensure adequate bleeding control, diminishing satisfaction over time, and other
studies could evaluate this issue.

The main strength of our study is that this is the first to assess the satisfaction of users with HMB regarding the
levonorgestrel 19.5-mg IUD since the usual treatment of that condition is the levonorgestrel 52-mg IUD. Limitations
include the small sample size, the relatively high rate of losses (follow-up and expulsion), the inability to correlate HMB
reduction with the use of the LNG 19.5-mg IUD by one year because we did not use a quantitative method such as
alkaline haematin to determine the actual blood loss and the lack of a comparison group of women. Nevertheless, the
satisfaction of users was considered in the recent definition of HMB, which assumed the woman’s perception of physical,
emotional, social, and material interference in her QoL.

Since satisfaction does not necessarily equate to clinical efficacy in controlling bleeding without objective measures,
future research directions could better compare the LNG 19.5-mg with the LNG 52-mg IUDs in the treatment of HMB
and address the limitations of our study with adequate sample size and an objective method of bleeding measurement:
quantitative (alkaline hematin) or semiquantitative (PBAC).

Conclusion

The use of the LNG 19.5-mg IUD among women with subjectively HMB was easy to place with varied pain, and it was
associated with high satisfaction by one year after device placement. More studies should evaluate how the LNG 52-mg
IUD and the LNG 19.5-mg IUD are comparable on bleeding control and show for how long the latter could be used to
treat HMB.
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Abbreviations
HCP, healthcare provider; HMB, heavy menstrual bleeding; IUD, intrauterine device; QoL, quality of life; VAS, visual
analogue scale.
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