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The PESSRI study: symptom relief outcomes of a randomized
crossover trial of the ring and Gellhorn pessaries

Geoffrey W. Cundiff, MD; Cindy L. Amundsen, MD; Alfred E. Bent, MD; Kimberly W. Coates, MD; Joseph I. Schaffer, MD;

Kris Strohbehn, MD; Victoria L. Handa, MD

OBJECTIVE: The aim of this randomized crossover trial was to com-
pare symptom relief and change in life impact for women using the
ring with support and Gellhorn pessaries.

STUDY DESIGN: Subjects were randomized to use each pessary for 3
months. Outcome data included a visual analog satisfaction score, and
quality of life questionnaires. Analysis included student’s t-test, Wil-
coxan Signed—rank test and logistical regression.

RESULTS: Subjects were primarily white, parous, postmenopausal
women with a mean age of 61. The median POPQ stage was IIl. We

enrolled 134 subjects and collected 3-month data on 94 ring and 99
Gellhorn subjects. There were statistically and clinically significant im-
provements in the majority of the PFDI and many PFIQ scales with
both pessaries, but no clinically significant differences between the two
pessaries.

CONCLUSIONS: The ring with support and Gellhorn pessaries are ef-
fective and equivalent in religving symptoms of protrusion and voiding
dysfunction.
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INTRODUCTION

Pelvic organ prolapse (POP); Table 1
summarizes the abbreviated terms in the
paper) is a common condition among
women, with prevalence estimates from
4.3 t0 8.3% for symptomatic POP."* and
an anticipated increase as the population
ages.” The impact of POP on quality of
life can be deduced from the estimated
11.1% lifetime risk for having surgery for
POP or urinary incontinence before the
age of 80.% On a continuum of disease,
surgical treatment likely reflects the se-
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vere end of the spectrum and undoubt-
edly a sizable proportion of affected
women seek non-surgical treatments.
Non-surgical treatments include expect-
ant management, pelvic muscle exer-
cises, and pessaries. Unfortunately,
counseling patients on treatment is hin-
dered by the lack of evidence to compare
treatment options. The quantity and
quality of evidence on surgical interven-
tion is gradually improving, but there re-
mains a paucity of information on non-
surgical modalities. Although pelvic
muscle exercises have proven efficacy for
urinary and fecal incontinence, there is
minimal evidence to support pelvic mus-
cle exercises as a treatment for POP.> The
evidence for the efficacy of pessaries,
only slightly better, is limited to level II
and IIT data.®'® Most studies focus on
outcomes related to successful fitting
and continued use with minimal data on
symptom relief or patient satisfaction,
and none based on validated outcome
measures.

In spite of limited evidence to define op-
timal use, pessaries are commonly used by
those who treat POP.'"'* Moreover, there
are clearly defined differences of opinion
regarding their use, as revealed by a survey
of the American Urogynecologic Society
(AUGS; Table 1) members on pessary use.
The majority of respondents to this survey

(77%) reported offering pessaries as a first-
line therapy, although a subset of AUGS
members reserved them for patients who
declined or were not candidates for sur-
gery. Some physicians tailor the type of
pessary to the patient, based on various
clinical parameters, while others use the
same type of pessary for all women with
POP. In both groups, the ring and Gell-
horn pessaries were the most commonly
used pessaries.

In 1999, the National Institutes of
Health held a terminology workshop for
researchers in female pelvic floor disor-
ders with the goals of establishing a stan-
dardized terminology in research related
to female pelvic floor disorders, as well as
setting a minimal data set for theses stud-
ies."” The report lamented the deficien-
cies of the literature for describing out-
comes of interventions for pelvic floor
disorders, including POP. Major meth-
odological flaws cited included; failure to
control for confounding by random
assignment, variability in duration of
follow-up, poor external validity, inade-
quate power to detect clinically impor-
tant differences, and marked variability
in outcome assessment. Outcome assess-
ment was specifically criticized for lack
of blinding, for the use of non-validated
and non-standardized outcome mea-
sures, and for failure to obtain patients’
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TABLE 1

Alphabetical summary of abbreviated terms

AUGS American Urogynecologic Society

Clinical significance Changes in pre and post intervention outcome parameters that are statistically significant and equal greater than half
the standard deviation of the pre-intervention score.'®

CONSORT Consolidated Standards of Reporting Trials: A checklist and a flow diagram showing ideal reporting of a randomized
control trial."

CRADI Colorectal-Anal Distress Inventory: One of three scales of the Pelvic Floor Distress Inventory. The CRADI scale
focuses on colorectal symptoms. It has 17 items with 4 subscales (obstruction, incontinence, pain/irritation, rectal
prolapse).'”

CRAIQ Colorectal-Anal Impact Questionnaire: One of three scales of the Pelvic Floor Impact Questionnaire. The CRAIQ scale
is designed to assess life impact in women with colorectal and anal symptoms and prolapse."”

HRQOL Health-related quality of life

0] Incontinence Impact Questionnaire: One of three scales of the Pelvic Floor Impact Questionnaire. The 11Q scale is
designed to assess life impact of urinary incontinence symptoms.'”

PFDI Pelvic Floor Distress Inventory: Health related quality of life instrument, designed to assess the presence and bother
of symptoms in women with Pelvic Floor Dysfunction. The PFDI has 46 questions using a Likert scale and has 3
scales: the CRADI, POPDI, and UDI."”

PFIQ Pelvic Floor Impact Questionnaire: Health related quality of life instrument, designed to assess the life impact of
pelvic floor symptoms in women with pelvic floor disorders. The PFIQ has a parallel structure to the PFDI with 3
Scales: CRAIQ (31 items), POPIQ (31 items), and 11Q (31 items); each with 4 subscales: travel, social, emotional,
physical.'”

POP Pelvic Organ Prolapse

POPDI Pelvic Organ Prolapse Distress Inventory: One of three scales of the Pelvic Floor Distress Inventory. The POPDI scale
focuses on prolapse symptoms. It consists of 16 questions regarding symptoms of POP with 3 subscales (General,
Anterior, Posterior).!”

POPIQ Pelvic Organ Prolapse Impact Questionnaire: One of three scales of the Pelvic Floor Impact Questionnaire. The POPIQ
scale is designed to assess life impact of pelvic organ prolapse symptoms.'”

POP-Q Pelvic Organ Prolapse Quantification: An internationally adopted system for quantifying and staging pelvic organ
prolapse. POP Staging includes stages 0, I, II, Ill, IV, V.'®

SFQ Sexual Function Questionnaire (validated but not published)

ubI Urinary Distress Inventory: One of three scales of the Pelvic Floor Distress Inventory (also published independently).
The UDI scale focuses on urinary symptoms. It consists of 29 questions regarding symptoms of the urinary tract
with 3 subscales (Obstructive/Discomfort, Irritatitve, and Stress).'”

uiQ Urinary Impact Questionnaire: One of three scales of the Pelvic Floor Impact Questionnaire. (also published
independently). The UIQ scale is designed to assess life impact of urinary symptoms. A questionnaire designed to
assess life impact of urinary symptoms.'”

VAS Visual Analog Scale: Used to assess subject satisfaction at each follow-up using a 10 cm scale. 0=no satisfaction;
10 = complete satisfaction

J

views through the use of valid and reli-
able clinometric questionnaires. These
observations hold true today with re-
spect to the literature on pessaries used
for POP. This study was undertaken to
help address these shortcomings. We
sought to design a study that would meet
the Consolidated Standards of Reporting
Trials standards and use health-related
quality of life (HRQOL; Table 1) instru-
ments to define optimal pessary use, by
describing the efficacy of the two most
commonly used pessaries, the ring with

support and Gellhorn pessary, for reliev-
ing symptoms attributed to POP.

MATERIALS AND METHODS

The study was a multi-centered random-
ized crossover trial, to compare the ring
pessary with support to the Gellhorn
pessary in women with symptomatic
pelvic organ prolapse. Each of the six
participating sites obtained Institutional
Review Board approval and all subjects
provided signed informed consent be-
fore participation. We drew subjects
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from the clinical practices at each site,
enrolling women presenting with
symptomatic pelvic organ prolapse
(stage II or greater by Pelvic Organ
Prolapse Quantification (POP-Q; Ta-
ble 1) staging, who expressed interest
in non-surgical treatment. Women
were excluded for pregnancy, prior
pessary use, and vaginal narrowing or
agglutination on exam that was felt to
compromise pessary use. Figure 1 pre-
sents the Consolidated Standards of
Reporting Trials (CONSORT; Table 1)
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diagram summarizing the flow of sub-
jects in the study."*

Following enrollment, randomization
assigned subjects to one of two groups
that differed in the sequence of pessary
use, and subjects were assigned to the
two groups with equal probability. Ran-
domization used computer-generated
random numbers in permuted blocks of
variable size (6-10), allocated by sealed
opaque envelopes. While masking of
subjects and clinicians was not feasible,
we coded data collection to permit
blinding during analysis.

Following randomization and initial
data collection, we fitted subjects with
the first pessary. Those who were suc-
cessfully fitted were asked to wear the
pessary for 3 months with interval data
collection at 1, 6, and 12 weeks. Subjects
could discontinue pessary use at anytime
during the 3-month period for any rea-
son, although for subjects who did not
complete the 3-month intervention we
accelerated data collection. We then fit-
ted the subject with the second pessary
and the sequence repeated.

Patients returned 1-week post-pessary
fitting for a vaginal exam and refitting if
necessary. At this visit, we attempted
pessary teaching, including removal, re-
placement, and cleaning. To ensure sub-
ject safety, subjects also returned 6 weeks
after pessary fitting for a vaginal exam
and assessment of adverse events. After
completing the data collection for both
pessary types, we allowed subjects to
choose further treatment, as they de-
sired. They returned at 1 year for the final
data collection regarding continuation
of pessary use or subsequent surgery.

We collected anatomical and clino-
metric data at study enrollment and fol-
lowing 3 months of pessary use, or
sooner if the subject declined further
pessary use prior to 3 months. The ana-
tomical assessment included POP-Q
staging'®, pelvic muscle grading'®, as-
sessment for perineal descent, perineal
reflexes, assessment for atrophy and ero-
sions, and a wet prep. Questionnaires
completed by subjects at baseline and
follow-up included: Pelvic Floor Distress
Inventory (PFDI; Table 1) and Pelvic
Floor Impact Questionnaires (PFIQ; Ta-
ble 1);'” and a validated but unpublished

FIGURE 1
Consort Diagram

ENROLLMENT
Enrolled (N = 134)
Randomized (N = 134)

v

ALLOCATION

Allocated to Ring (N = 71)
e Successfully Fitted (N = 65)
o Initial fitting (N = 51)
O Refitted (N = 14)

e Not successfully fitted (N = 6)

e Unhappy with Ring (N = 11)
o Moved to Gellhorn (N = 10)
0 Quit study (N = 1)
o Surgery (N = 0)

v

Follow-Up for Ring
e Completed data collection (N = 54)
e Dropped Out (N = 17)
o Not successfully fitted (N = 4)
o Unhappy with Ring (N = 0)
o Lost to Follow-Up (N = 13)

Crossover to Ring (N = 54)
e Successfully Fitted (N = 54)

o Initial fitting (N = 37)

O Refitted (N = 17)

e Not successfully fitted (N = 0)
e Unhappy with Ring (N = 14)
0 Quit study (N = 12)
o Surgery (N = 2)
A 4

Follow-Up for Ring
e Completed data collection (N = 40)
e Dropped Out (N = 14)
o Not successfully fitted (N = 0)
o Unhappy with Ring (N = 06)
o Lost to Follow-Up (N = 8)

NS

Allocated to Gellhron (N = 63)
e Successfully Fitted (N = 57)

o Initial fitting (N = 30)

O Refitted (N = 21)

e Not successfully fitted (N = 6)
e Unhappy with Gellhorn (N = 13)
o Moved to Ring (N = 6)
o Quit study (N = 5)
o Surgery (N = 2)
v
Follow-Up for Gellhorn
e Completed data collection (N = 54)
e Dropped Out (N =9)
o Not successfully fitted (N = 2)

o Unhappy with Gellhorn (N = 3)
o Lost to Follow-Up (N = 4)

Crossover to Gellhorn(N = 54)
e Successfully Fitted (N = 50)

o Initial fitting (N = 30)

O Refitted (N = 14)

e Not successfully fitted (N = 4)
e Unhappy with Gellhorn (N = 15)
0 Quit study (N = 12)
o Surgery (N = 3)
A 4

Follow-Up for Gellhorn

e Completed data collection (N = 45)

e Dropped Out (N = 9)
o Not successfully fitted (N = 0)
o Unhappy with Gellhorn (N = 3)
o Lost to Follow-Up (N = 6)

ANALYSIS

e Complete outcome data for:
o Ring pessary (N = 94)
o Gellhorn pessary (N = 99)
o Both pessaries (N = 85)

Sexual Function Questionnaire (SFQ;
Table 1) [personal communication, Bar-
ber]. The PFDI is a 43-question pelvic
floor dysfunction specific quality of life
instrument that uses a Likert scale to
provide both a symptom survey and

bother scale. It includes three scales: the
Urinary Distress Inventory (UDI; Table
1), Pelvic Organ Prolapse Distress Inven-
tory (POPDI; Table 1) and Colorectal
Distress Inventory (CRADI; Table 1) fo-
cused on urinary symptoms, prolapse
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symptoms, colorectal symptoms respec-
tively. Within each scale there are sub-
scales that focus on specific categories of
symptoms. Higher scores represent
more bother. The PFIQ is an impact
questionnaire with a parallel structure
providing for three impact scales; the
Urinary Impact Questionnaire (UIQ;
Table 1), the Pelvic Organ Prolapse Im-
pact Questionnaire (POPIQ; Table 1)
and the Colorectal Impact Question-
naire (CRAIQ; Table 1). Each of the
scales of the PFIQ have 4 subscales;
travel, social, emotional, and physical
subscales. Higher scores represent more
impact. We defined clinically significant
changes in the PFDI and PFIQ scores
based on a change of greater than half the
standard deviation of the pre-interven-
tion score. This approach is based on the
recommendations of Sloan and col-
leagues, who propose this as a conserva-
tive estimate of an effect size that is clin-
ically meaningful when using quality of
life questionnaires (Table 1).'® In addi-
tion to the PFDI and PFIQ, we assessed
patient satisfaction at each follow-up,
using a visual analog scale (VAS; Table 1)
with a 10cm linear continuum in which 0
represents no satisfaction and 10 repre-
sents complete satisfaction.

Given the absence of prior studies ad-
dressing the effectiveness of pessaries in
alleviating symptoms associated with
pelvic organ prolapse, we used descrip-
tive data from a survey of the American
Urogynecologic Society on pessary use,
to calculate study sample size.'? In this
survey, the majority of respondents
(97%) were of the opinion that pessaries
are effective in relieving prolapse associ-
ated symptoms. Responses about spe-
cific support defects varied from
60—87% with a mean value of 75%. As-
suming a difference in symptom relief
between the two pessaries of 50 and 75%,
and figuring a probability for an alpha
error of 5% and beta error of 20%, power
analysis revealed a necessary study size of
130 with 65 in each group.

Analysis of differences in patient satis-
faction used a paired student’s t-test. We
analyzed differences in the PFDI and
PFIQ scale scores, both before and after
pessary use, and between interventions,
using the Wilcoxan Signed-rank test,

due to non-normal distributions. To
compare changes in the PFDI and PFIQ
scale scores with VAS scores, we used the
student’s t-test. Two-way analysis was
used throughout. We used linear regres-
sion analysis to look for associations be-
tween changes in PFDI scale scores and
independent variables, including age, es-
trogen status, prior hysterectomy, pelvic
muscle strength, size of the genital hia-
tus, and specific support defects.

RESULTS
The study enrolled 134 subjects with 71
initially randomized to the ring pessary
and 63 to the Gellhorn pessary. The pop-
ulation had a mean age of 61 (30-89) and
was primarily comprised of parous (me-
dian = 3, range = 0-11) postmenopausal
women (82%) with 26% on estrogen re-
placement therapy. Half of subjects (67)
had a chronic disease that might impact
pessary use, including 42 (31%) with ar-
thritis, 25 (19%) with peripheral vascu-
lar disease, 18 (13%) with pulmonary
disease, 15 (11%) with diabetes mellitus,
and 5 (3%) with connective tissue dis-
ease. Additionally, 14 (10%) reported
major depression. Most subjects (80%)
described their lifestyle as active with
13% reporting heavy lifting. Prior sur-
geries included hysterectomy (45%), in-
continence surgery (10%), and prolapse
surgery (9%). The median POPQ stage
was 11, including 48% with stage I1, 42%
with stage III, and 10% with stage IV.
Anterior prolapse predominated in 51%,
apical prolapse in 34%, posterior pro-
lapse in 10%, and no site predominated
in 5%. Fourteen percent had perineal de-
scent. Table 2 lists baseline characteris-
tics by allocation group, showing no sig-
nificant differences between groups.
Figure 1 provides specifics on subject
dropout and continuation. Of the 134
subjects randomized and allocated, 108
subjects completed data collection for
the first pessary trial. Fifty-four women
were allocated to the ring first, although
13 completed data collection before 3
months; 2 because they could not be
properly fitted, and 11 because they were
unhappy with the ring pessary. Similarly,
54 subjects were allocated to the Gell-
horn first and completed data collection,
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although 14 completed data collection
before 3 months; 4 because they could
not be properly fitted, and 10 because
they were unhappy with the Gellhorn
pessary. The 108 subjects that completed
data collection for the first pessary trial
included 54 who crossed over to the ring
pessary and 54 who crossed over to the
Gellhorn pessary. Of those that used the
ring second, 40 completed data collec-
tion, although 8 completed data collec-
tion before 3 months because they were
unhappy with the ring. Similarly, of
those that used the Gellhorn second, 45
completed data collection, although 16
completed data collection prior to 3
months; 4 because they could not be
properly fitted and 12 because they were
unhappy with the Gellhorn. With both
pessary trials taken together, there were
94 subjects with complete data for the
ring pessary, 99 with complete data for
the Gellhorn pessary, and 85 with com-
plete data for both pessaries.

Forty-nine subjects did not complete
data collection for one of the pessary tri-
als. This included 31 who quit the ring
pessary (4 could not be fitted, another 6
were unhappy with the ring and quit, in-
cluding 2 who had surgery, and 21 were
lost to follow-up). Additionally, 18 quit
the Gellhorn pessary (2 could not be fit-
ted, another 6 were unhappy with the
Gellhorn and quit, including 2 who had
surgery, and 10 were lost to follow-up).
Subjects who would not wear a pessary
for 3 months tended to be younger (57 v.
66 years, P = 0.0004) and were less apt to
be white (P = 0.006). Eleven subjects
could not be fitted with atleast one of the
pessaries, including 6 (4%) that could
not be fitted with the ring pessary, 10
(8%) that could not be fitted with the
Gellhorn pessary, and 5 (4%) that were
not successfully fitted with either pes-
sary. Successful pessary fitting required a
refitting in 28% for the ring pessary and
33% for the Gellhorn pessary.

There were no significant differences
in the pretreatment scores for the PFDI
scales between the randomization
groups (P = 0.37. for UDI, P = 0.38 for
POPD], and P = 0.50 for CRADI), sug-
gesting that the two groups were similar
with respect to POP symptoms. Simi-
larly, there were no significant differ-
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TABLE 2

Baseline characteristics of subjects, by initial allocation group

Ring — Gellhorn

Gellhorn — Ring

N=T71 N =63 P-value
Age (years) Mean = SD 60.4 = 15.113.5 61.5 +13.6 0.54
Race* White/Caucasian 47 (66%) 39 (62%)
Black/African American 12 (17%) 8 (13%)
Other 12 (17%) 16 (25%)
Hispanic* 2 (17%) 15 (24%) 0.22
Chronic Disease 38 (54%) 29 (46%) 0.39
Major Depression 4 (6%) 10 (16%) 0.06
Lifestyle* Sedentary 3(18%) 14 (22%) 0.57
Active 46 (65%) 44 (70%) 0.53
Active with heavy lifting 2 (17%) 5 (8%) 0.23
Smoking Never 52 (73%) 49 (78%) 0.54
Past 8 (11%) 4 (6%) 0.32
Present 11 (16%) 10 (16%) 0.95
Total Previous Births Median, range 3(0-8) 3(1-11)
Previous Vaginal Births Median, range 3(0-8) 3(1-11)
Previous Cesarean Births Median, range 0(0-2) 0(0-1)
Estrogen status Premenopausal 12 (17%) 12 (19%) 0.75
Postmenopausal 59 (83%) 51 (81%) 0.75
Estrogen therapy 19 (27%) 16 (25%) 0.85
Prior pelyic muscle 18 (25%) 19 (30%) 0.53
exercises
Prior Hysterectomy 26 (37%) 33 (52%) 0.07
Prior Surgery for 8 (11%) 6 (10%) 0.74
Incontinence
Prior Surgery for Prolapse 5 (7%) 7 (11%) 0.41
Nonambulatory 8 (11%) 7 (11%) 0.98
BMI > 25 3 (4%) 0 0.10
POP-Q Stage*** Stage Il 36 (51%) 30 (48%) 0.72
Stage Il 29 (41%) 25 (40%) 0.89
Stage IV 6 (8%) 8 (12%) 0.24
Predominant compartment Anterior 35 (49%) 34 (54%) 0.59
Apical 24 (34%) 21 (33%) 0.95
Posterior 7 (10%) 6 (10%) 0.94
Pelvic muscle strength Median (range) 2 (0-9) 4 (0-9) 0.61
* Self-reported by the subject )

ences in the pretreatment scores of the
PFIQ scales between the randomization
groups (P = 0.88 for UIQ, P = 0.30 for
POPIQ, and P = 0.79 for CRAIQ).
Following both pessaries, there was a
statistically significant change in the ma-
jority of the PFDI and PFIQ scale scores.

Figure 2 presents the change in the POPDI
and POPIQ scores. Both the POPDI and
POPIQ scales and subscales had statisti-
cally significant changes for both pessaries,
although there were no significant differ-
ences in terms of improvement in POPDI
(P =0.99) or POPIQ (P = 0.29) between

the ring and Gellhorn pessaries. Using
Sloan and colleagues’ recommendations
for judging clinical significance of patient
reported data,'® the POPDI and all of its
subscales were clinically significant for
both pessaries. However, the only clinical
significance for the POPIQ was the physi-
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Changes in the POPDI and POPIQ, by pessary type
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*Statistical significance (P <.05).
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cal subscale and the total POPIQ score for
the Gellhorn pessary.

The UDI and UIQ scales and subscales
also showed statistically significant and
clinically significant improvements, with
the exception of the stress subscale for
the ring pessary (Figure 3). The improve-
ments in these scales were not different

between the two pessaries (UDI; P =
0.62, UIQ; P = 0.74).

While the CRADI and CRAIQ scale
scores all showed statistically significant
improvements, with no differences be-
tween the two pessaries (CRADIL; P =
0.91, CRAIQ; P = 0.29), only the total
CRADI score and the obstructive and ir-

Changes in the UDI and UIQ, by pessary type

UDI

100

*Statistical significance (P <.05).
tClinical significance.

ulQ

M Initial
[Ring
& Gellhorn

405.e6 American Journal of Obstetrics & Gynecology APRIL 2007

ritative subscales reached the level of
clinical significance (Figure 4).

Based on bimodal distributions of the
VAS scores for both pessaries, we dichot-
omized the VAS scores into high satisfac-
tion (=8) and low satisfaction (<8). Ta-
ble 3 presents the change in PFDI and
PFIQ scores by satisfaction category for
both pessaries. For both pessaries there
was a larger improvement in all scales of
the PFDI for those with high satisfaction
than those with low satisfaction, al-
though this difference only reached sta-
tistical significance for the Gellhorn pes-
sary. Similarly, the PFIQ scales had a
larger improvement in the satisfied co-
hort for both pessaries, although it only
reached clinical significance in the UIQ
for the Gellhorn pessary.

For the Gelhorn pessary there was an
association between stage, and change in
POPDI scores, but not UDI or CRADI
scores. Higher stage associated with
more improvement in these scales. Ante-
rior predominant and apical predomi-
nant prolapse were also associated with
the change in POPDI scores for the
Gelhorn pessary, although these vari-
ables dropped out when controlled for
stage. There was also a direct association
of prior surgery for incontinence or pro-
lapse, and Latin ethnicity with change in
all scales of the PFDI, including the
POPDI, UDI, and CRADI. Posterior
predominant prolapse was associated
with improvement in CRADI scores for
both pessaries.

COMMENT

Increasingly, expert opinion recom-
mends pessaries as first-line therapy for
POP"? and this seems to reflect common
practice. For example in a survey of prac-
titioners focused on pelvic floor dysfunc-
tion, 98% of responders reported using
pessaries in their practice, including 77%
who used them as first line therapy for
pelvic organ prolapse.'” The literature
on pessary use to date has focused pri-
marily on successful pessary fitting and
continuation rates.””* Shortcomings in-
clude the absence of outcomes data for
symptom reliefand a lack of information
about differences in efficacy for different
types of pessaries. This investigation ad-
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dresses these knowledge gaps. We chose
to study the ring with support and Gell-
horn pessaries to maximize external va-
lidity, as previous data suggest that while
most physicians tailor the choice of pes-
sary to the patient, the two most com-
monly used pessaries are the ring with
support and Gellhorn varieties.'> Our
study is comparable to prior investiga-
tions with respect to rates of successful
pessary fitting (92%) and continuation
(60% for the first 3-month trial and 57%
for the second).®”"®

While our data showed statistically
significant improvements in the major-
ity of the PFDI subscales, we chose to
consider clinically significant changes
based on a change of greater than half the
standard deviation of the pre-interven-
tion score. This approach is based on the
recommendations of Sloan and col-
leagues, who proposes this as a conserva-
tive estimate of an effect size that is clin-
ically meaningful when using quality of
life questionnaires."® Even using this
strict criterion, both pessaries relieved
symptoms commonly attributed to pel-
vic organ prolapse. This was most nota-
ble in the POPDI scale, although it was
also true for the obstructive and irritative
subscales of the UDI and the obstructive
and irritative subscales of the CRADI.

Overall, symptoms commonly at-
tributed to POP do not appear to have
linear associations with POP severity.
The protrusion symptoms (POPDI
scale) seem to have the highest corre-
lations with POP severity.”® Urinary
incontinence symptoms (UDI Scale)
tend to be inversely related to POP se-
verity, a relationship that has been hy-
pothesized to result from urethral ob-

FIGURE 4
Changes in the CRADI and CRAIQ, by pessary type
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N Q& N Q e
) (%)) ) 2 >
& & & ARG X S
3 & e
& &
<

*Statistical significance (P <.05).
TClinical significance.
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struction in more severe POP. This
relationship would tend to decrease
the magnitude of improvement in in-
continence symptoms by lowering the
pre-intervention score. This may ex-
plain why pessaries, which are com-
monly used for urinary incontinence,
failed to show a clinically significant
change in the UDI stress subscale in
this trial. Symptoms related to defeca-
tory dysfunction (CRADI scale) have
been reported to have the weakest
correlation with POP, presumably re-
flecting the breadth of the differential
diagnosis for these symptoms.?® Nev-
ertheless, improvements in the CRADI
score following pessary use in this
study were associated with posterior
predominant prolapse. This parallels
the relief of obstructive colorectal
symptoms reported in some surgical
series for posterior prolapse and con-

tradicts common preconceptions that
pessaries are less effective for posterior
predominant prolapse.'?

Both pessaries provided relief of pro-
lapse associated symptoms, yet only
the Gellhorn pessary provided clini-
cally significant improvements in the
impact score for pelvic organ prolapse
(POPIQ). Moreover, while high satis-
faction with the Gellhorn was associ-
ated with symptom improvement, this
was not the case for the ring with sup-
port. This suggests that high satisfac-
tion with the ring with support is
driven by something else. Other factors
commonly used in tailoring the type of
pessary, including the predominant
POP, weak pelvic floor musculature,
and size of the genital hiatus, did not
associate with symptom relief in our
study, although prior surgery for in-
continence or prolapse appeared to

( TABLE 3 |
Comparison of changes in PFDI and PFIQ scores by satisfaction group
Ring Gellhorn
Low (n = 44) High (n = 90) P Low (n = 52) High (n = 82) P
AUDI -217 —42.64 0.029 -17.83 —50.01 .001
APOPDI —40.3 —51.65 0.25 —27.42 —60.62 0.001
ACRADI —22.61 —34.67 0.26 —16.36 —40.49 0.012
AUIQ —46.55 —64.48 0.33 —25.64 —75.56 0.006
APOPQI —31.19 —38.07 0.68 —34.75 —47.59 0.38
ACRAQ! 2413 —20.74 0.79 -10.65 —25.56 0.17
. J
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confer some benefit for predicting
symptom relief.

In counseling patients about pessaries,
it seems reasonable to anticipate the re-
lief of symptoms related to pelvic organ
prolapse, including protrusion symp-
toms, and symptoms related to urinary
and defecatory obstruction. Patients
with more severe stages of POP and
those with prior pelvic floor surgery
might anticipate a better response. In
choosing a pessary for a patient, the ring
with support and Gellhorn pessaries ap-
pear to be equivalent in relieving pro-
lapse associated symptoms. [
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