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ABSTRACT

The tepered Lippes Loop D (LLD) is compared to the standard LLD to evaluate
efficacy and termination events. The tapered device wrs designed with the
intention of lowering the expulsion rate below the rate for women with standard
Lippes Loops. The two devices werc randomly assigned to 989 women in two
studies. Fxpulsion rates for the taperec device were lower at six months (p< 0.10)
and at 12 months (p < 0.05). When the women were divided into groups by uterine
measurement, the differences continued to be significant for women with larger
uteri hut not for those with smaller uteri. Comparison of other pertinent event
rates showed no significant diftcrences. Analysis of the data indicates that the

tapered LLD represents an improveme=t in expulsion rates over the standurd LLD.
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INTRODUCTION

Since 1975, the International Fertility Research Program (IFRP) has cvaluated a
number of different IUD configurations with the intention of improving 1UD
performance with regard to expulsion rates. One effort involved design changes to
a standard Lippes Loop D (LLD), resuiting in the tapered LLD. An analysis is
presented of data from two comparative studies in which the tapered and standard

LLDs wer. randomly allocated to acceptors.
MATERIALS AND METHODS

The standard LLD hus been the most widely used of all IUDs in the Western World.
The tapered LLD involves dimensional changes in the standard loop. Device
thickness is inereased at the fundal end to .105 to .125 inches and reduced at the
cervical end from .105 to .085 inches. The 10% increase in vertical compliance of
the lower portion of the tapered loop was expected to decrease expulsion rates
because of better accommodation to different uterine lengths. Flexibility of the

device in the plane of ‘the uterus was expected to improve efficacy.

From February 1977 to April 1979, 989 tapered and standard LLD devices were
randomly allecated to women who had not been pregnant in the preceding month.
The insertions were performed in clinies in Egypt (N = 493) and Yugoslavia (N =
496),

RESULTS

Continuation and termination event rates for patients receiving either a standard
or a tapered LLD are shcwn in Table 1. Although the differences were not always
significant, results at the two sites were consistent with those using the pooled
data. Gross life-table event rates (per 100 women) were evaluated according to the
method of Potter (1). Over 90% of the women were followed-up for at least one
year after insertion of their IUDs, with some 85% continuing use for that period.
At six months, the expulsion/displacement rate was higher (p-: 0.10) for women with
the standard LLD, 5.7 compared with 3.0 for the tapered LL.D. At 12 months, the
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Table 1. Gross continuation and pertinent event rates per 100
women receiving Lippes Loop D and tapered Lippes Loop D

devices
Lippes Loop D Tapered LLD
Rate Rate
(N = 497) (N = 492)
Pregnancy
3 months 0.2 +0.2 0.2 + 0.2
6 months 0.2 +0.2 0.4+ 0.3
12 months 0.5 + 0.4 1.7 + 0.6
Expulsion/displacement
3 months 3.5 +0.8 2.1 +0.7
6 months* 5.7 + 1.1 3.0+ 0.8
12 months¥** 7.1 + 1.2 3.2 +0.8
Removal for bleeding/pain
3 months 3.1 +0.8 2.7 + 0.7
6 months 5.5 + 1.1 4.2 + 0.9
12 months 6.9 +1.2 6.3 * 1.1
Removal for other medical reasons
3 months 0.0 :_0.0 0.4 + 0.3
6 months 0.2 +0.2 0.4 + 0.3
12 menths 0.5 +0.3 1.4 + 0.6
Cont inuat ion
3 months 93.3 + 1.3 94.@: 1.1
6 months 88.7 + 1.5 91.9+ 1.4
12 months 84.531.8 86.531 9
Follow-up
3 months 97.9 97.7
6 months 96.2 96.3
12 months 92.5 91.0
*p < 0.10
*%p < 0.05
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difference was even greater (p<0.05), 7.1 for the standard LLD and 3.2 for the
tapered device. Comparison of other pertinent event rates (pregnancy, bleeding/
pain and medical removals) showed no significant differences, even though the
thicker cross-section of the tapered loop at the fundal end might be expected to

reduce accidental pregnancies.

When the women were divided into two groups by uterine measurement, the
difference in the expulsion rates of the two devices was evident for women with
larger uteri {external os to fundus, »70 mm), but not for women with smaller uteri
(Table 1I). The twelve-month rates were 7.4 for the LLD and 3.4 for the tapered
LLD (p <0.05) for the larger uteri. The same pattern of higher expulsion rates with
the standard device did exist for smaller uteri, but the difference was not
statistically significant. (It should be noted thet far fewer women in the study fell

into the small uterus category).

No differences were noticed, either in the overall comparison or in the comparison

by uterine measurement, for other tern:ination event rates.
DISCUSSION

The relationship between uterine size and intrauterine device size has been
demonstrated in several studies, (2, 3, 4). In one study, the most significant
determinant of expulsion was found to be device size {4). Experience has shown
that the smaller size of the Copper 7 and Copper T IUDs has made them more
resistant to expulsion. The tapered LLD was developed by the IFRP in an effort to

decrease expulsion rates with the double loop configuration.

Analysis of the data does indicate that the tapered LLD is better tolerated than
the standard LLD, particularly in the larger utcrus. The number of women with
smaller uterine mcasurcment in the study is too small to provide significant
results, but the pattern of higher expulsion rates for the standard device continues.
It does appear then that the tapered 1UD offers an improvement in the expulsion
rate over the standard LLD, although contrary .o expectation, this improvement is

not most apparent in smaller uteri.
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Table II. Gross expulsion/displacement and follow-up
rates per 100 women receiving Lippes Loop D
and tapered Lippes Loop D devices by uterine

measurement

External Os to Fundus < 70 m

LLD Tapered LLD
(N = 53) (N = 60)
Expulsion/displacement
3 months 2.1 +2.1 1.7 + 1.7
6 months 4.2 + 2,9 1.7 + 1.7
12 months 4.2 % 2.9 1.7+ 1.7
Follow-up
3 months 96.0 100.0
6 months 93.5 100.0
12 mcathse 90.7 94,2

External Os to Fundus > 70 mm

LLD Tapered LLD
(N = 444) (N = 432)
Expulsion/displacement
3 months 3.7+ 0.9 2.2 + 0.7
6 months* 5.9+ 1.1 3.2 + 0.9
12 months** 7.4 + 1.3 3.4 + 0.9
Follow-up
3 months 98.1 97.4
6 months 96.5 95.8
12 months 92.7 90.5
*p < 0,10
**p < 0.05
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