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BACKGROUND: The Pelvic Floor Distress Inventory-20 is used to
evaluate symptoms and treatment effects in women with pelvic floor
disorders. To interpret changes in the scores of this inventory, information
is needed about what patients and clinicians perceive as the minimal
important (meaningful) change. Although this change in the inventory
score has been investigated previously in women who have undergone
pelvic floor surgery, the results could not be generalized to women with
milder symptoms (ie, lower scores) who often require only conservative
treatment.

OBJECTIVE: We aimed to estimate the minimal important change in the
Pelvic Floor Distress Inventory-20 that was needed to demonstrate clinical
improvement in women who qualify for conservative pelvic floor treatment.
STUDY DESIGN: The data of 214 women aged >55 years were used.
All participants were from 2 randomized controlled trials that compared
conservative prolapse treatments in primary care in The Netherlands. The
degree of prolapse was assessed with the use of the Pelvic Organ Prolapse
Quantification system; participants completed the Pelvic Floor Distress
Inventory-20 at baseline and at 12 months, with a global perception of
improvement question at 12 months. To assess both the patient
perspective and the clinical perspective, 2 anchors were assessed: (1) the
global perception of improvement was considered the anchor for the
patients’ perspective, and (2) the difference in the degree of prolapse was
considered the anchor for the clinical perspective. Provided that the an-
chors were correlated by at least 0.3 to the Pelvic Floor Distress Inventory-
20 change scores, we estimated the following minimal important changes:

(1) the optimal cutoff-point of the receiver operating characteristics curve
that discriminates between women with and without improvement in the
global perception of improvement scale and (2) the mean Pelvic Floor
Distress Inventory-20 change score of participants who improved 1
assessment stage. We then calculated the smallest detectable change to
check whether the minimal important change was larger than the mea-
surement error of the questionnaire.

RESULTS: Using the global perception of improvement as the anchor,
we found a minimal important change for improvement of 13.5 points
(95% confidence interval, 6.2—20.9). The Pelvic Organ Prolapse Quan-
tification change scores correlated poorly to the Pelvic Floor Distress
Inventory-20 change scores and therefore could not be used as an anchor.
The smallest detectable change at the group level was 5.5 points. Thus,
the minimal important change was larger than the smallest detectable
change at the group level.

CONCLUSION: In women with relatively mild pelvic floor symptoms, an
improvement of 13.5 points (or a 23% reduction) in the Pelvic Floor
Distress Inventory-20 score can be considered clinically relevant. This
minimal important change can be used for clinical trial planning and
evaluation of treatment effects in women whose condition is considered
suitable for conservative treatment.

Key words: minimal clinically important difference, minimal important
change, Pelvic Floor Distress Inventory-20, pelvic floor muscle training,
pelvic organ prolapse, pessary, watchful waiting

P atient-reported outcomes comm-
only are used to evaluate symptoms
and treatment effects in research and
clinical practice. The Pelvic Floor Distress
Inventory-20 (PFDI-20)" is a recom-
mended” questionnaire for use to evaluate
the degree to which pelvic floor symptoms
cause distress. Although it has been shown
to have good validity, reliability, and
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responsiveness for this purpose,” infor-
mation is needed on what patients (and/or
clinicians) perceive as a meaningful
difference when interpreting the changes
in PFDI-20 scores.

To determine whether a statistically
significant change is also clinically rele-
vant, Jaeschke et al' introduced the
concept of the minimal clinically impor-
tant difference, also termed the minimal
important change (MIC). They defined
the MIC as “the smallest difference in
score in the domain of interest which
patients perceive as beneficial and which
would mandate, in the absence of trou-
blesome side effects and excessive costs, a
change in the patient’s management.”
Any change larger than the MIC can then
be considered clinically relevant. The

MIC can be determined from many
different perspectives, including that of
the patient, the clinician, the researcher,
the consumer, or even of society.S’6
Various methods have been proposed
to determine the MIC. Anchor-based
methods compare changes in patient-
reported outcome scores with other
clinical changes or results; distribution-
based approaches rely on statistical dis-
tributions of the results.” Although there
is no gold standard for the determination
of the MIC, most authorities recommend
the use of anchor-based methods when
applying it to the various relevant per-
spectives (eg, patient-rated, clinician-
rated, and disease-specific measures).”*
Only a few studies have attempted to
estimate the MIC for the PFDI-20, but

MONTH 2016 American Journal of Obstetrics & Gynecology 1.e1

FLA 5.4.0 DTD m YMOBI11340_proof m 25 October 2016 ® 7:16 pm M ce

56
57
58
59
60

62
63
64
65
66
67
68
69
70

72
73
74
75
76
77
78
79
80

82
83
84
85
86
87
88
89
90

92
93
94
95
96
97
98
99
100
101
102
103
104
105
106
107
108
109
110


http://dx.doi.org/10.1016/j.ajog.2016.10.010
http://www.AJOG.org
http://www.AJOG.org

111
112
113
114
115
116
117
118
119
120
121
122
123
124
125
126
127
128
129
130
131
132
133
134
135
136
137
138
139
140
141
142
143
144
145
146
147
148
149
150
151
152
153
154
155
156
157
158
159
160
161
162
163
164
165
166

GYNECOLOGY

these were mostly among women who
were undergoing prolapse or inconti-
nence surgery who had relatively high
baseline scores (94—121 points), and
were all performed in tertiary urogyne-
cology units. These resulted in anchor-
based MICs for improvement that
ranged from 23—45 points (24—47%)
but were in a highly selected patient
group. 1210 By contrast, women who opt
for conservative treatment generally
experience less severe symptoms than
women who prefer surgical treatment.
For example, studies that have evaluated
conservative prolapse treatments have
reported average PFDI-20 baseline
scores of approximately 60 points.'""?
To further confound matters, other
research has shown that the MIC de-
pends on the baseline score, with evi-
dence that patients with more severe
baseline symptoms seem to require
greater improvements to consider them
clinically relevant (ie, a larger MIC) than
patients with less severe initial symp-
toms.”'”'>  Consequently, the MICs
established in tertiary care populations
probably are unsuitable for use in the
evaluation of conservative treatments in
women with milder symptoms of pelvic
floor dysfunction.

The aim of this study was to estimate
the MIC for the PFDI-20 among women
who qualified for conservative treatment
of pelvic floor disorders.

Methods

Participants and setting

This analysis was conducted with data of
the “Pelvic Organ Prolapse in Primary
Care: Effects of Pelvic Floor Muscle
Training and Pessary Treatment Study” for
which the design and primary outcomes
have been published.'”'®"” The Pelvic
Organ Prolapse in Primary Care: Effects of
Pelvic Floor Muscle Training and Pessary
Treatment Study comprised 2 randomized
controlled trials, with participants
(women aged >55 years with symptom-
atic prolapse) who were recruited from 20
primary care practices. In the first trial,
pelvic floor muscle training was compared
with watchful waiting in women with a
prolapse above the hymen. In the second
trial, pelvic floor muscle training was
compared with pessary treatment in

women with a prolapse at or beyond
the hymen. The trials were approved by
the Medical Ethics Committee of the
University Medical Center Groningen
(METc2009.215) and were registered in
the Dutch Trial Register (www.
trialregister.nl, identifier NTR 2047). All
participants provided written informed
consent. The present study included par-
ticipants in both trials and used data that
were collected at baseline and at the
12-month follow-up assessment.

Measures

Participants completed the PFDI-20
questionnaire at baseline and after 12-
months’ follow-up evaluation. The
PFDI-20 score ranges from 0—300;
higher scores indicate higher symptom
distress." PFDI-20 change scores were
calculated by subtracting the follow-up
score from the baseline score, such that
a negative change score represented
symptoms getting worse and a positive
change score represented symptoms
getting better.

The degree of prolapse was measured
according to the Pelvic Organ Prolapse
Quantification (POP-Q) system at
baseline and after 12 months. The POP-
Q stage (0—4) was assessed for each
compartment (anterior vaginal wall,
posterior vaginal wall, and uterus or
vaginal vault), with the overall POP-Q
stage being equal to the POP-Q stage of
the most severely prolapsed compart-
ment. A higher POP-Q stage represented
more severe prolapse.'” The change
score for the POP-Q stage was calculated
by subtracting the overall POP-Q stage at
follow up from the overall POP-Q stage
at baseline. This led to a POP-Q change
score that ranged from —3 (all partici-
pants had at least stage 1 prolapse at
baseline) to +4. We also assessed the
change of prolapse using a continuous
measure of anatomic support. We
calculated change scores for the degree of
prolapse of the anterior vaginal wall
(POP-Q point Ba), the posterior vaginal
wall (POP-Q point Bp), and the uterus
or vaginal vault (POP-Q point C) by
subtracting the follow-up value from the
baseline value. This led to change scores
that ranged from —2 to 43 cm for Ba, —3
to 42 cm for Bp and —7 to +4 c¢m for C.
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In each of these anatomic change scores,
a negative score represented a deterio-
rating prolapse, zero represented no
change, and a positive score represented
an improving prolapse.

After 12 months, participants were
also asked to rate their global perception
of improvement (GPI) since baseline,
according to the following question:
“Overall, do you believe that your
symptoms are much worse (—2), worse
(—1), about the same (0), better (+1), or
much better (4+2)"°

Statistical methods

The MIC was determined by receiver
operator characteristics (ROC) analysiszo
and visualized with the use of an anchor-
based distribution plot.”’ In an attempt
to assess both the patient and the clinical
perspectives, 2 anchors were assessed for
eligibility. The GPI was considered the
anchor for the patients’ perspective, and
the difference in the degree of prolapse on
physical examination was considered the
anchor for the clinical perspective. The
anchors were only considered suitable for
further analysis if they correlated with the
PFDI-20 change score by at least 0.3
(Spearman’s p).” Statistical analyses were
performed using IBM SPSS for Windows
(version 23.0; IBM Corp, Armonk, NY).
Stata/SE software (version 14; Stata Cor-
poration, College Station, TX) was used to
estimate a confidence interval (CI) for the
MIC based on 1000 bootstrap replicates.

Patients’ perspective

Provided that the GPI and the PFDI-20
change scores were correlated suffi-
ciently, the participants were divided
into 2 groups: those who reported
symptom improvement (GPI categories
“better” and “much better”) and those
who did not (GPI categories “about the
same,” “worse,” and “much worse”). The
MIC, or the optimal ROC cut-off point,
was defined as the value for which
the sum of the false-positive and
false-negative ([1-sensitivity] +
[1-specificity]) percentages was the
smallest. This value was taken to repre-
sent the PFDI-20 change score that best
discriminated between participants with
and without clinical improvement
according to the GPL.*"*
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