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and PGI-I accurate?
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Following surgery to treat stress urinary incontinence (SUI) or
pelvic organ prolapse (POP), it is important to assess both
objective and subjective outcomes. While not life-threatening,
SUI and POP have potential for a significant adverse impact
on quality of life, and thus the patient perspective has become
increasingly important when evaluating treatment outcomes.
Patient reported outcome measures (PROMs) are frequently
used for subjective evaluation of the benefits of a treatment or
intervention by gauging patients views on any change in their
symptoms, function and health-related quality of life. In this
issue, Larsen et al. report on the assessment of postoperative
outcomes of SUI and POP surgery using PROMs [1].

It is commonly accepted in urogynaecological research and
practice that different PROMs will measure different things.
Although newly developed outcome measures are typically
validated against a combination of existing objective and sub-
jective measures, time and again, studies find limited correla-
tions between different measures of disease severity or treat-
ment improvement [2]. As a consequence, the available
PROMs are often seen as complementary to one other. It is
frequently recommended that clinicians should employ a
range of PROMs, and it is usual for studies to employ a

multitude of PROMs to fully capture different aspects of the
patient experience of pelvic floor dysfunction [3, 4].

Larsen and colleagues compare the results of two different
widely used PROMs. The International Consultation on
Incontinence Questionnaire (ICIQ) system, developed from
the earlier Bristol Female Lower Urinary Tract Symptoms
(BFLUTS) questionnaire, measures the severity and bother
of individual symptoms. In the format used in this study the
ICIQ also provides separate global measures of interference in
everyday life for urinary incontinence and POP. The Patient
Global Impression of Improvement (PGI-I) is a seven-point
scale that provides a single global measure of condition im-
provement. It was initially developed during the licensing tri-
als of duloxetine for the treatment of SUI, but has subsequent-
ly been revalidated as a measure for improvement following
treatment for POP and urgency incontinence.

Larsen et al.’s study has some remarkable features, most
notably its sample size, with the underlying database includ-
ing more than 90 % of all surgeries performed for SUI and
POP in Denmark during 2013, likely representing the largest
ever reported surgical cohort study in urogynaecology. They
find that overall results for both SUI and POP surgeries are
excellent, with very substantial mean improvements on both
the ICIQ and the PGI-I at the 3-month post-operative follow-
up. The response rate of 60 % also suggests some potential for
bias, but regardless, these are largely reassuring data.
Interestingly, the age trends in this study lead in the opposite
directions for SUI and POP surgery, with younger women
reporting better results for SUI surgery and worse results for
POP surgery.

To make comparisons between the ICIQ and the PGI-I
measures, individual scores for each were converted to the
same scale. This procedure is likely fraught with difficulties,
as the numerical values assigned to each category in the un-
derlying items is somewhat arbitrary, and it is certainly
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questionable whether it makes sense to sum values obtained
from the three ICIQ items. However, as in the original valida-
tion studies for the PGI-I, associations between measures
(tested with weighted kappa) were fairly low, showing that
they truly do test different aspects of treatment response.
The authors found that the PGI-I tends to overstate the degree
of improvement compared with the ICIQ, with a very large
proportion of women selecting the maximum improvement
category (Bquite a lot better^). Worryingly, they find that the
PGI-I correlates better with post-operative ICIQ scores than
with change in ICIQ scores.

These findings may be simply due to recall bias, as the
authors speculate, with women focused on their current levels
of satisfaction, rather than the true degree of change due to
surgery. We can also speculate, that the differences between
the PGI-I and the ICIQ reflect true differences in what they
measure. Many aspects of treatment response may not be
reflected in the ICIQ items presented. Sexual function, bowel
function, and other lower urinary tract symptoms may all be
improved by POP surgery alone, but the questions asked on
POP in the ICIQ reflect only the sensation of a lump in the
vagina. Similarly, adverse effects of SUI surgery, such as de
novo incontinence and persistent pain, are not tested by the
ICIQ questions asked. Thus, it seems likely that the PGI-I
might really provide a more global overview of treatment
success, potentially more fully encompassing the range of
benefits and harms of surgery.

Having raised a significant concern about an inherent bias
in the PGI-I, the authors conclude that it should be used cau-
tiously, and perhaps only in combination with other measures
of treatment success. These findings should not detract from
the importance of the PGI-I, or other global measures, as ad-
juncts to symptom-specific or disease-specific PROMs, which
may miss important effects of complicated interventions, such
as pelvic floor surgery.
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