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Hypothesis / aims of study

Treatment options for symptomatic prolapse include pelvic floor
muscle training (PFMT), pessary use, and surgery. .

The aim of this prospective observational, no randomized and
descriptive study, was to compare the outcomes of a pessary or
surgery in women with symptomatic POP.

The hypothesis was that continuous use of a ring pessary (without
support) is as effective as and less risky than surgery in non
hysterectomized, postmenopausal Spanish women with advanced-
stage prolapse (POP-Q).

Study design, materials and methods
Study participants

» Type of study: prospective cohort group comparing treatments.

* When: Between January 2013 and June 2015, the follow up period
was up to January 2017. All women were followed for a minimum
of 18 months (range, 18-49 months) after the start of their pessary

use or after surgery.

* Who: a total of 171 non-hysterectomized, postmenopausal patients

with symptomatic POP (stages Il and V)

Study design

* In the first visit, we recorded detailed information about the
patients, including age, parity, body mass index, sexual status,

medical comorbidities, constipation, chronic cough, smoking status,

and prolapse symptoms, and we performed physical examinations.

« Urinary symptoms: International Consultation on Incontinence
Questionnaire (ICIQ)

« The POP-Q was used to stage patients by a single, experienced
gynaecologist.

 Surgical complication severity according to Clavien-Dindo scale

Pessary treatment

First insertion and promestrien 0,5 g/b7d:

Unsuccesful (maximum 3

Succesful B —
Succesful Unsuccesful
6 months
No periodical removing or Advers events: bleeding,
replacing erosions, vaginal discharge

Surgical intervention

*Vaginal hysterectomy
*Anterior vaginal repair
*Posterior vaginal repair

15 surgeons

Lenght hospital
stay, operation
time,
complications

*Clavien Dindo: 1to 5

*During hospital staing

*After discharge to 1
month follow up

At the end of the study

* No IUE procedure

* General or spinal
anaesthesia

* Antibiotic+ LMWH+
urethral catether

Only POP
surgery

Outcomes: cure
rate, lenght
hospital stay,
perioperative
complications

« Patient feeling of genital bulge

* Genital protrusion at clinical

examination: extending beyond

the hymen (>POP-Q 2) with
straining
*repeat treatment for prolapse

with either pessary or surgery.

Results and interpretation

A total of 94 (54.0 %) women expressed a treatment preference for
the ring pessary, and 77 (45.0 %) underwent surgical intervention.
In this study, no patients were lost during follow-up.

Table 4. Caompamrison of effectrveness amd advems e events foom vasmal
n 1%
pessary or surzery for POFP treastment

Effesctivensss  Pessary Sunzery ovalus, post-hos power
W 76 (B4 4%) &9 (8965 0. 115" 4415
Mo 14 (15 .6%) Bl 4%
o 77

Adverse events®

Grade 1 24076 (31.6%) 11777 (14.3%) < 0.001" 99 8%

Grade 2 0 BT (10 45)

Crmvde 3 0 11577 (1 4.3%)
Total 24506 (31 .6%) 3OVTT (39.05)

*C lavien-Dindo grade

" Continuit v-oorrected chi —squams test

« At the end of the study, the successful use of a pessary was 84.4
%, and 89.6 % of patients in the surgical group did not complain
of any prolapse recurrence (p=0.115), The efficacy was similar in
both treatment groups.

« During analysis of complications there was a significant difference
between groups when Clavien-Dindo grades were considered
(p<0.001).

Pessary group

Woalue

Twpe of pessary (n = 94), rng without support O (10 )
Sime of ring pessary used (n = 94) n (%)
&0 mmm 1 (1.1}
65 mm 1 {1.1)
M mm 7474
75 mm 30 (41.5)
80 mm 159 (20.2)
8BS mm 16 (17)
O mmm 9 (265)
95 mm 2 2.1)
Comtnuaticn mates (n = 94, n (%)
1 week 87 (92.6)
I month BS (9.
& months 82 (87.2)
12 mumnths B (ES5.1)
End of the study imedian follovw-up, 24 months TH (B0.K)
Range ( 18—49 months)
Benson for discomtinuation {n = 18), n (%)
Death of patient from non-pessare-related causes 4 (23)
Feeling of discomfiort Q (505
Extrusion of pessary during daily activities 3 (16)
Bleeding 1 45.5)
Dislike of the ring pessary by the hushand 1 {5.5)
Adverse events (n=76), n (%) Clavien-Imndo classificaton
Extrusiom of pessary during daily activities 14 18.4) Grade 1
Blesding because of erosion B (10L5) Girade 1
Vagmnal discharze 1 ¢1.3) Grade 1
Wammnal pain 1 (1.3} Grade 1

Surgery group

Walue

Type of operation (n= T7), n (%)
TVH 24 (312)
TVH + ACR 47 (6l 0)
TVH + ACR + PCR 4(5.2)
TVH + PCR 1{1.3)
TVH + ME 1{1.3)
Orperative time (min ), mem (935 5%CT) 004+ 347
Hospital stay (days), median (min, max) 324
Complications during sunzery (n= 77). n (%) 1{1.2) Clavien-Dindo classification
Bladder imjury i Girade 2
Complications during admission (n= 77}, n (%) 16 (20.8)
Waginal erosion | Girade 1
Wault haematoma 5 Gimade 1
Unnary tract mfection 3 Gimade 2
Bladder retention 1 Gmade 2
Waginal wound infsction (mtibiotics) 3 Cirade 2
Waginal wound infection (vaginal dminags) 2 Cimade 3a
Pararmetrial abscess (draimed percutaneously) 1 Girade 3a
Complications afier admission (n= 77 n (%) 13 {16.9)
e nowvo stress urimary meontinence (SUT) 1 Grade 1
Ungency urinary incontinence = Grade 1
Waginal vault prolapss (conservative treatment: pessary) 1 Girade 3a
Waginal vault prolapse (surgical colposacmopecy) i Cimade 3b
Posterior compartment prolapse (postenor vaginal repair) 1 Gmde 3h

Total complications (n= 77, n (%) 30 3900

ACE., anterior colporrhaphy: PCE, posterior colporrhaphy: TVH, tansvaginal hysterectomy: ME, mesh excision

Complications were more frequent in the pessary group (31.6 %)
In the surgery group, 24.6 % of patients had a second- or third-degree
adverse event.

Conclusions

The pessary is effective and has mild adverse events in non-
hysterectomized, postmenopausal women with advanced POP.

It is a first line of treatment together with PFMT.
The preference of the patients must be considered at counselling.
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