VALUE-BASED MEDICINE: PART 3

The role of patient-reported outcomes
In women'’s health

Patient-reported outcomes, obtained with a validated survey instrument, are
critical to improving clinical research, health care quality, and patient care.
Using them in women’s health care will benefit both patients and clinicians.

Here’s how.
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quality chasm: A new health system for

the 21st century,” the Institute of Medicine
(now the National Academy of Medicine)
called for an emphasis on patient-centered
care that it defined as “Providing care that
is respectful of and responsive to individual
patient preferences, needs, and values and
ensuring that patient values guide all clinical
decisions.”! Studies suggest that the patient’s
view of health care delivery determines out-
come and satisfaction.? Therefore, we need
to expend more effort to understand what

I n its landmark publication, “Crossing the
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patients need or want from their treatment or
interaction with the health care system.

Measuring patient-reported outcomes
(PROs) is an attempt to recognize and ad-
dress patient concerns. Although currently
PROs are focused primarily in the arena of
clinical research, their use has the potential
to transform daily clinical patient encounters
and improve the cost and quality of health
care.’

In this article, we provide a brief over-
view of PROs and describe how they can be
used to improve individual patient care, clini-
cal research, and health care quality. We also
offer examples of how PROs can be used in
specific women’s health conditions.

What exactly are PROs?

PROs are reports of the status of a patient’s
health condition, health behavior, or expe-
rience with health care; they come directly
from the patient, without anyone else (such
as a clinician or caregiver) interpreting the
patient’s response.* PROs usually pertain to
general health, quality of life, functional sta-
tus, or preferences associated with health
care or treatment.® Usually PROs are elic-
ited via a self-administered survey and pro-
vide the patient’s perspective on treatment
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benefits, side effects, change in symptoms,
general perceptions of feelings or well-being,
or satisfaction with care. Often they represent
the outcomes that are most important to pa-
tients.® The survey usually consists of several
questions or items. It can be general or con-
dition specific, and it may represent one or
more health care dimensions.

The term patient-reported outcome mea-
sure (PROM) refers to the survey instrument
used to collect PROs. Patient-reported experi-
ence measures (PREMs), such as satisfaction
surveys, are considered a subset of PROMs.”

Standardized PROs developed

out of clinical trials

The use of PROs evolved from clinical tri-
als. The proliferation of PROs resulted in an
inability to compare outcomes across trials
or different conditions. This led to a need to
standardize and possibly harmonize mea-
sures and to reach consensus about prop-
erties required for a “good” measure and
requirements needed for “adequate” re-
porting. Many investigators and several na-
tional and international organizations have
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provided iterative guidance, including the US
Food and Drug Administration (FDA), Euro-
pean Medicines Agency, National Institutes
of Health (NIH) Patient-Reported Outcomes
Measurement Information System (PROMIS),
International Consortium for Health Out-
comes Measurement (ICHOM), University of
Oxford Patient Reported Outcomes Measure-
ment Group, Cochrane Systematic Reviews,
Consolidated Standards of Reporting Tri-
als-Patient Reported Outcomes (CONSORT-
PRO) extension (how to report PROs with the
CONSORT checklist), and the International
Society for Pharmacoeconomics and Out-
comes Research (ISPOR).*>8-18

In the United States, the RAND Medi-
cal Outcomes Study led to the development
of the 12- and 36-item short form surveys,
which are widely recognized and commonly
used PROMs for health-related quality of
life.” The study generated multiple addi-
tional survey instruments that evaluate other
domains and dimensions of health. These
surveys have been translated into numerous
languages, and the RAND website lists over
100 publications.™

Vol. 30 No. 3 | March 2018

FAST
TRACK

PROs often
represent the
outcomes that

are most important

to patients

CONTINUED ON PAGE 20

| OBG Management

19



The role of patient-reported outcomes

CONTINUED FROM PAGE 19

FAST
TRACK

With today’s
focus on patient-
centered care,
there is a growing
mandate to
integrate PROMs
into clinical

care, quality
improvement,
and ultimately
reimbursement

In 2002, the NIH sponsored PROMIS, a
cooperative program designed to develop,
validate, and standardize item banks to mea-
sure PROs that were relevant across multiple,
common medical conditions. Based on liter-
ature review, feedback from both healthy and
sick patients, and clinical expert opinion, the
PROMIS investigators developed a consen-
sus-based framework for self-reported health
that included the following domains: pain,
fatigue, emotional distress, physical func-
tioning, and social role participation; these
domains were evaluated on paper or with
computer-assisted technology.'"** PROMIS
is now a web-based resource with approxi-
mately 70 domains pertinent to children and
adults in the general population and in those
with chronic disease. Measures have been
translated into more than 40 languages, and
PROMIS-related work has resulted in more
than 400 publications.™

In 2006, the FDA issued a draft docu-
ment regarding the PRO standards that
should be included in clinical trials for con-
sideration of drug and device applications
(TABLE 1). These recommendations, updated
in 2009, were largely drawn from work pub-
lished by PROMIS and University of Oxford
investigators.*'*16

Because PROs are infrequently mea-
sured in routine clinical practice and PROMs
that are used vary between countries, global
comparison is difficult. Hence, ICHOM con-
vened in 2012 to develop consensus-based,
globally agreed on sets of outcomes that
are intended to reflect what matters most to
patients.

ICHOM specified 2 goals: 1) the core sets
should be used in routine clinical practice,
and 2) the core sets should be used as end
points in clinical studies.'

As of May 2015, 12 standard sets of out-
comes have been developed, representing
35% of the global burden of disease. ICHOM
currently is creating networks of hospitals
around the world to begin measuring, bench-
marking, and performing outcome compari-
sons that can ultimately be used to inform
global health system learning and clinical
care improvement.'®
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Use of PROs is evolving
Historically, PROMs have been used primar-
ily in clinical trials to document the relative
benefits of an intervention. With today’s fo-
cus on patient-centered care, however, there
is a growing mandate to integrate PROMs into
clinical care, quality improvement, and ulti-
mately reimbursement. Recently, Basch and
colleagues eloquently described the benefit
of routine collection of PROs for cancer pa-
tients and the opportunity for improved care
across the health system.?

PROs can be applied on various levels.
For example, if a patient reports a symptom
(X), or a change in symptom X, the following
options are possible:
¢ Clinician level: Symptom management

with altered dose or change in medica-
tion. This is associated with improved self-
efficacy for the patient, a shift toward goal-
oriented care, improved communication
with the provider, and improved patient
satisfaction.

« Researcher level: PROs should be used
as a primary end point, in addition to tradi-
tional outcomes (mortality, survival, physi-
ologic markers), to allow for comparative
effectiveness studies or patient-centered
outcomes research studies that evaluate
what matters most to patients relative to
the specific health condition, intervention,
and symptom management.

o Health system level: Quality assurance,
quality improvement activities. How ef-
fective is the health system in the man-
agement of symptom X? Are all clinicians
using the same medication or the same
dose? Is there a best practice for managing
symptom X?

« Population level: Provides evidence for
other clinicians and patients to make deci-
sions about what to expect with treatment
for symptom X.

From a reimbursement level, clini-
cians and providers are paid based on per-
formance—the more satisfied patients are
about X, the higher the reimbursement. This
has been pertinent particularly in high-vol-
ume orthopedic conditions in which ana-
tomic correction of hip or knee joints has not
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TABLE 1

PRO standards recommended for inclusion in clinical trials for consideration
of drug and device applications* 416

Criteria to consider
in PRO development

Comment

Appropriateness

. » Does content address relevant questions for device or drug?

¢ Were patients (and their concerns) included in the development of the conceptual framework?

Acceptability

i & Language?

Qe Is the questionnaire acceptable to patients?

* How is it being administered (paper, electronic)?
¢ Timing after intervention?

* How long does it take?

¢ Frequency of administration?

Feasibility
e Cost?

e Staff training?

e |s it easy to administer, easy to analyze?

¢ Does it interrupt workflow?

Interpretability

e Are the scores easy to interpret?

e What is the minimal clinically important difference from the patient perspective?

Precision * How precise are the scores?

* How is it scaled? Visual analog? Likert? Categorical? Weighting?
Reliability ¢ Are the results internally consistent and reproducible (test/re-test)?
Validity ® Does the questionnaire measure what it claims to measure?

¢ Targeted patient population acknowledges face/content validity?

e Criterion validity —correlates with another measure (if there is one)

® Construct validity
Responsiveness ; » Does it detect changes over time (after treatment) that matter to patients?

¢ Does it detect differences in disease states?

e What is the minimal clinically meaningful effect or change?

Abbreviation: PRO, patient-reported outcome.

consistently demonstrated improvement in
quality of life as measured by the following
PROs: perception of pain, mobility, physical
functioning, social functioning, and emo-
tional distress. Because of concerns about
high volume, high cost, and inconsistent
outcomes, the US Department of Health and
Human Services has specified that 50% of
Medicare and 90% of Medicaid reimburse-
ments will be based on outcomes or value-
based purchasing options.?!

Studies have shown that it is possible

mdedge.com/obgmanagement

to collect PRO data for cancer patients—
despite age or severity of illness—and in-
tegrate it into clinical care delivery. These
data can provide useful, actionable infor-
mation, resulting in decreased emergency
department visits, longer toleration of che-
motherapy, and improved survival.?> Simi-
lar results have been demonstrated in other
medical conditions, although challenges ex-
ist when transitioning from research settings
to routine care. Challenges include privacy
concerns, patient recruitment and tracking,
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encouraging patients to complete the PRO
surveys (nonresponse leads to biased data),
real and perceived administrative burden to
staff, obtaining clinician buy in, and costs re-
lated to surveys and data analysis.?

Using PROs in women’s

health care: Benefits for
patients and clinicians

According to a study by Frosch, patients want
to know if a prescribed therapy actually im-
proves outcomes, not whether it changes an
isolated biomarker that does not translate
into subjective improvement.** They want
to know if the trade-off (adverse effects or
higher cost) associated with a new drug or
therapy is worth the improved mobility or
time spent pain free.

Intuitively, all clinicians have similar
opportunities for discussions with regard to
the risks, benefits, and alternatives of medi-
cal treatment, surgical treatment, or expect-
ant management. We routinely document
this discussion daily. However, in this era of
patient-centered care, when a patient asks,
“What should I do, doctor?” we no longer
can respond with a default recommenda-
tion. We must engage the patient and ask,
“What do you want to do? What is most im-
portant to you?”

ObGyns are well suited to benefit from
standardized efforts to collect PROs, as we
frequently discuss with our patients trade-
offs regarding treatment risks and benefits
and their personal values and preferences.
Examples include contraception options,
hormone treatment for menopause, medi-
cation use during pregnancy, decisions at
the limits of viability, preterm delivery for
severe preeclampsia, induction/augmen-
tation versus spontaneous labor, epidural
versus physiologic labor, repeat cesarean
versus vaginal birth after cesarean, and even
elective primary cesarean versus vaginal
birth.

Validated PROMs exist for benign gyne-
cology, such as abnormal uterine bleeding,
fibroids, polycystic ovary syndrome (PCOS),
infertility, pelvic organ prolapse and/or
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urinary incontinence, and surgery for benign
gynecology symptoms, as well as for cancer
(breast, ovarian, cervical).?>-%

From the PCOS literature we can glean
a poignant example of the importance of
PROs. Martin and colleagues compared
patient and clinician interviews regarding
important PROs from the patient perspec-
tive.” Patients identified pain, cramping,
heavy bleeding, and bloating as important,
whereas clinicians did not consider these
symptoms important to patients with PCOS.
Clinicians thought “issues with menstrua-
tion,” characterized as irregular or no peri-
ods, were important, whereas patients were
more concerned with heavy bleeding or
bleeding of long duration. The authors con-
cluded that concepts frequently expressed
by patients and considered important from
their perspective did not register with clini-
cians as being relevant and are not captured
on current PRO instruments, emphasizing
our knowledge gap and the need to pay at-
tention to what patients want.?

Surprisingly, although pregnancy and
childbirth is the number one cause for hos-
pital admissions, a highly preference-driven
condition, and a leading cause of morbidity,
mortality, and costs, there are few published
PROs in the field. In a systematic review of
more than 1,700 articles describing PROs
published in English through 2014, Martin
found that fewer than 1% included PROs spe-
cific to pregnancy and childbirth.*

ICHOM has created a standard set of
outcomes for pregnancy and childbirth
based on consensus recommendations from
physicians, measurement experts, and pa-
tients.”! The consortium describes 4 domains
and 14 subdomains (TABLE 2) and provides
suggestions for a validated PROM if known or
where appropriate.

Similar domains and subdomains have
been corroborated by our research team
(the Maternal Quality Indicator [MQI] Work
Group), the Childbirth Connection, and Gart-
ner and colleagues.**-** The MQI Work Group
recently conducted a national survey of what
women want and what they thinkis important
for their childbirth experience. We identified
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TaBLE 2 ICHOM standard set of outcomes for pregnancy and childbirth*'

Patient-reported health

Patient satisfaction

Domains i Swurvival Morbidity ‘ and well-being ‘ with care
Subdomains Maternal Severe maternal Health-related quality of life Satisfaction with results
: mortality : morbidity : : of care
Neonatal Neonatal morbidity Postpartum depression Shared decision making and
mortality confidence in care providers

Preterm birth

Maternal confidence and
success with breastfeeding

Birth experience

Pelvic pain and dysfunction

Mother-infant attachment

Confidence with role as
a mother

Abbreviation: ICHOM, International Consortium for Health Outcomes Measurement.

19 domains, consistent with those of other
investigators.** Gartner and colleagues advo-
cate for a composite outcome measure that
combines the core domains into one prefer-
ence-based utility measure that is weighted.*
The rationale for this recommendation is that
the levels of the domains might contribute
differently to the overall birth experience. For
example, communication might contribute
more to an overall measure than pain man-
agement.* The development of a childbirth-
specific survey to evaluate patient-reported
outcomes and patient-reported experiences
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