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Placement of an intrauterine device within 48 hours

’ '.) Check for updates

after second-trimester medical abortion: a randomized

controlled trial

Sara Hogmark, MD, PhD; Johanna Rydelius, MD; Niklas Envall, RNM, PhD; Pia Teleman, MD, PhD;
Kristina Gemzell-Danielsson, MD, PhD; Helena Kopp Kallner, MD, PhD

BACKGROUND: International guidelines recommend placement of
intrauterine devices immediately after second-trimester medical abortion,
but evidence concerning the optimal time for intrauterine device place-
ment is lacking from clinical trials.

OBJECTIVE: This study aimed to investigate effectiveness, safety, and
acceptability of intrauterine device placement within 48 hours, compared
with placement at 2 to 4 weeks after second-trimester medical abortion.
We hypothesized that intrauterine device placement within 48 hours would
be superior compared with placement at 2 to 4 weeks after the abortion, in
terms of the proportion of intrauterine device use after 6 months, with
maintained safety and acceptability.

STUDY DESIGN: In this open-label, randomized, controlled, superi-
ority trial, we recruited participants at 8 abortion clinics in Sweden. Eligible
participants were aged >18 years, requesting medical abortion with
gestation >85 days, and opting for use of a postabortion intrauterine
device. Participants were randomized (1:1) to intrauterine device place-
ment either within 48 hours of complete abortion (intervention) or after 2 to
4 weeks (control). Our primary outcome was self-reported use of an in-
trauterine device after 6 months. Secondary outcomes included expulsion
rates, pain at placement, adverse events and complications, acceptability,
and subsequent pregnancies and abortions. Differences in nonnormal
continuous variables were analyzed with the Mann—Whitney U test, and
differences in dichotomous variables with the chi-square or Fisher exact
tests. A P value <.05 was considered statistically significant. Group

differences are presented by modified intention-to-treat and per-protocol
analyses.

RESULTS: Between January 2019 and June 2022, we enrolled 179
participants, of whom 90 were assigned to the intervention and 89 to the
control arm. Enroliment was prematurely stopped after an interim analysis
exceeded a predefined intrauterine device expulsion rate of 20%. Ac-
cording to modified intention-to-treat analysis, use of intrauterine device
after 6 months was 50.7% (34/67) in the intervention group vs 71.6% (48/
67) in the control group (proportion difference, 20.9%; 95% confidence
interval, 4.4%—35.9%; P—=.02). The intrauterine device expulsion rate
was 30.1% (22/73) in the intervention group vs 2.9% (2/70; P<.001) in
the control group. Other adverse events were rare and patient acceptability
was high in both groups.

CONCLUSION: Intrauterine device placement within 48 hours after
second-trimester medical abortion was nonsuperior in terms of the pro-
portion of intrauterine device use after 6 months when compared with
placement after 2 to 4 weeks. Placement within 48 hours after second-
trimester abortion can be used in selected individuals after counseling
on expulsion risk.

Key words: contraception, copper intrauterine devices, family planning
services, health services accessibility, induced abortion, intrauterine de-
vice expulsion, long-acting reversible contraception, medicated intra-
uterine devices, postabortion contraception, repeated abortion seekers

Introduction contraception

for

patients having with later placement.'' Similar results

Intrauterine devices (IUDs) are often
chosen by patients having an abortion
and are known to effectively prevent
subsequent unwanted pregnancy.'
Delayed IUD placement after abortion
may result in lower uptake and risks
leaving women without contraception
when ovulation returns.” Efforts should
be made to increase access to effective
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second-trimester abortions because they
are considered to be at higher risk of
subsequent abortion.”

Today, medical abortion is the most
common abortion method in many
countries.” According to international
guidelines, placement of an IUD is rec-
ommended as soon as a medical abor-
tion is complete.”” This has been shown
to be safe and effective at abortion with
gestation of up to 63 days.”'’ However,
timing of IUD placement after medical
abortion at later gestation has rarely been
studied. In a previous South African
randomized controlled trial (RCT) of
patients having a medical abortion at 17
to 20 weeks’” gestation, placement of a
copper IUD before discharge led to
increased IUD utilization compared
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were observed in a Finnish RCT of early
compared with later placement of hor-
monal IUDs. However, because of the
small number of patients having second-
trimester abortion in this study, limited
conclusions can be drawn."”

To our knowledge, there is no pre-
vious RCT on IUD placement within 48
hours after second-trimester medical
abortion in which patients could choose
any type of IUD and in which ultra-
sound was not used at follow-up. We
aimed to compare placement of an IUD
within 48 hours after a completed
medical abortion at over 84 gestational
days with placement at a follow-up visit
after 2 to 4 weeks. We hypothesized that
placement within 48 hours would in-
crease the proportion of patients using
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Why was this study conducted?

Key findings

second-trimester medical abortion.

We aimed to compare placement of an intrauterine device (IUD) within 48 hours
after medical abortion with placement at 2 to 4 weeks after abortion.

Following a second-trimester medical abortion, IUD placement within 48 hours,
compared with placement after 2 to 4 weeks, does not result in a higher pro-
portion of IUD use after 6 months, when devices are provided free of charge.
Placement within 48 hours results in higher expulsion rates compared with
delayed placement. IUD placement within 48 hours should be used in second-
trimester abortions only in selected individuals after counseling on expulsion
risk and preferably when replacement of expelled IUDs is available.

What does this add to what is known?
This study provides evidence for clinical guidelines on IUD placement after

an IUD with maintained safety and
acceptability.

Materials and methods

We performed an open-label, random-
ized, controlled, multicenter, superiority
trial (phase 3) at 8 abortion clinics in
Sweden. Eligible participants were aged
>18 years, with ultrasound-confirmed
gestation of 85 to 153 days, requesting
medical abortion, and opting for post-
abortion IUD use. Exclusion criteria
were contraindications for medical
abortion or IUD use, inability to provide
informed consent or to comply with
follow-up, and abortion-related com-
plications (septic abortion, bleeding
>1000 mL, or uterine atony). The
Declaration of Helsinki was followed.
We provided written and oral study in-
formation, and all patients had the op-
portunity to ask questions before signing
the informed consent form. Before the
abortion, patients were randomized 1:1
in blocks of 4 to 8 patients either to the
intervention (IUD placement within 48
hours after completed abortion) or
control arm (IUD placement at a follow-
up visit 2 to 4 weeks after abortion). For
practical reasons, the study was not
blinded. The abortion procedure fol-
lowed the World Health Organization
guidelines.” It involved oral administra-
tion of 200-mg mifepristone; 36 to 48
hours later, repeated doses of 400-ug

misoprostol were administered orally,
sublingually, or vaginally every 3 hours.
All abortions were performed in-clinic.
At the initial visit, we performed
screening and provided treatment for
bacterial vaginosis and chlamydia. No
routine antibiotics were given. Abortion
was defined as complete after expulsion
of the fetus and placenta and cessation of
heavy bleeding. Ultrasound examination
before IUD placement was to be used
only in case of doubt concerning com-
plete abortion. Patients in the interven-
tion group had the IUD placed before
discharge or returned within 48 hours
for placement. Patients in the control
group were scheduled to return for later
IUD placement. The types of IUDs used
in the study were chosen by the patients
and included levonorgestrel-releasing
IUD (LNG-IUD) 52 mg, LNG-IUD
19.5 mg, LNG-IUD 13.5 mg, and cop-
per IUD (NOVA T 380; Bayer GmBH,
Leverkusen, Germany). A midwife
placed the IUD according to instructions
by the manufacturer. We provided IUDs
at no cost according to regulations from
the Medical Products Agency, which is a
deviation from the clinical practice in
Sweden, where patients usually pay up to
approximately $95 for a hormonal IUD,
whereas copper 1UDs are provided for
free in most settings. If a patient missed
the placement visit, 3 attempts were
made to reschedule. Included patients

were asked to participate for 12 months.
Electronic case report forms (eCRFs)
were used to collect information at the
initial visit to the abortion clinic and at
the IUD placement visit. Follow-up was
conducted at 3, 6, and 12 months, either
by phone call or an email from the
research team, with a link to a structured
questionnaire related to the outcomes.
No clinical follow-up visits were sched-
uled after IUD placement; thus, primary
and secondary outcome assessments af-
ter IUD placement relied on self-
reporting by the women. However, in
cases of inconsistent or incomplete data,
we examined patient records to gain
clarity. The primary outcome was the
proportion of IUD use in both groups at
6 months after abortion. Secondary
outcomes were uptake of IUD, reasons
for nonplacement, expulsion rates, pain
at placement, subsequent pregnancies
and abortions, safety outcomes such as
adverse events and complications from
the abortion or from IUD use, and
acceptability assessed as preferred timing
of placement. The research team
assessed the results through eCRFs from
the clinics and electronic questionnaires
from the 3-, 6-, and 12-month follow-
up. Pain scores were measured at IUD
placement using a visual analogue scale
(VAS) ranging from 0 to 100 mm. We
asked patients to indicate pain before
IUD placement, at placement of tenac-
ulum, at sounding, at placement of the
IUD, and before leaving the clinic. In-
formation concerning expulsion was
mainly limited to self-assessed complete
expulsion because no clinical examina-
tion was scheduled. Partial expulsion
could hence only be diagnosed through
examination at a clinically motivated
visit.

The sample size calculation was based
on a hypothesis of 80% IUD use in the
intervention group and 60% in the
control group after 6 months. The pro-
portion of IUD use mainly depends on
attendance of the IUD placement pro-
cedure, and data concerning attendance
of early IUD placement after second-
trimester abortions were not available.
However, we hypothesized that nearly
100% of patients would attend the im-
mediate placement procedure after in-
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clinic abortions, but some would have
the IUD expelled. For delayed place-
ment, it was estimated from clinical data
that 50% of patients would attend the
placement procedure. Furthermore, it
was assumed that a study population
would have higher attendance. We
increased the sample size from 109 to
120 patients in each group to compen-
sate for loss to follow-up and an
approximated 3% to 5% of participants
needing vacuum aspiration. With a po-
wer of 90% and an alpha of .05, we
needed to randomize 240 patients. An
interim analysis was performed when
50% of patients had been recruited, with
the predefined decision to stop inclusion
in case of expulsion >20% or accept-
ability <50% within 3 months in any
group. Inclusion continued during the
evaluation period. We performed statis-
tical analyses using IBM SPSS Statistics
for Windows, Version 29.0 (IBM Corp,
Armonk, NY). The main analysis was a
modified intention-to-treat (mlITT)
analysis including all randomly assigned
patients with medical abortion. We also
report per-protocol analyses of the pri-
mary outcome and of IUD expulsion.
Hence, patients with no IUD placement
or with IUD placement during surgery
or outside the allocated time window
were included in the mITT population
and removed from the per-protocol
population. The analyses included the
full data set, and results were based on
observed outcomes without imputation
of missing data, except for the primary
outcome, for which an additional sensi-
tivity analysis was performed. Non-
normal continuous variables are
presented as medians, interquartile
range (IQR), minimum (min), and
maximum (max) values; differences be-
tween groups were analyzed by the
Mann—Whitney U test. Dichotomous
variables are presented as proportions.
Differences between groups were
analyzed by the chi-square or Fisher
exact test as appropriate, with 95%
confidence intervals (Cls) for difference
in proportion for main outcomes. A 2-
sided P value <.05 was considered sta-
tistically significant. The numbers of
included patients were not expected to
be equal at each site, which was

considered in the statistical analysis. The
study was approved by the Regional
Ethics Committee of Stockholm with
amendments for new study centers
(permit numbers 2016/1685-31/1, 2018/
48-32, 2018-962-32, 2019-03183, 2020-
02925, and 2021-02625) and the Swedish
Medical Products Agency (EudraCT
number 2018-000287-29), and was
registered on ClinicalTrials.gov (identi-
fication number NCT03603145).

Results

From January 2019 to June 2022, we
randomized 179 patients to the inter-
vention (n=90) or control arm (n=89).
Six patients in the intervention group
and 8 in the control group were excluded
before abortion. Recruitment was pre-
maturely stopped after the interim
analysis showed a rate of IUD expulsion
of >20% in the intervention group,
yielding a mITT population for analysis
of the primary outcome of 67 patients in
each group (Figure 1). The proportion of
patients who received the allocated
intervention was 59/84 (70.2%) in the
intervention group and 52 of 81 (64.2%;
P=.24) in the control group. The groups
were comparable in terms of baseline
characteristics (Table 1).

By mITT analysis, 34 of 67 (50.7%)
patients in the intervention group were
using an IUD after 6 months, as opposed
to 48 of 67 (71.6%) patients in the con-
trol group (Table 2), with a difference in
proportion of 20.9% (95% CI, 4.4%
—35.9%; P=.02). In the per-protocol
analysis, the proportion of IUD use at 6
months was 27 of 48 (56.3%) in the
intervention group and 42 of 47 (89.4%;
P<001) in the control group. The
sensitivity analysis of the primary
outcome with imputation of the results
with best- and worst-case scenarios did
not change the result. Furthermore, we
performed logistic regressions including
study site and IUD types as covariates.
Allocation was the only factor consider-
ably influencing the result.

Table 3 summarizes the results of
secondary outcomes. Attendance of the
IUD placement visit was higher in the
intervention group than in the control
group. There were no significant differ-
ences in the use of ultrasound at IUD
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placement, health care providers’ rating
of ease of IUD placement, or patients’
preference for the time of placement.
Among patients examined with ultra-
sound, no retained products of concep-
tion were identified, and all but 1 patient
with a partial perforation had the TUD
placed. No additional perforations were
reported.

Median time from complete abortion
to IUD placement was 3 hours (IQR,
2—18.5 hours; min 0 and max 240
hours) in the intervention group vs 18
days (IQR, 15—22 days; min 5 and max
64 days) in the control group. Four
placement failures in the intervention
group were due to inability to pass the
IUD through the cervical canal (n=2) or
excessive abdominal pain (n=2). After 6
months, 1 of these patients was using an
IUD. In the control group, all IUD
placements were successful.

Pain scores during the placement
procedure are depicted in Figure 2. Pa-
tients in the intervention group had
higher mean VAS pain scores (mm)
compared with the control group at
baseline (9.1 [SD, 14.6] vs 3.8 [SD, 7.4];
P<.001) and at placement of the tenac-
ulum (35.2 [SD, 27.3] vs 24.2 [SD, 20.2];
P=03).

In 6 out of 7 patients with retention of
placental tissue or bleeding in the inter-
vention group, the IUD was placed at the
end of vacuum aspiration. In 1 case, an
IUD that had been previously placed
within 48 hours was replaced. In the
control group, 2 patients had a vacuum
aspiration because of retention of the
placenta. In 1 case, the IUD was placed
during surgery, whereas in the other
case, the IUD was placed at a later visit.

Few patients reported unscheduled
visits within 3 months due to signs of
infection or heavy bleeding (Table 3).
One patient in the intervention group
returned with profuse bleeding after
vacuum aspiration, and an arteriove-
nous fistula was diagnosed and embol-
ized. This serious adverse event was
judged as unrelated to the intervention.

IUD expulsion was more common in
the intervention group according to both
mITT and per-protocol analyses
(Table 4). According to the mITT anal-
ysis, IUD expulsion within 6 months
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FIGURE 1
Participant flowchart
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3 withdrawals

67 in mITT analysis
of primary outcome

67 in mITT analysis
of primary outcome
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1 withdrew consent

34/81 deviated from protocol
3 withdrawals
1 GL<8S5 days

4 failed IUD placement
8 did not attend IUD placement

|| 48 in per-protocol analysis
of primary outcome

of primary outcome

47 in per-protocol analysis

22 did not attend IUD placement
4 placement outside time window

2 placement outside time window
5 placement during surgery
11 lost to follow-up

Patients having second-trimester abortion and opting for IUD use.

Hogmark. Timing of intrauterine device placement at second-trimester medical abortion: a randomized controlled trial. Am ] Obstet Gynecol 2024.

1 placement during surgery
3 lost to follow-up

GL, gestational length; /UD, intrauterine device; mI/7T, modified intention-to-treat

after abortion was reported by 22 of 73
(30.1%) patients in the intervention
group (14 parous and 8 nulliparous pa-
tients) and 2 of 70 (2.9%; P=001) pa-
tients in the control group (1 parous and
1 nulliparous patient). The absolute risk
difference for expulsion between the
intervention and control group was
27.3% (95% CI, 15.6%—38.8%). Two
patients in the intervention group had a
second expulsion. At 6 months after the
abortion, 18 of 22 (81.8%) patients in
the intervention group who had an
expulsion were not using an IUD,
whereas 3 were using an IUD (data

missing for 1 patient). In the control
group, both patients who experienced
expulsion were using an IUD after 6
months. The type of IUDs that were
expelled in the intervention group were
LNG-IUD 52 mg (15/22; 68.2%), LNG-
IUD 19.5 mg (5/22; 22.7%), and cop-
per IUD (2/22; 9.1%). We were not able
to show a difference in expulsion based
on IUD type (P=61). In the control
group, both patients reported expulsion
of an LNG-IUD 52 mg.

Subsequent pregnancies and abor-
tions are presented in Table 3. In the
intervention group, 5 out of 9 patients

with a subsequent pregnancy within 6
months had experienced IUD expulsion.
In the control group, 1 out of 6 patients
with subsequent pregnancy had had an
expulsion. The numbers were consid-
ered too small for any statistical testing
to be performed.

Comment

Principal findings

Placement of an IUD within 48 hours
after second-trimester medical abortion
does not result in a higher proportion of
IUD use after 6 months compared with
placement at 2 to 4 weeks after abortion.
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(N=165).

trial. Am J Obstet Gynecol 2024.

TABLE 1
Baseline characteristics
Characteristics Intervention (n==84) Control (n=81)
Age, y
Median (min—max) 28 (18—44) 28 (19—44)
IR 24-33 24—34
Number of school y, n (%)
<9 6(7.3) 9(11.1)
10—12 58 (70.7) 48 (59.3)
>12 18 (22) 24 (29.6)
Missing 2 0
Gestational length at abortion, d
Median (min—max) 103 (72—153) 97 (78—150)
IR 92—-113 91—-110
Parous women, n (%) 50 (59.5) 49 (60.5)
Previous abortion, n (%) 51 (60.7) 41 (50.6)
Type of IUD chosen at first visit, n (%)
LNG-IUD 52 mg 47 (56) 55 (67.9)
LNG-IUD 19.5 mg 24 (28.6) 19 (23.5)
LNG-IUD 13.5 mg 4(4.8) 0(0)
Copper IUD 9(10.7) 7 (8.6)

Baseline characteristics of patients having second-trimester medical abortion and opting for IUD as postabortion contraception

IQR, interquartile range; /UD, intrauterine device; LNG, levonorgestrel; max, maximum; min, minimum.
Hogmark. Timing of intrauterine device placement at second-trimester medical abortion: a randomized controlled

Placement within 48 hours appears safe,
but expulsion rates are high.

Results in the context of what is
known

IUD utilization after abortion, among
patients opting for IUD use, depends on

the levels of IUD placement, expulsion
or extraction, and replacement of mal-
positioned IUDs. In 2 previous meta-
analyses on immediate vs delayed IUD
placement after surgical and medical
abortion, immediate placement was
associated with higher expulsion rates

TABLE 2

Intention-to-treat

Proportion of patients using an intrauterine device at 6 months

Per-protocol

Fisher exact test.
1UD, intrauterine device.

trial. Am J Obstet Gynecol 2024.

Intervention  Control Intervention  Control
IUD users n=67 n=67 Pvalue n=48 n=47 P value
At6 mo,n (%) 34(50.7) 48 (71.6) .021 27 (56.3) 42 (89.4) <.001

Proportions of patients using an IUD at 6 months following second-trimester medical abortion. Intervention=placement of an
|UD within 48 hours after abortion; control=placement of an IUD at 2 to 4 weeks after abortion. Pvalues were calculated with the

Hogmark. Timing of intrauterine device placement at second-trimester medical abortion: a randomized controlled

530.e5 American Journal of Obstetrics & Gynecology NOVEMBER 2024

but also with enhanced IUD utiliza-
tion.”'” We therefore hypothesized that
a higher proportion of patients attending
the TUD placement visit in the inter-
vention group would result in increased
uptake and compensate for a potential
rise in IUD expulsion. However,
although attendance of the placement
visit was higher in the intervention
group (89.6% vs 71.8%; P=008), 1 in 3
IUDs were expelled when placed within
48 hours according to protocol, as
opposed to 4.2% (P<.001) in the control
group. Moreover, only 3 of 22 expelled
IUDs in the intervention group were
replaced. Thus, higher attendance of the
placement visit did not compensate for
increased expulsion rates.

Compared with earlier trials, our
relatively high proportion of patients in
the control group attending the IUD
placement visit likely explains the higher
proportion of IUD use in this group than
in a South African RCT by Constant
et al.'' In their study, placement of a
copper IUD before discharge after
medical abortion with gestation of 17 to
20 weeks was compared with delayed
placement at a referral center. Their re-
sults concerning expulsion and IUD
utilization after early placement were
comparable to ours, but only 1 in 5 pa-
tients in the delayed group attended IUD
placement, resulting in a low proportion
of IUD use in that group and a different
conclusion.

Moreover, previous studies indicate
that gestational length affects IUD
expulsion after pregnancy. In studies on
medical abortion with gestation up to
63 days, including our previous RCT,
no difference in expulsion rate was
shown when an IUD was placed within
48 hours to up to 1 week after abortion
compared with delayed
placement. In contrast, in a
study on same-day IUD placement after
medical abortion with gestation >63
days, Korjamo et al'” found an
increased expulsion rate compared with
later placement, although most expul-
sions in their study were partial and of
unclear clinical significance. Limited
conclusions can be drawn concerning
second-trimester abortion because of
the small number of participants

10,14—16
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values were calculated with the Fisher exact test.
IUD, intrauterine device.

trial. Am J Obstet Gynecol 2024.

TABLE 3
Secondary outcomes

Intervention, Control,
Outcome n (%) n (%) P value
Attendance of IUD placement visit 69/77 (89.6) 56/78 (71.8) .008
Ultrasound at IUD placement 7/67 (10.4) 4/56 (7.1) .75
Provider rating IUD placement very easy/ 60/67 (89.6) 55/56 (98.2) .07
easy/neither
Patients’ preference for time of placement 48/70 (68.6) 38/69 (55.1) 12
Signs of infection within 3 mo® 3/57 (5.3) 1/57 (1.8) .62
Heavy bleeding within 3 mo® 3/57 (5.3) 3/57 (5.3) 1.0
Subsequent pregnancy within 6 mo 9/64 (14.1) 6/67 (9.0) 42
Subsequent abortion within 6 mo 5/64 (7.8) 3/67 (4.5) 49

Secondary outcomes of patients having second-trimester medical abortion and opting for postabortion IUD use (N=165). P

2 The question was not mandatory, hence the number of respondents was lower.
Hogmark. Timing of intrauterine device placement at second-trimester medical abortion: a randomized controlled

(n=57)."” Furthermore, in studies on
postpartum IUD placement, early
placement has been associated with
higher expulsion rates compared with

hours of term vaginal birth, the expul-
sion rate was 44%, which was higher
than our findings in the current study."”
Thus, our results suggest a relationship

interval placement.'”® In a Swedish between IUD expulsion rates and
study of IUD placement within 48 gestational length.
FIGURE 2
Mean pain score during placement of IUDs
50
[CJControl

40

30

Mean

20

-+

Intervention

18

Baseline Tenaculum

IUD placement Before leaving

Error bars represent +2 standard errors. Asterisk indicates significant difference. IUD, intrauterine device

Intervention=IUD placement within 48 hours of abortion; control=IUD placement at 2 to 4 weeks

after abortion.

Hogmark. Timing of intrauterine device placement at second-trimester medical abortion: a randomized controlled trial. Am |

Obstet Gynecol 2024.

Mechanisms of IUD expulsion after
pregnancy are largely unknown. Apart
from gestational length, time passed af-
ter abortion may affect cervical dilation
and presence of uterine contractions.
The time from abortion to IUD place-
ment in the intervention group differed
from our study on early abortions, in
which patients returned for IUD place-
ment at a mean time of 42 hours after
completed home abortion.'” In the
current study, all abortions were in-
clinic, and IUDs were placed after a
mean time of 3 hours from completed
abortion.

The clinical setting and organization
of health care services may also affect
IUD placement and continuation rates.
Pohjoranta et al’ showed that when
IUDs are provided for free and available
at the abortion clinic, 9 out of 10 patients
planning IUD use had the IUD placed.
We found similar results regardless of
group allocation when we provided
IUDs for free and placed them at the
abortion clinic after abortion with
gestation up to 63 days. We believe that
this deviation from normal clinical
routine, in which patients often pay for
the TUD and are referred for placement,
resulted in higher uptake of IUDs,
especially in the control group.”' In the
current study on second-trimester
abortion, we followed the same proto-
col. Nevertheless, among patients having
second-trimester abortion, attendance
of later IUD placement visits was lower
in the control group compared with the
intervention group and compared with
overall attendance in our previous study
on early abortion.'” Moreover, in the
current study, the rate of loss to follow-
up was higher than in our previous
study on early abortion. Furthermore,
within 6 months, >1 in 10 patients with
second-trimester abortion and IUD
placement within 48 hours had become
pregnant again. Experience of second-
trimester abortion is regarded as a risk
factor for subsequent unwanted preg-
nancy. In a previous study from Finland,
experience of a second-trimester abor-
tion, compared with having a first-
trimester abortion, was associated with
a higher likelihood of a subsequent
abortion (hazard ratio, 1.4; 95% CI,
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TABLE 4

Timing of intrauterine device expulsions after second-trimester abortion

Time after abortion Intervention Control Pvalue for
Complete, Partial, Uncategorized,  Overall, Complete, Partial, Overall, overall

Expulsion n (%) n (%) n (%) n (%) n (%) n (%) n (%) expulsions

Within 3 mo

miTT 12/70 (17.1) 470 (5.7)  4/70 (5.7) 20/70 (28.6)  1/69 (1.4) 1/69 (1.4)  <.001

Per-protocol 9/45 (17.8) 3/45 (6.7)  2/45 (4.4) 14/45 (31.1) 1/4721) 0 1/47 2.1)  <.001

Between 3 and 6 mo

miTT 366 (4.5) 0 0 3/66 (4.5) 1/67(15) 0 1/67 (1.5) 37

Per-protocol 2/47 (4.3) 0 0 2/47 (4.3) 1/47 (2.1) 1/47 2.1)  1.00

Within 6 mo

miTT 14573 (19.2)  4/73(65) 4/73 (5.5) 22/73°(30.1)  2/70(2.9) 0 2/70 2.9)  <.001

Per-protocol 11/48 (22.9) 3/48 6.3) 2/48 (4.2) 16/48 (33.3) 2/47(43) 0 2/47 (4.3) <.001

Patients experiencing expulsions of intrauterine devices within 6 months following second-trimester medical abortion. P values were calculated with the Fisher exact test.

mlITT, modified intention-to-treat.

2 Including 2 patients with a second expulsion, who are included only once in the within-6-months summary; ® Including 1 patient who reported complete expulsion within 6 months after abortion,

without further details concerning time of expulsion; © The denominator includes all patients who reported data at 3 months and 3 patients who reported only 6-month data.
Hogmark. Timing of intrauterine device placement at second-trimester medical abortion: a randomized controlled trial. Am ] Obstet Gynecol 2024.

1.3—1.6)." Patients having second-
trimester abortions may constitute a
more vulnerable group with difficulties
in complying with attendance to plan-
ned health care interventions.

Clinical implications

Placement of an IUD within 48 hours
after second-trimester medical abortion
does not lead to a higher proportion of
IUD use after 6 months compared with
placement after 2 to 4 weeks, in a setting
where IUDs are provided for free and
placed in the abortion clinic. In contrast
to IUD placement after medical abortion
with gestation up to 63 days, IUD
placement within 48 hours after second-
trimester abortion leads to increased
expulsion rates and does not result in a
clinically important reduction of pain at
placement. TUD placement within 48
hours appears acceptable to patients, safe
without an ultrasound examination, and
can be used in selected individuals after
counseling on the risk of expulsion.
Preferably, replacement IUDs should be
available.

Research implications
The optimal time point for IUD place-
ment after second-trimester abortion

should be further investigated. In addi-
tion, the effect of IUD placement
immediately after medical abortions

with 64 to 84 days’ gestation remains to
be studied.

Strengths and limitations

A strength of this study is the RCT
design. The population size was sub-
stantial, although inclusion was prema-
turely halted. However, our study size
was too small to draw conclusions on
differences based on IUD type or to
evaluate rare safety outcomes, such as
perforation. Moreover, because partici-
pants were randomized before the
abortion, the main analysis was a mITT
analysis excluding patients who decided
not to have an abortion or whose abor-
tion was complicated by heavy bleeding.
Hence, not all randomly assigned pa-
tients were included in the mITT anal-
ysis. The design without ultrasound
examination before IUD placement or
during follow-up increases the general-
izability to settings where ultrasound is
not available and reduces the risk of IUD
extraction due to asymptomatic IUD
malposition without clinical signifi-
cance. The loss to follow-up rate for the
primary outcome was 25%, but the
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sensitivity analysis with imputation of
best- and worst-case scenarios did not
change the result. The fact that the study
design differed from clinical practice
may have increased IUD uptake.

Conclusions

IUD placement within 48 hours after
medical abortion with 85 to 153 days’
gestation was nonsuperior in terms of
IUD use after 6 months when compared
with placement after 2 to 4 weeks. It re-
sults in higher expulsion rates, but ap-
pears safe and acceptable to patients, and
may be used in selected individuals after
counseling on the risk of expulsion.
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