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Abstract

Purpose The Kyleena™ Satisfaction Study (KYSS) provided the first data on 19.5 mg levonorgestrel-releasing intrauterine
system (LNG-IUS-19.5 mg) use in routine clinical practice. Here we report results from the German participants in KYSS.
Methods This prospective, observational, single-arm cohort study recruited women who independently chose to use LNG-
TUS-19.5 mg during routine counseling in Germany. Overall satisfaction and bleeding profile satisfaction, continuation rates,
and safety profile were evaluated at 12 months or premature end of observation (EoO).

Results In the German study population, LNG-IUS-19.5 mg placement was attempted in 508 women and successful in
506 women. Mean age was 32.3 years, and 60.0% (n=305/508) were parous. Placement was considered easy and associ-
ated with no more than mild pain, even in younger and nulliparous participants. Of those with satisfaction data available,
87.6% (n=7388/443) were satisfied with LNG-IUS-19.5 mg at 12 months/Eo0Q. Satisfaction was similar for parous (86.9%,
n=238/274) and nulliparous (88.8%, n=150/169) women, and was independent of age, prior contraceptive method, or reason
for choosing LNG-IUS-19.5 mg. Most participants (73.6%, n=299/406) were also satisfied with their bleeding profile at
12 months/EoO, independent of parity, age, prior contraceptive method, presence of amenorrhea or dysmenorrhea sever-
ity. The 12-month continuation rate was 84.1% (n=427/508). Most discontinuations were due to loss to follow-up (8.5%,
n=43/508) or treatment-emergent adverse events (TEAESs) (4.7%, n=24/508). TEAEs were reported in 12.6% (n=64) of
participants, with 9.3% (n=47) considered to have an LNG-IUS-19.5 mg-related TEAE.

Conclusion Our real-world findings on LNG-IUS-19.5 mg use in German KYSS participants reflected its suitability for a
broad population, including young and nulliparous women.

Clinical trial registration NCT03182140 (date of registration: June 2017).

Keywords Contraception - Low-dose intrauterine system - Levonorgestrel-releasing intrauterine system - Long-acting
reversible contraceptive - Contraceptive safety - Satisfaction

What does this study add to the clinical work

The Kyleena™ Satisfaction Study (KYSS) provided
the first real-world data on 19.5mg levonorgestrel-
releasing intrauterine system (LNG-IUS-19.5mg)
use in routine clinical practice in Germany. These
data demonstrated the suitability of LNG-IUS-
19.5mg for a broad population, including young and
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Introduction

Long-acting reversible contraceptive (LARC) methods,
which include subdermal implants and both hormonal and
non-hormonal intrauterine contraceptives, provide highly
effective, long-term, reversible, behavior-independent birth
control [1, 2]. LARC:s are associated with high satisfaction
and continuation rates as well as improved quality of life
[3-9]. LARC S, particularly intrauterine contraceptives, are
recommended in various international guidelines [10-13],
including a joint guideline of the German, Austrian, and
Swiss Societies for Gynecology and Obstetrics [14]. Despite
these recommendations, intrauterine contraception accounts
for only 14% of all contraceptive users worldwide [15].

LARCSs are still considerably underused in Germany
compared with user-dependent methods such as pills and
barrier methods [16, 17]. Recent German studies have
demonstrated a trend towards decreasing use of the con-
traceptive pill, as women increasingly desire a contracep-
tive method without hormones or with the lowest possible
hormone dose [16, 17]. Meanwhile, the newest data from
the German Federal Center for Health Education showed
that in 2023 the condom was the most common contracep-
tive method, followed by the pill [18]. As the proportion
of women using user-dependent methods of lower efficacy
increases, a similar increase has been reflected in the num-
ber of abortions in Germany [19].

Barriers and misperceptions persist among both health-
care practitioners (HCPs) and patients, which limit the
wider application of levonorgestrel-releasing intrauter-
ine system (LNG-IUS). These include the suitability of
LNG-IUS for nulliparous women, pain and difficulty dur-
ing placement, and concerns about adverse events (AEs)
such as pelvic inflammatory disease, expulsion, or uterine
perforation [20-26]. These fears are rarely evidence-based,
and favorable safety and efficacy profiles have been dem-
onstrated in a broad population, including young and nul-
liparous women [7, 8, 27-29].

LNG-IUS-19.5 mg (Kyleena™) is indicated for con-
traception for up to 5 years [30]. It was developed with a
smaller T-body (frame size) as well as narrower hormone
reservoir and insertion tube than LNG-IUS-52 mg [30],
aiming to provide an additional IUS choice for women
with a narrower cervical canal and/or smaller uterine
cavity, including nulliparous women. LNG-IUS-19.5 mg
placement is easy and associated with minimal menstru-
ation-like pain during clinical studies [30, 31]. LNG-
TUS-19.5 mg also provides a lower level of levonorgestrel
than LNG-IUS-52 mg while maintaining a favorable
bleeding profile [5, 6, 30, 32].

The Kyleena™ Satisfaction Study (KYSS) is a multi-
national, observational study (NCT03182140) providing
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the first real-world evidence of satisfaction with LNG-
IUS-19.5 mg in routine clinical practice [31, 33]. Previ-
ously published data from the multinational overall cohort
from KYSS showed high levels of satisfaction with LNG-
IUS-19.5 mg, high continuation rates, and placement that
was generally considered easy with little to no pain; how-
ever, these results varied notably between country-specific
cohorts [31, 33]. To further examine this variability, here
we reported a subgroup analysis and relevant differences
from the German participants in KYSS.

Methods

KYSS was a prospective, multinational, single-arm, obser-
vational study with a 1-year follow-up conducted in Bel-
gium, Canada, Germany, Mexico, Norway, Sweden, Spain,
and the USA from 2017 to 2018. KYSS assessed LNG-
IUS-19.5 mg overall user satisfaction, bleeding profile sat-
isfaction, continuation rates, and safety profile in routine
clinical practice. Here we focused on the results from the
German participants.

The methodology of this study has been described in
detail in previously published analyses [31, 33]. During rou-
tine counseling with their HCPs, women who independently
chose to use LNG-IUS-19.5 mg were subsequently informed
about the study and invited to participate. Exclusion criteria
included contraindications for LNG-IUS, mental incapac-
ity to consent, and participation in other clinical trials with
interventions outside routine clinical practice.

The primary endpoint for this study was overall user sat-
isfaction rate with LNG-IUS-19.5 mg at the end of observa-
tion (EoO) —i.e., 12 months after placement or at premature
discontinuation. Secondary endpoint analyses included sat-
isfaction with LNG-IUS-19.5 mg at 12 months/EoO strati-
fied by parity and age. Other endpoints included satisfaction
stratified by contraceptive method used in the prior 3 months
and motivation for initiating LNG-IUS-19.5 mg use, bleed-
ing profile satisfaction at 12 months/Eo0Q, as well as the ease
and pain at placement measures. Safety data including AEs
and reasons for early discontinuation were collected. Data
on AEs were reported spontaneously by the participants or
their HCPs.

Satisfaction ratings were based on the 5-item Likert scale
[34]: “very satisfied”, “somewhat satisfied”, “neither satis-
fied nor dissatisfied”, “dissatisfied”, or “very dissatisfied”.
For ratings of ease and pain at LNG-IUS-19.5 mg place-
ment, women reported the levels of pain as “none”, “mild”,
“moderate”, or “severe”’; whereas the ease of placement
was assessed by clinicians using the categories “easy”,
“slightly difficult”, or “very difficult”. Participants were
asked to assess their menstrual cramps or pain since LNG-
IUS-19.5 mg placement at the 4—12-week follow-up visit
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Table 1 Baseline demographics of the German population (safety
analysis set)*

Characteristic German
participants
(n=508)
Age, years, mean+SD 32.3+8.8
Age, years, n (%) 51.0)
<17 136 (26.8)
18-25 182 (35.8)
26-35 185 (36.4)
>35
Parity, n (%) 305 (60.0)
Parous 203 (40.0)
Nulliparous
BMI, kg/m?, mean +SD 24.5+4.7
Previous contraception during last 3 months, n (%) 378 (74.4)
Yes 130 (25.6)

No

*Note that data from categories of younger and nulliparous women
are highlighted in bold as these are of particular interest in this pub-
lication

BMI body mass index, SD standard deviation

and for the 3 months prior to EoO. Dysmenorrhea was rated
as “none”, “mild”, “moderate”, or “severe”. Similarly, par-
ticipants were asked whether they had experienced bleed-
ing since LNG-IUS-19.5 mg placement at the 4-12-week
follow-up visit and during the 3 months prior to EoO.

Statistical analyses were performed using SAS® soft-
ware, version 9.4 (Statistical Analysis Systems Institute,
Cary, NC, USA) and generic macros [35].

Results
Baseline demographics and study population

Overall, 508 participants in Germany had an LNG-
IUS-19.5 mg placement attempt (Fig. S1). These partici-
pants comprised the safety analysis set (SAF). Mean age
was 32.3 years, with 27.8% (n=141) of the participants
under 26 years old, and over half (60.0%, n=305) were
parous (Table 1). Birth control was used by 74.4% (n=378)
of participants in the 3 months prior to enrollment, with
the predominant methods being oral contraceptives (30.1%,
n=153), followed by IUS (18.7%, n=95), and barrier meth-
ods (17.7%, n=90) (Fig. S2).

The most common reasons for selecting LNG-
TUS-19.5 mg were desires to avoid the need for a contracep-
tive routine (34.3%, n=174), for high contraceptive reli-
ability (31.3%, n=159), and for low hormone dose (31.1%,
n=158) (Fig. S3). Also noted as important reasons were the
expectation of shorter, lighter, and less frequent bleeding

episodes (19.1%, n=97), and the mainly local rather than
systemic effects of LNG (14.2%, n=72).

LNG-IUS-19.5 mg placement experience

LNG-IUS-19.5 mg placement was successful in 506 of
the 508 participants (99.6%); these participants comprised
the full analysis set (FAS). Investigators rated the majority
(90.2%, n=458) of placements as “easy” (Fig. S4). Ease
of placement was similar regardless of the woman's age or
parity. Congruently, most women (81.9%, n=416) stated
that they had felt no or “mild” pain during placement. In
total, 14.2% (n=72) of participants rated the placement pain
as “moderate”, and only 3.9% (n=20) felt “severe” pain.
Parous women more frequently rated their pain as “none”
or “mild” (89.8%, n=274/305) in comparison with nul-
liparous participants (70.0%, n=142/203). This was also
true for older (aged > 25 years) in comparison with younger
(aged <25 years) participants: 84.7% (n=311/367) and
74.5% (n=105/141), respectively, rated their pain as “none”
or “mild”.

Concomitant medication or additional measures such
as cervical dilation for insertion were not required in most
German women (59.1%, n=300) (Fig. S4). Systemic
medication (e.g., non-steroidal anti-inflammatory drugs
or prostaglandin analogs) was used in 23.0% (n=117) of
placements; local medication (e.g., local anesthesia gel or
fluid) was used in 11.8% (n=60); and cervical dilation was
used in 3.3% (n=17). Nulliparous women were more likely
to require additional interventions than parous women:
48.8% (n=99/203) and 35.7% (n=109/305), respectively.
This was also true for younger (<25 years) compared with
older (> 25 years) women: 49.6% (n=70/141) and 37.6%
(n=138/367), respectively, required additional measures.

Satisfaction with LNG-1US-19.5 mg

Most participants at 12 months/EoO were satisfied with
LNG-IUS-19.5 mg; 87.6% (n=388) of the 443 FAS partici-
pants with available satisfaction data reported that they were
satisfied with the device (Fig. 1). The majority of women
(66.6%, n=295) reported being “very satisfied” with LNG-
1US-19.5 mg, with a very low proportion (2.5%, n=11)
reporting being “very dissatisfied” with LNG-IUS-19.5 mg
at 12 months/EoO. However, it should be noted that no sat-
isfaction data were available for 12.5% of women (63 of 506
FAS participants), mainly due to loss to follow-up.

Most German women reported satisfaction at 12 months/
EoO (Fig. 1), irrespective of parity; 86.9% (n=238/274)
of parous women and 88.8% (n=150/169) of nulliparous
women reported satisfaction. Similarly, most participants
reported satisfaction regardless of age, ranging from 80.0%
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LNG-IUS: levonorgestrel-releasing intrauterine system.

Fig. 1 Satisfaction of German participants with LNG-IUS-19.5 mg at 12 months/end of observation (full analysis set)®"

(n=4/5) of women aged <17 years to 90.4% (n=150/166)
of those aged > 35 years.

When LNG-IUS-19.5 mg satisfaction was compared with
all previous methods of contraception, the vast majority of
participants were satisfied irrespective of the method used
(Fig. 2A). Across all prior contraceptive methods, at least
83.8% reported satisfaction, with satisfaction being high-
est in previous IUS (90.5%, n=76/84), and IUD (100%,
n=11/11) users.

Although various reasons for selecting LNG-IUS-19.5 mg
were given, satisfaction was similar when stratified by these
motivations for choice (Fig. 2B). Satisfaction ranged from
84.3% (n=118/140) for those who chose LNG-IUS-19.5 mg
for its low hormone dose to 93.3% (n=14/15) for those who
chose LNG-IUS-19.5 mg for its small size.

Bleeding profile satisfaction

At 12 months/Eo0O, 73.6% (n=299/406) of women with
satisfaction outcome data available reported being satisfied
with their bleeding profile (Fig. 3). Bleeding profile satisfac-
tion was independent of parity, with 74.6% (n=185/248)
of parous women and 72.1% (n=114/158) of nulliparous
women reporting being “very satisfied” or “somewhat sat-
isfied”. When stratified by age, bleeding profile satisfaction
ranged from 50.0% (n=2/4) for those aged <17 years to
77.7% (n=122/157) for those aged > 35 years.

Bleeding profile satisfaction differed when stratified by
prior contraceptive method (Table S1). Previous users of
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an IUS or IUD had the highest satisfaction rates: 86.7%
(n=65/75) and 81.8% (n=9/11), respectively, reported
being “very satisfied” or “somewhat satisfied”. Those who
had not been using any contraceptive method in the past
3 months and those who had been using barrier methods
reported the lowest satisfaction rates, although the majority
were still satisfied: 65.7% (n=67/102) and 64.1% (n=50/78)
reported satisfaction, respectively.

Analysis of bleeding profile satisfaction was addition-
ally stratified by participants’ reports of whether they had
experienced bleeding since LNG-IUS-19.5 mg placement
(Table S1). Rates of satisfaction were similar between those
with amenorrhea and those without: 74.2% (n=89/120) and
73.5% (n=200/272), respectively, reported being “very sat-
isfied” or “somewhat satisfied”. Bleeding profile satisfac-
tion was also stratified by dysmenorrhea severity (Table S1).
The proportion of participants who were “very satisfied”
decreased with increasing dysmenorrhea severity, although
most participants reported satisfaction regardless of dys-
menorrhea severity. The proportion of women being “very
satisfied” ranged from 42.4% (n=14/33) for those with
severe dysmenorrhea to 57.8% (n=93/161) for those with
no dysmenorrhea.

Continuation with LNG-IUS-19.5 mg
In total, 84.1% (n=427/508) of participants chose to con-

tinue with LNG-IUS-19.5 mg at 12 months (Table 2). Of the
15.9% (n=_81/508) who did not complete the planned final
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Fig.3 Satisfaction of German participants with their bleeding profile during LNG-IUS-19.5 mg use (FAS)*"

study visit at 12 months, 8.5% (n=43) were lost to follow-up
and may or may not have continued with the device. Only
four women (0.8%) discontinued for the primary reason of
being dissatisfied with LNG-IUS-19.5 mg.

Adverse events with LNG-1US-19.5 mg

Treatment emergent adverse events (TEAEs) were reported
in 12.6% (n=64/508) of participants. Discontinuations due
to TEAEs were uncommon: 4.7% (n=24/508) of partici-
pants discontinued treatment due to TEAEs (Table 3). Few
discontinuations were observed due to bleeding-related
TEAEs (1.2%, n=6). There were three expulsions (0.6%),
two pregnancies (0.4%), two infections (0.4%), and no uter-
ine perforations (Table 2). Of the two pregnancies, one was
ectopic and required remedial drug therapy; the other was
intrauterine and resulted in spontaneous abortion.

In total, 9.3% (n=47) were considered to have an LNG-
IUS-19.5 mg-related TEAE (Table 3), with disorders of the
reproductive system and the mammary gland being the most
common (reported in 5.1%, n=26) (Table S2). This class of
AEs included metrorrhagia, ovarian cysts, and vaginal bleed-
ing (each reported in 0.8%, n=4), as well as dysmenorrhea
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Table 2 Continuation with LNG-IUS-19.5 mg at 12 months/end of
observation in the German population (safety analysis set)®

Outcome, n (%) German

participants

(n=508)
LNG-1US-19.5 mg still in use at planned EoO 427 (84.1)
LNG-1US-19.5 mg discontinued before planned EoO 81 (15.9)
Primary reason for EoO/discontinuation: 43 (8.5)
Lost to follow-up 2(0.4)
Unsuccessful LNG-IUS-19.5 mg placement 3(0.6)
Expulsion of LNG-IUS-19.5 mg 33(6.5)
Removal of LNG-IUS-19.5 mg 20 (3.9)
Adverse event 4(0.8)
Dissatisfaction with LNG-IUS-19.5 mg 2(0.4)
Pregnancy 4(0.8)
Wish for pregnancy 3 (0.6)
Switch contraceptive method 0

Uterine perforation

“Note that events of particular interest in this publication are high-

lighted in bold

EoO end of observation, LNG-1US levonorgestrel-releasing intrauter-

ine system
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Table3 Adverse events and discontinuation rates with LNG-
IUS-19.5 mg in the German population (safety analysis set)

Outcome, n (%) German
participants
(n=508)
Any TEAE 64 (12.6)
Any LNG-1US-19.5 mg-related TEAE 47 (9.3)
Any serious TEAE 6(1.2)
Any serious LNG-1US-19.5 mg-related TEAE 3(0.6)
Discontinuation due to TEAE 24 (4.7)
Discontinuation due to serious TEAE 3(0.6)
Discontinuation due to bleeding-related TEAE 6(1.2)

LNG-1US levonorgestrel-releasing intrauterine system, TEAE treat-
ment-emergent adverse event

(0.6%, n=3). Gastrointestinal disorders (3.3%, n=17) such
as lower abdominal pain (3.1%, n=16), skin disorders
(1.0%, n=15) such as acne (0.4%, n=2), and psychiatric dis-
orders (0.8%, n=4) such as depression (0.2%, n=1) were
also among the reported LNG-IUS-19.5 mg-related TEAE:.

Discussion

KYSS provided the first real-world evidence on the use
of LNG-IUS-19.5 mg in an international population. The
results reported here for the German participants dem-
onstrated high satisfaction rates with LNG-IUS-19.5 mg
regardless of age, parity, previous contraceptive method, or
motivation for initiating LNG-IUS-19.5 mg use. In addition,
these data showed that most participants were satisfied with
their bleeding profile during LNG-IUS-19.5 mg use, even
when stratified by age, parity, prior contraceptive method,
presence of amenorrhea, and severity of dysmenorrhea.

As Germany represented the largest country-specific
KYSS population with 508 of the total 1129 participants,
these data reflected the most important conclusions of
the multinational KYSS population [33]. These data also
further supported the high satisfaction and continuation
rates as well as the favorable safety profile demonstrated
with LNG-IUS-19.5 mg in prior clinical trials [6, 7, 32].
Although real-world evidence on satisfaction with LNG-IUS
is still limited, satisfaction with an LNG-IUS (not specific
to LNG-IUS-19.5 mg) has previously been demonstrated in
everyday practice in Germany, with prior studies showing
high satisfaction with LNG-IUS that compared favorably
with other contraceptive methods. Consistent with this, our
results provided the first real-world evidence specific to
LNG-IUS-19.5 mg to support these previous studies.

Concerns about nulliparity and difficult or painful place-
ment are among the main barriers deterring women and cli-
nicians from considering intrauterine contraception [20-26].

Our data demonstrated ease of placement in routine clinical
practice and showed that there was usually minimal pain
during the placement procedure. Importantly, this was inde-
pendent of age and parity. Although nulliparous participants
were more likely to report slightly higher levels of pain dur-
ing placement, the majority of young and/or nulliparous
participants reported no or “mild” pain. Moreover, most
participants did not require any pain-managing interven-
tions. This was again largely independent of age or parity,
although additional measures for managing pain were more
likely to be required by younger or nulliparous participants.
These findings would be useful for contraceptive counseling
on IUS placement procedures; HCPs can be assured that
placements are generally easy and associated with no more
than mild pain.

A previous survey has demonstrated a common belief
among HCPs that intrauterine contraceptive use in nul-
liparous women is associated with a higher risk for pelvic
inflammatory disease, infertility, and uterine perforation
[21]. Here, we showed that the German participants in KYSS
had a low rate of discontinuations and TEAEs; in particular,
the incidences of pelvic inflammatory disease, expulsions,
and unsuccessful placements compared very favorably with
published safety data from clinical trials [6, 7, 32], which
is often rare for real-world evidence in routine clinical set-
tings. We observed no perforations within both the Ger-
man subset and the entire KYSS population; this was also
consistent with the real-world large-scale European Active
Surveillance Study for Intrauterine Devices (EURAS-IUD),
which reported a perforation rate of 2.1 per 1000 LNG-IUS
insertions [36]. Additionally, rates of depression and mood
disorders were low in K'YSS. These results were particularly
positive given that psychiatric-related AEs with use of hor-
monal contraceptives are another common area of concern
for HCPs [18, 37]. Our data thus provided further evidence
to show that LNG-IUS-19.5 mg is well tolerated with a
favorable safety profile and should help to alleviate miscon-
ceptions among HCPs regarding intrauterine contraception.

Furthermore, satisfaction with the bleeding profile dur-
ing LNG-IUS-19.5 mg use was high, regardless of age,
parity, the presence of amenorrhea, or the severity of any
dysmenorrhea. There were a low number of bleeding-
related TEAEs considered to be due to LNG-IUS-19.5 mg
use, and few participants discontinued as a result of bleed-
ing-related AEs. This was an important finding because
concerns about bleeding profile changes have been identi-
fied as a barrier to IUS use [38, 39].

We demonstrated that satisfaction with LNG-
IUS-19.5 mg use was independent from the reasons of
choice. This was observed in the German subset as well
as the entire multinational KYSS population; however,
there were relevant differences between these two popu-
lations [33]. Of note, the desires for high contraceptive
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reliability (31.4 vs. 27.6%), low hormone dose (31.2 vs.
26.6%), and a mainly local contraceptive effect (14.2 vs.
10.0%) were expressed more frequently by German partic-
ipants com-pared with the total population. This provided
insights into the trends of the contraceptive landscape in
Germany and further evidence that indicates changes in
patient attitudes and increasing hormone skepticism [16,
17, 40]. Importantly, such findings would be useful for
HCPs since there is a considerable body of evidence sup-
porting the influence of provider counseling on women’s
contraceptive method choices [41-45] and how shared
decision-making promotes patient satisfaction [46]; these,
in turn, are inversely associated with the discontinuation of
contraceptive methods [4, 47-49]. Understanding the fac-
tors influencing a woman’s contraceptive choice will allow
providers to dispel misconceptions, counsel more effec-
tively, and help women select the contraceptive method
most suitable for their needs.

Recent trends from Germany showed an increasing
proportion of women using condoms as their primary
contraceptive method [18] (and a concomitant increase in
abortions [19]). The drivers for these trends are likely mul-
tifaceted but the rise in hormone skepticism may be partially
responsible [16, 17, 40]. Indeed, our study found that low
hormone dose was a key priority when selecting a contracep-
tive method; however, high contraceptive reliability was also
an important factor. LNG-IUS-19.5 mg could, therefore, be a
valuable option for German women as its low hormone dose
does not prevent ovulation, so women can maintain their
natural cycles while still benefitting from highly effective
contraception [30].

Limitations of this study included the unavailability of
satisfaction data for some participants due to loss- to-fol-
low-up, which may impact the satisfaction rates. The study
population was also relatively homogeneous in terms of
body mass index and ethnicity; therefore, results may not
be generalizable to other populations. However, KYSS was
not designed to investigate the impact of race, ethnicity, edu-
cation level, or socioeconomic status on satisfaction rates.

Conclusion

We reported high overall satisfaction with LNG-
IUS-19.5 mg for the German participants in KYSS, inde-
pendent of age, parity, prior contraceptive method, or
reasons of choice. Bleeding profile satisfaction during
LNG-IUS-19.5 mg use was also high, regardless of the
presence of amenorrhea and the severity of any dysmenor-
rhea. LNG-IUS-19.5 mg placement was generally easy and
mostly associated with mild to no pain, even in younger
and nulliparous participants. A favorable safety profile
and high continuation rates were also observed. Together,

@ Springer

these real-world data on LNG-IUS-19.5 mg use in Ger-
man participants in routine clinical practice underscored
its suitability for a broad population, including young and
nulliparous women.
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