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ARTICLE INFO ABSTRACT

Objective: To evaluate pregnancy risk following copper (CuT380A) intrauterine device (IUD) placement 6-14
days after unprotected intercourse.
Study design: We used a combined dataset from four protocols in which participants had received a CuT380A IUD
regardless of recent unprotected intercourse. At entry, participants had negative point of care urine pregnancy
testing and reported all acts of unprotected intercourse in the two weeks prior to IUD placement. We identified
a subset of women who had placement 6-14 days after unprotected intercourse and provided follow-up infor-
mation on pregnancy status 2-4 weeks after [UD insertion. This follow-up within the four protocols included
self -administered home urine pregnancy test (UPT) results 2-4 weeks after IUD placement or continued contact
for up to 6 months.
Results: We identified 134 women who had a CuT380A IUD placed 6-14 days after unprotected intercourse
and provided follow-up information on pregnancy status. Ninety-five (71%) participants reported UPT results 2-4
weeks after placement and the other 39 women were followed for 6 months after [UD placement to assess
pregnancy status. Zero (97.5% CI 0-2.7%) participants reported a pregnancy within four weeks of CuT380A
IUD placement.
Conclusion: In these collected data, no women with recent unprotected intercourse became pregnant within 1
month of CuT380A IUD placement.
Implication: These data indicate a low likelihood of pregnancy among women who reported unprotected
intercourse 6-14 days preceding IUD insertion. For many women and their providers, these data may be suffi-
cient to support same-day placement of a copper IUD rather than delaying IUD placement until the next menses.
© 2019 Elsevier Inc. All rights reserved.
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Same-day contraception start increases contraception use [1,2]. The
American College of Obstetricians and Gynecologists recommends
same-day intrauterine device (IUD) placement as safe, appropriate,
and necessary to reduce delays in care [3,4]. Although prior studies ex-
amining copper IUD placement six or more days following unprotected
intercourse report no pregnancies [5,6], the Centers for Disease Control
and Prevention's (CDC) Selected Practice Recommendations (SPR)
limits copper IUD placement to within five days after unprotected
intercourse [7].

We previously reported that 40 of 176 (23%) participants seeking an
IUD for emergency contraception (EC) who reported unprotected inter-
course in the previous 5 days also reported unprotected intercourse in
the prior 6-14 days [8]. As women reporting multiple episodes of
unprotected intercourse in a single menstrual cycle are at increased
risk of unintended pregnancy compared to those with a single episode
of unprotected intercourse [9], such women may have a particular
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need for highly effective emergency contraception. At the same time,
clinicians may be reluctant to insert an IUD in such women.

We performed this analysis to evaluate pregnancy risk with copper
IUD placement 6-14 days after unprotected intercourse for women
with a negative urine pregnancy test (UPT) on the placement date.

2. Materials and methods

We combined data from four similar studies to evaluate the primary
outcome. The first study enrolled 49 women at seven family planning
clinics in Minnesota, Pennsylvania, and Utah using a shared dedicated
protocol [10]. The three other studies were conducted at the University
of Utah and include two published trials [11,12], and one ongoing study
[13]. In all four trials, women requesting a CuT380A (Paragard®,
CooperSurgical, Trumbull, CT) IUD were asked about unprotected inter-
course and an IUD was placed regardless of the response as long as the
pregnancy test was negative. All participants signed informed consent
prior to study participation. The institutional review boards (IRB) at
the University of Utah, University of Pittsburgh, and University of
Minnesota approved the shared research protocol. The University of
Utah IRB approved the protocols for the three other studies.

Data collection began in June 2013 and concluded in October 2018.
Eligible women included those 15-45 years old, requesting CuT380A
IUD placement, reporting unprotected intercourse 6-14 days prior to
IUD placement, with a negative urine pregnancy test (human chorionic
gonadotropin <20 mIU/mL) on the IUD placement date, and English or
Spanish fluency. For this analysis, we excluded participants with cycle
lengths that were irregular or likely to be misreported (<20 and »35
days). Exclusion criteria included contraindications to copper IUD use
(identified as category 4 in the CDC Medical Eligibility Criteria or
known allergy), history of sterilization, and hysterectomy.

After providing informed consent, participants enrolled in the
shared protocol completed point-of-care urine pregnancy testing. Par-
ticipants with a negative pregnancy test completed a menstrual and
sexual history and had a CuT380A IUD placed by a clinician. Prior to dis-
charge, staff provided participants with a home pregnancy test and
instructed them to complete testing 2 weeks post-IUD placement.
Two to 4 weeks after IUD placement, the study team prompted partici-
pants to complete a follow-up survey by phone call, text message, or

email. Follow-up surveys were hosted on Research Electronic Data Cap-
ture (REDCap), a secure web-based application [14]. Participants re-
ceived $15 after completing the follow-up survey.

Follow-up varied across the other contributing protocols and is de-
tailed in Fig. 1. Of note, HER Salt Lake study [12] participants self-
reported any concerns of pregnancy and home or clinic pregnancy test
results 1 month after [UD placement. Participants continued to report
pregnancy status at subsequent data collection points 3 and 6 months
after IUD placement.

We report the overall incidence of pregnancy within 4 weeks of [UD
placement among women contributing data through these four study
protocols. We further examined rates of pregnancy among the sub-
group of participants who had unprotected intercourse during their fer-
tile window and those who reported multiple episodes of unprotected
intercourse in the 2 weeks prior to IUD placement. We estimated ovula-
tion dates for each cycle in which an IUD was placed by adding the
reported cycle length to the participant's last menstrual period and
then subtracting 14 days [6]. Consistent with prior studies, we defined
the fertile window as 5 days before and 1 day after the estimated date
of ovulation [6]. We calculated 97.5% confidence intervals using the
exact binomial method [15]. We conducted data analysis with Stata 15
statistical software (StataCorp LP, College Station, TX, USA).

3. Results

One hundred thirty-four women from the four studies met inclusion
criteria. Fig. 1 illustrates participant flow. Table 1 details participant
characteristics; 93% of the participants were less than 25 years of age.
Follow-up determination from the combined dataset included urine
pregnancy testing and follow-up 2-4 weeks after IUD placement in 95
(71%) women and reporting of concern for pregnancy 1 month after
IUD placement in 39 (29%) women. These two groups total 134
women determined eligible for analysis who were not pregnant 1
month after [UD placement.

None of the 134 women experienced a pregnancy within 1 month of
IUD placement (0%, 97.5% C1 0-2.7%) (Fig. 1). Nearly half (n=>59, 44%) of
participants had reported unprotected intercourse during their fertile
window; when the sample is limited to these women, the 97.5% CI
ranges from 0-6%. Approximately two thirds of study participants
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Fig. 1. Study flow (N=134). *HER Salt Lake [12], RAPID EC [13], and COLIEC [11] are University of Utah research efforts that contributed data to this analysis. **Thirty-three participants
report follow up data at 1, 3, and 6 months. Six participants report follow at only one time point (2 participants at 1 month, 2 participants at 3 months, and 2 participants at 6 months). Cl,
Confidence interval; Cu IUD, Copper T380A intrauterine device; Neg, negative; UPI, unprotected intercourse; UPT, urine pregnancy test.
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Table 1
Participant characteristics among women initiating a copper intrauterine
device 6-14 days after unprotected sex (N=134)

Age (years)

18-19 111 (83%)
20-24 13 (10%)
25+ 10 (7%)
Race/Ethnicity

White 81 (60%)
Hispanic 27 (20%)
Other 26 (19%)
Previously pregnant 83 (62%)
Relationship status*

Single 63 (48%)
Married/cohabitating 69 (52%)
Education

High school or less 57 (43%)
College, vocational training 75 (57%)
BMI (kg/m?)*

Underweight («18.5) 2 (3%)
Normal (18.5-24.9) 26 (39%)
Overweight (25-29.9) 17 (26%)
Obese (230) 21 (32%)
Cycle length 25-35 days 109 (81%)
Menstrual cycle day 18.5 (9-25)
UPI in fertile window™* 59 (44%)
UPI episodes 6-14 days 24420

Data are presented as n(%), mean =+ standard deviation, or median
(interquartile range).

*Variables with missing data.

**Fertile window is the set of 5 days prior to and one day after calculated
ovulation date [6].

BMI, body mass index.

UPI, unprotected intercourse.

(n=85, 63%) reported unprotected intercourse on multiple days during
the 2 weeks prior to IUD placement, with a median of 4 days with un-
protected intercourse events. When we limited the sample to individ-
uals reporting multiple episodes of unprotected intercourse, risk of
pregnancy following IUD placement remained low (97.5% Cl 0-4.2%).

4. Discussion

In this dataset that included prospectively collected data from four
similar study protocols that included 134 women desiring placement
of a CuT380A IUD 6-14 days after unprotected intercourse, none re-
ported a pregnancy within 1 month of IUD placement. The dataset in-
cluded women who reported multiple acts of unprotected intercourse
as well as unprotected intercourse in the fertile window. Two prior
studies also reported no pregnancies within 1 month among women
who had CuT380A IUD placement more than 5 days after unprotected
intercourse [5,6]. Wu et al. [6] reported on 52 women who reported un-
protected intercourse 6-14 days prior to IUD insertion and Goldstuck
et al. [5] reported on 64 women with IUD placement on or after the
6th day following unprotected intercourse. Combining their data with
our current study provides a total of 250 women with no pregnancies
(0%, 97.5% C1 0-1.5%); this calculation provides even greater reassur-
ance that pregnancy is unlikely when an IUD is placed for a woman
reporting unprotected intercourse in the prior 6-14 days.

Previously, the CDC's SPR has recommended that providers be
“reasonably certain that a woman is not pregnant” prior to IUD insertion
[7] and avoid IUD placement for those who report unprotected
intercourse 6-14 days prior to a clinic visit [7,16]. The combined
results presented here indicate a high likelihood that less than 1.5% of
women are expected to experience a pregnancy following copper IUD
placement, even if they report unprotected intercourse in the prior
6-14 days. For many women and their clinicians, these data may be

sufficient to support same-day placement of a copper IUD rather than
rescheduling IUD placement. Larger clinical trials designed to provide
more precise estimates of the rate of pregnancy following Cu-IUD
placement for women with recent unprotected intercourse would be
ideal to answer this question more precisely. However, we believe
such trials would be challenging to execute as it has taken this
multi-site collaboration 5 years to accumulate the data presented here.

Strengths of this analysis include using multiple prospective studies,
multisite recruitment and a high rate of follow up. In addition, 93% of
study participants were less than 25 years of age, a time of peak
fecundability [17]; still, the pregnancy rate was zero. Participant recruit-
ment posed more of a challenge than anticipated. Aggregation of data
from several studies required use of different measures to assess
pregnancy status, and HER Salt Lake participants were not required to
perform a urine pregnancy test unless they were concerned about
pregnancy. However, the availability of 6 months of follow up data
from these participants strengthens our ability to conclude that none
of these 39 women became pregnant after [UD placement.

In conclusion, this evidence supports placement of a Cu-IUD for
women reporting unprotected intercourse in the prior 6-14 days if
patients and providers are willing to accept a low risk of experiencing
an undesired pregnancy after IUD placement.
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