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ABSTRACT
Introduction: The goal of this committee of the Interstitial Cystitis/Bladder Pain (IC/BPS) Consensus Group was to address the

use of patient related outcomes (PROs) in IC/BPS.

Methods: Priority areas of concern and related PICO (Population, Intervention, Comparison, Outcome) questions were ad-

dressed based on literature review, committee discussion and consensus group feedback. Consensus recommendations were

developed regarding PROs and PRO Measures (PROMs) for the critical PICO questions.

Results: PICO questions addressed 4 critical areas of concern: PROs, clinical trial primary endpoints, secondary endpoint

PROMs and questionnaires for general practice management. The committee made 12 recommendations regarding outcomes in

IC/BPS research and clinical practice.

Discussion: The most important recommendation was the unmet need to develop and validate a better IC/BPS specific

PRO, based on unbiased patient qualitative research methodology. At the present time, the Numerical Rating/VAS pain

scales, voiding diaries and global response assessment are recommended for primary endpoint outcomes in clinical trials.

The suggested composite IC/BPS specific PROM is the Genito Urinary Pain Index (GUPI) while the Interstitial Cystitis

Symptom Index/Problem Index can be used for trial comparisons. If appropriate, generic PROMs that describe and

measure pain, quality of life, sexual, and psychosocial parameters are suggested. Until a validated PRO is developed, the

NIH GUPI or the Pain Urinary Frequency (PUF) questionnaire provides reasonable clinical evaluation of patients in

standard urology practice.

Conclusion: PROMs are currently available for use in clinical trials and general practice, but more research is required to

create better IC/BPS PRO‐based outcome measures.

This is an open access article under the terms of the Creative Commons Attribution‐NonCommercial‐NoDerivs License, which permits use and distribution in any medium, provided the original work

is properly cited, the use is non‐commercial and no modifications or adaptations are made.

© 2025 The Author(s). Neurourology and Urodynamics published by Wiley Periodicals LLC.

1455 of 1528Neurourology and Urodynamics, 2025; 44:1455–1465
https://doi.org/10.1002/nau.70107

https://doi.org/10.1002/nau.70107
https://orcid.org/0000-0002-6827-3123
https://orcid.org/0009-0002-3990-4739
mailto:jcn@queensu.ca
http://creativecommons.org/licenses/by-nc-nd/4.0/
https://doi.org/10.1002/nau.70107


1 | Introduction

High quality care for our interstitial cystitis/bladder pain syn-
drome (IC/BPS) population requires patients to provide infor-
mation regarding their symptoms, general feelings and response
to treatment. The “holy grail” of patient health reporting is the
concept of patient reported outcomes (PROs). In the IC/BPS
field, identifiable, validated and reliable PRO measures (PROMs)
have become important in providing this information [1, 2].

IC/BPS is an enigmatic urology condition that encompasses
both perceived bladder pain and urinary symptoms [3]. Except
for possibly those identified with Hunner lesions, the majority
of patients suffer from an ill‐defined syndrome rather than a
proven disease. There are no truly objective findings or markers
of disease, and the diagnosis is made based on symptoms,
physical examination and exclusion of confusable diseases [3].
The symptoms are highly variable between patients. Typically,
patients diagnosed with IC/BPS have increasing pain with
bladder filling and urinary storage symptoms (urgency and
frequency). However, patients may present with other bladder
pain (e.g. constant bladder pain or bladder/urethral pain with
urinating) and urinary (e.g. dysfunctional voiding including
urinary retention) symptom patterns. To complicate the clin-
ical picture even more, most patients have associated local and
generalized pain related medical conditions such as pelvic
floor dysfunctional pain, Irritable Bowel Syndrome, Chronic
Fatigue Syndrome etc [4] and many patients experience sexual
dysfunction primarily related to sexual pain [5]. Furthermore,
we now realize that psychosocial factors such as depression,
anxiety, stress and maladaptive coping modulate and/or
propagate the syndrome [6]. Although all patients may present
with bladder pain and urinary symptoms, every patient's
clinical picture is unique with differing clinical phenotypes
[7, 8]. It is no wonder that there has been so much difficulty in
developing and validating generally acceptable outcome
instruments to be used in IC/BPS clinical trials and general
clinical practice.

2 | Methods

The goal of our committee was to address the use of outcome
measures used in the management of patients with IC/BPS in
clinical research and general urology practice. The committee
was composed of five urologists with basic science and clinical
expertise in IC/BPS (RE, SH, DJ, SP, JCN), one IC/BPS patient
(CK) and two urology students (MN, BH). The outcomes com-
mittee compiled a list of priority areas of concern to be ad-
dressed in a comprehensive manner based on a literature
review and consensus discussion.

Corresponding clinical questions were formulated within those
areas using a modified PICO (population, intervention, com-
parison, outcome) format. These areas include Patient Related
Outcomes (PROs), disease‐specific Patient Related Outcome
Measures (IC/BPS specific PROMs) and generic PROMs.

The focused literature review identified key development and val-
idation studies of specific and general IC/BPS outcomes and how
these outcomes were employed in clinical studies (particularly

randomized controlled trials). The committee provided their per-
sonal expert opinions and individual research experience over e-
mail discussion followed by two ZOOM meetings

Following incorporation of feedback during the International IC/
BPS consensus meeting, the committee made specific and gen-
eral recommendations regarding PROMs associated with each of
the critical PICO questions. The recommendations (including
strength of recommendation) were based on the certainty of the
evidence, the validation of the instrument, the reliability of the
outcome in research and practice and the expertise and experi-
ence employing these outcome instruments in both clinical
research and clinical practice scenarios.

It is important to recognize that the panel did not set out to
create a guideline, but rather consensus‐based research and
practice recommendations regarding choosing PROs and
PROMs in IC/BPS clinical trials and general urology practice.
These recommendations will evolve as more outcome research
in IC/BPS is available.

3 | Results

The literature search identified multiple PROs, PROMs, ques-
tionnaires and outcomes that have been used in research
studies and clinical practice. A summary of the most used
outcome measures including description, validation and perti-
nent references is shown in Table 1.

The committee identified 4 critical areas of interest to the goals
related to outcomes in IC/BPS. These included (1) PROs for
both clinical trials and clinical practice; (2) Primary outcome
endpoints for clinical trials; (3) Secondary (and tertiary) PROMs
for research; and (4) Best IC/BPS symptom questionnaires for
characterizing and following patients in general urology
practice.

Corresponding clinical questions were formulated within those
areas using a modified PICO format [39]. The detailed modified
PICO questions are listed in Table 2.

Based on the literature review, committee expertise and ex-
perience and feedback from the IC/BPS Consensus meeting, 12
recommendations (including the strength of recommendation)
were decided upon (Table 3). These are not to be construed as
guideline recommendations but rather practical recommenda-
tions to consider when designing clinical studies and/or trials or
following patients in general urology practice.

4 | Discussion

It is risky and likely an impossible proposition to recommend a
single outcome instrument that can be employed successfully to
describe and follow patients suffering from IC/BPS. The out-
comes committee recommendations regarding outcome mea-
sures that should be considered in IC/BPS are outlined in
Table 3. They were based on what the committee members
believed were the most critical areas to be examined and then
formulated by addressing PICO type questions.
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4.1 | Patient Related Outcomes (PROs)

It is recognized that PROs are the “holy grail” of outcome
evaluation in clinical trials and clinical practice. While the
committee were impressed with several of the IC/BPS PROMs
presently available, we could not identify any correctly designed
and validated PROs specific to IC/BPS. The Bladder Pain
Interstitial Cystitis Symptom Index (BPIC‐SS) was developed
using a methodology incorporating both qualitative and quan-
titative approach [17], while the Genitourinary Pain Index
(GUPI) modified from the Chronic Prostatitis Symptom Index
(CPSI) and has been shown to be responsive to change in an
unreplicated post hoc analysis of a small treatment study [16]. It
should be our top priority to develop evidence‐based PROs in
IC/BPS (or modify and/or validate existing PROMs). The PRO
would follow a patient centered approach to comprehensively
assess the impact of treatment [40, 41]. Once such a PRO has
been validated and found to be reliable for clinical follow‐up it
could be used for either a primary (or to complement a primary)
or secondary outcome in a clinical trial. Such a PRO would
prove invaluable for follow‐up in clinical practice. The devel-
opment and validation of IC/BPS PROs is beyond the scope of
our objective. We recommend that a mixed method study
design based on both quantitative like interview, focused group
discussion and qualitative approaches should be our next es-
sential step in this field [42].

4.2 | Primary Endpoint Outcomes for Clinical
Studies/Trials

The Numerical Rating Scale (NRS) or Visual Analogue Scale
(VAS) of pain is the most accepted and used measure to
describe pain at baseline and during follow up in clinical pain
trials [9, 10, 43]. This 11‐point measure should be strongly
considered as a primary outcome in clinical trials of IC/BPS
treatments. The severity of pain can be described as a point in
time, average or maximum pain over a predetermined time

TABLE 2 | Modified PICO* questions addressed by the Outcomes

subcommittee.

Question #1: In patients with IC/BPS in clinical trials, do
contemporary Patient Related Outcomes compared to
presently validated pain and urinary questionnaires provide
more accurate primary and/or secondary outcomes?

Question #2: In patients with IC/BPS in clinical trials, how
do validated pain scales and voiding diaries compare to
presently available composite questionnaires for primary
outcomes?

Question #3: In patients with IC/BPS in clinical trials,
which (composite) domain instruments (compared to each
other) are best for use as secondary outcomes?

Question #4: In patients with IC/BPS followed in standard
clinical practice, which of the various composite domain
questionnaires are best in terms of practical utility outcomes
in clinical follow‐up?

*PICO: Population – IC/BPS patients; Intervention – Patient Related Outcome
Measures (PROMs); Comparison – to other PROMs; Outcome – Consensus‐based
validation and reliability utility in research and clinical practice

T
A
B
L
E
1

|
(C

on
ti
n
u
ed

)

O
u
tc
om

e
D
es
cr
ip
ti
on

V
al
id
at
io
n
su

m
m
ar
y

P
er
ti
n
en

t
re
fe
re
n
ce

(s
)

St
at
e‐
T
ra
it
A
n
xi
et
y

In
ve
n
to
ry

20
it
em

as
se
ss
m
en

t
w
it
h
m
ea
su
re
s
of

st
at
e
an

d
tr
ai
t

an
xi
et
y.

1–
4
po

in
t
sc
al
e
fo
r
ea
ch

it
em

.
V
al
id
at
ed

to
be

an
ad

eq
u
at
e
m
ea
su
re

fo
r
an

xi
et
y
in

re
se
ar
ch

an
d
cl
in
ic
al

se
tt
in
gs
.U

se
d
to

ph
en

ot
yp

e
B
P
S/

IC
pa

ti
en

ts
an

d
co
n
tr
ol
s
in

se
ve
ra
l
cl
in
ic
al

st
u
di
es
.

Sp
ei
lb
er
ge
r
C
D

et
al
.

(1
98
3)

[3
6]

P
er
ce
iv
ed

St
re
ss

Sc
al
e
(P
SS

)
14

it
em

as
se
ss
m
en

t
of

th
e
de

gr
ee

to
w
h
ic
h
si
tu
at
io
n
s
in

a
pe

rs
on

's
li
fe

ar
e
pe

rc
ei
ve
d
as

st
re
ss
fu
l.
7
it
em

s
ar
e

po
si
ti
ve
ly

st
at
ed

an
d
h
av
e
th
ei
r
sc
or
es

re
ve
rs
ed

to
de

te
rm

in
e
to
ta
l
sc
or
e.

A
be
tt
er

pr
ed

ic
to
r
of

ps
yc
h
ol
og
ic
al

sy
m
pt
om

s
th
an

li
fe
‐

ev
en

t
sc
al
es
.
H
as

be
en

u
ti
li
ze
d
in

IC
/B

P
S
pa

ti
en

ts
.

R
ot
h
ro
ck

N
E
et

al
.

(2
00
1)

[3
7]

F
em

al
e
Se
xu

al
F
u
n
ct
io
n

In
de

x
(F
SF

I)
19

it
em

qu
es
ti
on

n
ai
re

w
it
h
6
se
pa

ra
te

do
m
ai
n
s
to

as
se
ss

de
si
re
,a
ro
u
sa
l,
lu
br
ic
at
io
n
,o

rg
as
m
,s
at
is
fa
ct
io
n
,a
n
d
pa

in
as

it
re
la
te
s
to

se
xu

al
fe
m
al
e
se
xu

al
ar
ou

sa
l
an

d
fu
n
ct
io
n
.

H
ig
h
te
st
‐re

te
st

re
li
ab

il
it
y
an

d
di
sc
ri
m
in
an

t
va
li
di
ty

in
st
u
dy

co
m
pa

ri
n
g
fe
m
al
e
se
xu

al
ar
ou

sa
l
di
so
rd
er

pa
ti
en

ts
to

n
or
m
al

co
n
tr
ol
s.
It

al
so

sh
ow

ed
di
ve
rg
en

t
va
li
di
ty

in
th
e
or
ig
in
al

st
u
dy

.

R
os
en

R
et

al
.

(2
00
0)

[3
8]

1460 of 1528 Neurourology and Urodynamics, 2025



period (suggested mean maximum or worse pain over a mini-
mum of 3 days for each trial assessment interval). This single
patient's rating of pain can be considered a PRO, but its major
limitation is that it is not specific to IC/BPS. A patient with IC/
BPS has multi‐dimensional pain experience as part of the
clinical experience [44, 45].

Voiding diaries (frequency volume charting) should be strongly
considered as a primary outcome in clinical trials of IC/BPS
[11]. The consensus is to evaluate 3 separate days for an indi-
vidual outcome measurement assessment. Items of relevance
for IC/BPS are (per 24 h); urinary frequency, urgency and voi-
ded volumes. It is important to know that urgency experienced
by IC/BPS has another dimension compared to OAB patients –
typically a gradually increasing pain or discomfort during
bladder filling, leading to more frequent voiding to prevent such
pain. Also of note is the variations between IC/BPS patients in
storage and voiding behavior can depend on availability of
toilets, activities (pre‐emptive voiding before recreation, work,

social activities) and fluid intake as well as individual pain
avoidance voiding patterns.

The FDA‐BRUDAC committee [43] has suggested that co‐
primary outcomes should be considered in clinical trials.
However, an analysis from the Multi‐Disciplinary Approach to
the Study of Chronic Pelvic Pain (MAPP) Research Network
[46] points out that pain and urinary symptoms should be
assessed separately rather than combined in a single score. The
same might prove true using pain and urinary scores as a co‐
primary outcome.

A 7‐point Global Response Assessment (GRA) has been em-
ployed as a primary endpoint, co‐primary endpoint and as a
secondary endpoint in published clinical trials. Patients self‐
report their perception of their clinical condition relative to
baseline. The GRA assesses the patient's overall perception of
difference in bladder pain and urinary symptoms (equal num-
ber of positive and negative choices) without identifying specific

TABLE 3 | Consensus recommendations for Outcome Measures for IC/BPS studies, trials and general clinical practice. A STRONG recom-

mendation implies that the outcomes committee believed that the vast majority of experts would make this recommendation based on available

evidence and clinical experience. A CONDITIONAL recommendation was made when the outcome committee believed most experts would opt for

the recommendation based on the evidence, however, a substantial minority of experts would choose an alternative plan.

Recommendation #1: The IC/BPS research community should commit to developing a true PRO, employing unbiased patient
orientated qualitative research (STRONG).

Recommendation #2: Numerical Rating Scale or Visual Analogue scale of pain described as 0‐10 should be strongly considered
as a primary outcome endpoint in clinical trials of IC/BPS treatments (STRONG).

Recommendation #3: Voiding diaries (frequency volume charting) for a minimum of 3 days at each time point should be
strongly considered as a primary outcome endpoint in clinical trials of IC/BPS treatments (STRONG).

Recommendation #4: Composite primary endpoints should be considered (CONDITIONAL).

Recommendation #5: A 7‐point Global Response Assessment (GRA) should be considered as either a co‐primary endpoint or
one of the most important major secondary endpoints (STRONG).

Recommendation #6: The O'Leary Sant Interstitial Cystitis Symptom Index/Problem Index (ICSI/PI) can be considered as an
anchor questionnaire so that patients enrolled in a clinical trial can be compared to other populations in historical clinical trials
(CONDITIONAL).

Recommendation #7: The National Institutes of Health Genito Urinary Pain Index (NIH‐GUPI) should be considered as
secondary endpoint outcome (STRONG).

Recommendation #8: Clinical trials evaluating treatment outcomes in IC/BPS should incorporate a Quality‐of‐Life assessment
tool (STRONG).

Recommendation #8a. The two most employed quality of life assessment instruments recommended for IC/BPS clinical trials
are the SF‐12 or SF‐26 Health Survey (SF‐12; SF‐36) or EuroQol‐5 Dimension (EQ‐5D) questionnaire (STRONG).

Recommendation #9: Clinical trials evaluating treatment outcomes in IC/BPS should consider a validated composite pain
assessment outcome (STRONG).

Recommendation #9a. The two most employed pain assessment instruments recommended for IC/BPS clinical trials are the
McGill Pain Questionnaire (MPQ) or the Brief Pain Inventory (BPI) (STRONG).

Recommendation #10: Sexual Function associated with IC/BPS should be considered for evaluation as tertiary outcomes
(CONDITIONAL).

Recommendation #11: Psycho‐social parameters associated with IC/BPS should be considered for evaluation as tertiary
outcomes (CONDITIONAL).

Recommendation #12: A validated clinical questionnaire for patient baseline and follow‐up assessment is recommended as an
important component of good patient practice in managing patients with IC/BPS in general practice (STRONG).

Recommendation #12a: The National Institutes of Health Genito Urinary Pain Index (NIH‐GUPI) or the Pain Urgency
Frequency Questionnaire (PUF) should be considered a useful instrument for baseline assessment and clinical follow up in
patients with IC/BPS in standard clinical practice (CONDITIONAL).
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symptoms. Responders for the GRA were typically defined as
subjects reporting that they were “markedly improved” or
“moderately improved” compared with baseline [12, 47].

4.3 | Composite Domain Patient Related
Outcomes for Clinical Trials

The O'Leary Sant Interstitial Cystitis Symptom Index/Problem
Index (ICSI/PI) [13, 14] is undoubtedly the instrument most
employed in clinical trials over the course of decades of IC/BPS
research, however the committee believes it has serious limita-
tions. Scoring can be problematic, weighting of symptom
domains has not been truly validated, and it is missing important
domains of the IC/BPS experience. However, since it has been so
widely used in clinical trials, it can be considered as an anchor
questionnaire allowing patients enrolled in a clinical trial to be
compared to other populations in historical clinical trials.

At present, the committee believes that the Genitourinary Pain
Index (GUPI) [16] should be considered as a secondary end-
point in clinical trials. In separate questionnaires for men and
women, the instrument, modified from the male based Chronic
Prostatitis SI characterizes GU pain (location, frequency and
severity ‐ scale 0‐23), urinary symptoms (storage and voiding
items ‐ score 0‐10) and 3 impact/quality of life items (subscale
score 0‐12). Total score range of 0–45 for the total score indi-
cating increasing disease severity. The GUPI has been well
validated to distinguish IC/BPS from other similar urology
conditions and has been found to be a valid PROM to charac-
terize the degree of IC/BPS symptoms in both men and women.
Its major limitation has been a lack of qualitative validation and
sparse evaluation of its reliability in quantifying symptom
change over time in multiple clinical trials.

The Wisconsin IC Questionnaire [15] was one of the first of these
IC/BPS specific symptom instruments developed. This 25‐item
questionnaire (assesses 7 IC symptoms) has been validated
(perhaps not to the rigor of contemporary validation studies), but
its complexity and missing of key domains has made it less
desirable for either research or clinical practice purposes.

The Apollo Clinical Scoring System [18] is a six‐item clinical
score which examines urgency, frequency, nocturia, pain,
sexual dysfunction and psychological impact. It is simple to
employ but has been designed and validated by a single group
and has not achieved general acceptance at this time. This
questionnaire may prove valuable with validation for dis-
crimination and outcomes by other research groups in large
clinical trial settings.

The BPIC‐SS [17] is an industry generated questionnaire that
appears to be more discriminative than PUF or ICSI. BPIC‐SS
also demonstrated good test‐retest reliability and clinical
validity. It has not been validated as a clinical outcome tool and
has not been widely employed in clinical studies or trials.

The RAND Interstitial Cystitis Epidemiology Study Question-
naires (RICE) [19] is not an outcome measure but rather a
diagnostic questionnaire that has proven useful in epide-
miology studies.

Pain Urgency Frequency Questionnaire (PUF) [20] was deve-
loped by a single investigator to evaluate pelvic pain, urinary
urgency, frequency, and any pelvic pain associated with sexual
intercourse. The questionnaire evaluates both severity and
bother level of each symptom on a 0‐4 scale. It was originally
evaluated against the intravesical potassium sensitivity test
(PST) where a PUF score of 15 or greater was associated with
84% chance of positive PST (PST is now considered a historical
IC diagnostic test). It is a useful tool in clinical practice to
evaluate patients and then follow progress but not recom-
mended for clinical trials.

The Patient Perception of Intensity of Urgency Scale (PPIUS)
[21] is a 5‐point scale designed for measurement of both urinary
urgency and urge incontinence. While it has been used in IC/
BPS clinical trials, it has not been validated in this syndrome.

Assessment of pelvic floor dysfunction, general pelvic pain and
lower urinary tract symptoms (LUTs) can capture a more
comprehensive picture of pelvic pain and its associated distress
in women [48]. The Pelvic Floor Distress Inventory (PFDI‐20)
[22], the electronic Personal Assessment Questionnaire‐Pelvic
Floor (ePAQ‐PF) [23] and the LUT Dysfunction Research Net-
work Symptom Index‐10 and 29 (LURN SI‐10, 29) [24, 25] are
examples of instruments that may offer valuable insights into
the bladder pain component in patients with pelvic floor dys-
function and/or LUTS. The committee does not recommend
these instruments for outcomes in IC/BPS clinical trials unless
the intervention specifically is targeted for pelvic floor or LUTs
related pain conditions.

The individual variability among patients with IC/BPS makes
total scores from such composite scoring instruments prob-
lematic when assessing clinical response. As part of the MAPP
Research Network, pain and bladder symptoms were assessed
using the GUPI and ICSI/PI. The results suggested that pain
and urinary symptoms should be assessed separately rather
than combined into 1 total score [46]. This underscores the
problem with composite scoring indices that combine the sep-
arate factors of pain, urinary symptoms and quality of life into a
single composite score. This limitation is the major reason why
such composite scores should not be used as primary outcomes.

4.4 | Other Generic PROMs Available to
Investigators as Secondary or Tertiary Outcomes

The committee members strongly recommend that clinical trials
evaluating treatment outcomes in IC/BPS should incorporate a
Quality‐of‐Life assessment tool. The two most employed quality of
life assessment instruments recommended for IC/BPS clinical
trials are the SF‐12 or SF‐36 Health Survey (SF‐12; SF‐36) or
EuroQol‐5 Dimension (EQ‐5D) questionnaire [28–31]. The com-
mittee also recommends that clinical trials evaluating treatment
outcomes in IC/BPS should consider a validated composite pain
assessment tool. The two most employed pain assessment instru-
ments used in IC/BPS clinical trials are the McGill Pain Ques-
tionnaire (MPQ) [27] and the Brief Pain Inventory (BPI) [26].

The committee also recommends that sexual and psycho‐social
parameters associated with IC/BPS should be considered for
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evaluation as tertiary outcomes. Recommendations of which
psychosocial domains or which questionnaires should be used
are beyond the scope of this committee's mandate. Examples of
such measures used in IC/BPS (sexual, depression, anxiety,
stress, catastrophizing etc.) [32–38] are described in Table 1.

The committee members are cognizant of the fact that patients in
clinical studies and trials may be subjected to too many PROMs
and that could lead to questionnaire fatigue. It is imperative that
the outcomes necessary for endpoint analyses be chosen carefully
for any specific intervention. This choice of instruments to be
used should be based on the study/trial objectives, the inter-
vention mechanism and the anticipated symptom changes
associated with a specific study question or treatment [49].

4.5 | Symptom Questionnaires in General
Urology Practice

A validated clinical questionnaire for patient baseline and follow‐
up assessment is recommended as an important component of
good patient practice in managing patients with IC/BPS. The
committee recommends either the NIH‐GUPI [16] or the PUF
questionnaire [20] as useful instruments for baseline assessment
and clinical follow up in patients with IC/BPS in standard clin-
ical practice. These two instruments assess pain (including sexual
pain), urinary symptoms and bother/quality of life associated
with patients living with IC/BPS, allowing patients to describe
their IC/BPS experience. Because of the heterogeneity of patient's
clinical presentations, it is likely that the optimal PRO for suc-
cessful clinical outcomes could be individualized patient PROs
based on personal symptoms and goals provided by each patient.
The best outcomes will be those that the individual patient
desires, not ones developed for all patients.

4.6 | Limitations

The committee recognizes limitations related to individual
committee members’ personal bias, the inherent lack of outcome
reliability studies and the lack of a gold standard comparison for
the various outcomes. The methodology did not employ a sys-
tematic review and rating of the evidence as required by GRADE
(Grading of Recommendations, Assessment, Development and
Evaluations) [50] methodology, but rather a comprehensive
review and discussion of the literature based on expertise, ex-
perience and expert group consensus feedback. The role of cys-
toscopy, urodynamics, and pain mapping (considered by some as
possible non‐PRO outcomes) has been addressed by the Diag-
nosis and Phenotype IC/BPS consensus meeting committees and
have not been addressed by this PRO committee. The impact of
trial design (inclusion/exclusion criteria) on research outcomes
are also beyond the scope of this committee.

5 | Summary

The outcomes committee of the IC/BPS Consensus Meeting
believes that more effort must be made to develop and validate a
better IC/BPS specific PRO, based on unbiased patient quali-
tative research methodology, to better delineate outcomes in

this enigmatic and variable pain/urinary syndrome. At the
present time, the only recommend primary outcome is the
NRS/VAS pain scale and voiding diaries as reasonable primary
endpoint outcome measures. These are crude outcome mea-
sures that do not consider the complexities of the condition, of
patients’ variable clinical phenotypes and/or patients' desires
and expectations. The committee believes that the best available
IC/BPS specific secondary PROMs include the patients’ sub-
jective assessment of outcomes (GRA) and composite scores of
pain, urinary symptoms and impact/quality of life. Arguably the
most accepted contemporary composite IC/BPS specific PROM
is the NIH GUPI (the OS ICSI/PI can be used for trial com-
parisons), although further validation and reliability testing of
other instruments may result in better and simpler assessment
outcome tools. Researchers and physicians managing IC/BPS
patients need to be aware and if appropriate, use generic
PROMs that measure and describe pain, quality of life, sexual,
and psychosocial parameters of this complex biopsychosocial
condition. Until a validated PRO that reliably measures change
over time is developed, the committee believes that the NIH
GUPI or the PUF questionnaire provides reasonable clinical
evaluation of patients in standard general practice. Above all,
the committee strongly believes that more research is required
to create better IC/BPS PRO‐based outcome measures.
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