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for reducing the frequency and improving outcomes of preterm
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Abstract
A pessary is a device made of synthetic material that is placed in the vagina and has
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care to reduce the frequency of preterm birth or to improve outcomes (e.g. neonatal
outcomes) related to preterm birth. In women with a twin pregnancy—regardless of
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frequency of preterm birth or to improve outcomes (e.g. neonatal outcomes) related
. . to preterm birth. Presently there is no sufficient evidence suggesting that pessaries
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should be used as a standard treatment to prevent preterm birth; their use should be

reserved for study populations.
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1 | INTRODUCTION

cervico-uterine angle to a more posterior position, which reduces

cervical compression and other changes. Nevertheless, the exact

A pessary is a device made of synthetic material that is placed in the
vagina. One potential application of the pessary has been preventing
preterm birth in high-risk groups, such as women with a singleton
pregnancy with a shortened cervix in the mid-gestation, or those
with a twin gestation. One hypothesis is that the pessary alters the

physiologic mechanism by which a more posterior cervix would lead
to a lower preterm birth rate has not been demonstrated.

There have been several randomized trials within the last de-
cade (and many more ongoing) that have evaluated whether pessary
is a beneficial strategy for preterm birth prevention in a variety of
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different populations (e.g. women with a singleton pregnancy and
short cervix, twins and a short cervix, or twins regardless of cervical
length). These trials have yielded inconsistent results even among
women with similar risk factors for preterm birth. Some showed ben-
efit among those who received a pessary, and others showed statis-
tically similar results regardless of whether a pessary was used.>?

2 | CLINICAL SCENARIOS

2.1 | Women with a singleton pregnancy and short
cervical length

As two examples of conflicting studies among women with singleton
pregnancies and a short cervix, Goya et al. randomized those with a
singleton pregnancy and a cervix <25 mm to an Arabin pessary vs no
pessary, and found that those who received the pessary had an 82%
reduction in the relative risk of spontaneous preterm birth and an 86%
reduction in a composite of perinatal morbidity.! In contrast, Nicolaides
et al.? used a similar study design (although added progesterone if the
cervix was <15 mm), and found no difference in either outcome.? Other
investigations have produced similarly inconsistent findings.>*
Recommendation: In women with a singleton pregnancy and a short
cervical length, a pessary should not be used in routine clinical care to
reduce the frequency of preterm birth or to improve outcomes (e.g. neo-

natal outcomes) related to preterm birth.

2.2 | Women with a twin pregnancy

Among a general population of women with twins, Liem et al.® found
no difference in gestation length between women randomized
to receive a pessary or no pessary. In the study by Liem et al., the
population was further stratified by several subgroups of cervical
length, and in the subset with a cervical length <38 mm, those with
a pessary had a significantly longer gestation and better perinatal
outcomes. Dang et al. used this information to design a trial in which
those with twins and a cervical length <38 mm were randomized to
pessary or vaginal progesterone. There was no significant difference
in the frequency of preterm birth <34 weeks (16% vs 22%; RR 0.73;
95% Cl 0.46-1.18), which was the primary outcome in that study.
The authors did find that some secondary outcomes (e.g. composite
perinatal adverse outcomes) were significantly less frequent (albeit
without adjustment for multiple comparisons) among women who
received the pessary.6 Goya et al.” showed a considerably lower
chance of spontaneous preterm birth <34 weeks (RR 0.41; 95% CI
0.22-0.76) among those with twins and a cervical length <25 mm
who were randomized to pessary, while Nicolaides et al.—who rand-
omized women with twins regardless of cervical length—did not find
any effect, even in women with a short cervical length.”® Norman
et al’ randomly assigned 503 women with a twin pregnancy and
cervical length <35 mm to pessary in addition to standard care or
standard care alone. There was no difference in the primary obstetric

outcome of spontaneous preterm birth before 34*° weeks (adjusted
odds ratio 0.87; 95% Cl 0.55-1.38). Other investigators similarly have
shown no difference in preterm birth rates among women with twins
who received a pessary. However, some of these trials were smaller,
with a corresponding greater chance of type Il error.® A meta-
analysis performed by Norman et al.,” which included their own and
other published data, showed that the use of cervical pessary did not
result in a statistically significant reduction in preterm birth before
34 weeks in women with a short cervix (OR 0.74; 95% Cl 0.50-1.11).

Recommendation: In women with a twin pregnancy—regardless of
cervical length—pessaries should not be used in routine clinical care to
reduce the frequency of preterm birth or to improve outcomes (e.g. neo-

natal outcomes) related to preterm birth.

3 | CONCLUSION

While some studies have shown benefits from pessary, those ben-
efits have often not been related to the a priori primary outcome or
have been seen only after subgroup analysis in women with different
cervical lengths. Other studies have shown statistically similar effects
among women at risk of preterm birth regardless of whether they re-
ceived a pessary. In some cases, the size of the trial has been small
enough, and the confidence interval around the point estimate of the
effect size sufficiently wide, that a clinically significant benefit remains
possible. Interpretation of the results is further complicated because
studies have varied concerning management among those enrolled,
including whether or not vaginal progesterone was used. This incon-
sistency in findings and lack of clear delineation of a specific group of
individuals among whom pessary is efficacious is the basis upon which
to conclude that, at this time, there is not sufficient evidence to suggest
that pessary should be used as a standard treatment to prevent pre-

term birth, and that its use should be reserved for study populations.
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