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Patient-Reported Outcome 
Measures 

 
 
 
This document provides information about patient-reported outcome measures (PROMs). These 
measures have special considerations outside the more common structure, process, and 
outcome measures. This information supplements the information found in the Blueprint, Chapter 5, 
Measure Specifications.  

1 PATIENT-REPORTED OUTCOME MEASURES (PROMS) 
PROMs are quality measures derived from outcomes reported by patients and are a high priority for 
CMS and other organizations. These measures present some design challenges, described in this section, 
with some approaches to those challenges. 

Ensuring that patients and families are engaged as partners in their care—one of the CMS priorities—
can also be an effective way to measure the quality of patient care. Although patient reports of their 
health and experience with care are not the only outcomes that should be measured, they certainly are 
an important component. Historically CMS used surveys to collect patient experience and satisfaction 
with care data, but the infrastructure to collect these data more timely and in other ways , e.g., mobile 
devices, for PROMs in quality and reporting programs continues to be developed. Tools to collect these 
data, e.g., Patient-Reported Outcomes Measurement Information System (PROMIS) tools , have 
mostly been used in academic settings and are being tested for clinical application. Figure 1 depicts the 
relationship between patient-reported outcomes (PROs), PROMs, and patient-reported outcome-
based performance measures (PRO-PMs). 
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Figure 1. Relationship between PROs, PROMs, and PRO-PMs 

1.1 PATIENT-REPORTED OUTCOMES (PROS) 

The United States Food and Drug Administration’s (FDA) Guidance for Industry, Patient-Reported 
Outcome Measures: Use in Medical Product Development to Support Labeling Claims  defines a PRO  
as “any report of the status of a patient’s (or person’s) health condition, health behavior, or experience 
with healthcare that comes directly from the patient, without interpretation of the patient’s response 
by a clinician or anyone else” (p. 2). Self-reported patient data provide a rich data source for 
outcomes. This definition reflects the key domains listed in the National Quality Forum (NQF) report on 
PRO-PM . 

• health-related quality of life (including functional status) 

• symptoms and symptom burden (e.g., pain, fatigue) 
• experience with care 

• health behaviors (e.g., smoking, diet, exercise) 

1.2 PATIENT-REPORTED OUTCOME MEASUREMENT (PROM) TOOLS 

PROMs are tools used to collect patient-reported outcomes. Some examples of patient self-reported 
data collection tools include 

• Patient-Reported Outcomes Measurement Information System  —Funded by the National 
Institutes of Health (NIH), these tools measure patient self-reported health status.  

• Medicare Health Outcomes Survey  (HOS)—The HOS was the first outcome measure used in 
Medicare Advantage plans. The goals of the Medicare HOS program are to gather valid and 
reliable health status data in Medicare managed care for use in quality improvement activities, 

https://www.cms.gov/Medicare/Quality-Initiatives-Patient-Assessment-Instruments/MMS/Downloads/Blueprint.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM193282.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM193282.pdf
https://www.qualityforum.org/Publications/2012/12/Patient-Reported_Outcomes_in_Performance_Measurement.aspx
http://www.healthmeasures.net/explore-measurement-systems/promis
http://www.hosonline.org/
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plan accountability, public reporting, and health improvement. All managed care plans with 
Medicare Advantage contracts must participate.  

• Focus on Therapeutic Outcomes  (FOTO)—This tool measures the functional status of patients
who received outpatient rehabilitation through the use of self-reported health status 
questionnaires. Calculation of change in functional status is done because the assessment of the 
measures is at intake, during, and at discharge from rehabilitation.  

However, the outcomes collected by the tools are insufficient individually for measuring performance 
and cannot be used directly as part of accountability programs. Measure developers should construct 
performance measures that apply the outcome data collected by the tools to measure the quality of 
care. 

1.3 PATIENT-REPORTED OUTCOME-BASED PERFORMANCE MEASURES (PRO-PMS) 

A PRO-PM is a way to aggregate the information from patients into a reliable, valid measure of 
performance at the measured entity level, e.g., clinician. NQF only endorses use of PRO-PMs in 
performance improvement and accountability. The same measure evaluation criteria and justification 
principles that apply to other outcome measures also apply to PRO-PMs.

Several PRO-PMs are available, for example 

• Back Pain After Lumbar Discectomy/Laminotomy (CMIT Reference Number 5597)

• Functional Status After Total Knee Replacement Surgery (CMIT Reference Number 5876)

1.4 APPROACHES TO DEVELOPING PATIENT-REPORTED OUTCOME-BASED PERFORMANCE

MEASURES 

Although PROs are a special type of outcome measure, the principles for development are the 
same. The supplemental material, Risk Adjustment in Quality Measurement , details the procedure 
for risk-adjusting outcome measures. NQF outlined a pathway for PROs (Patient Reported Outcomes 
(PROs) in Performance Measurement ) to move from simple patient-reported data to measurement, 
to performance measurement, and finally to endorsed measures in use for reporting and accountability. 

1.4.1 Choose and Define a Patient-Reported Outcome 

Patients report many kinds of data or collected directly from patients without clinician interpretation. 
To choose outcomes that will become performance measures, measure developers must first identify 
quality issues for a target population. 

An appropriate outcome has clinical or policy relevance. For example, whether the patient did or did 
not develop a surgical site infection after cataract surgery would not be a good PRO. A patient could 
report redness, swelling, and drainage, but not actually whether they have an infection. A better 
outcome measure in this instance might be a clinically meaningful measure of improvement in vision. 

Outcome performance measures must also be meaningful to the target population and usable by the 
accountable providers. Whenever possible, clinical experts consult to help define appropriate and 
meaningful outcomes.  

1.4.2 Determine the Appropriate Way to Collect the PRO Using a PROM (Tool) 

Measure development always begins with an environmental scan and literature review to identify 
whether there are existing tools to collect the outcome in the target population. There has been 

https://www.cms.gov/Medicare/Quality-Initiatives-Patient-Assessment-Instruments/MMS/Downloads/Blueprint.pdf
https://www.fotoinc.com/
https://cmit.cms.gov/CMIT_public/ViewMeasure?MeasureId=5597
https://cmit.cms.gov/CMIT_public/ViewMeasure?MeasureId=5876
https://www.cms.gov/files/document/blueprint-risk-adjustment.pdf
https://www.qualityforum.org/WorkArea/linkit.aspx?LinkIdentifier=id&ItemID=72537
https://www.qualityforum.org/WorkArea/linkit.aspx?LinkIdentifier=id&ItemID=72537
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development of many tools in this area for research and have existing psychometric data establishing 
data element and tool reliability and validity. While the tools are not themselves measures, with 
further testing in clinical settings, use the information from these tools to develop and test the construct 
of a PROM. Test feasibility for the relevant clinical applications.  

It is important to test these tools with the population on which the measure focuses. It should also be 
noted that there may be differences between the reliability and validity of a PRO tool in more 
controlled settings (e.g., clinical trials, academic research projects) compared to use in real-world 
practice settings, but most PRO tools have only been tested in the former. 

1.4.3 Determine the Appropriate Performance Measure: the PRO-PM 

Report the outcomes for target populations as average change or percentage improvement 
determined by the topic of interest. All must be tested for reliability, usability, feasibility, validity, and 
threats to validity, including how missing data are handled and appropriate risk adjustments. To 
appropriately distinguish variations in performance between providers, the outcome must capture the 
results of the care given and not the influence of comorbidities or other extraneous variables. However, 
as in any other outcome measurement, do not allow risk adjustment to mask disparities. The 
supplemental material, Risk Adjustment in Quality Measurement , contains a discussion on 
determining the need for risk adjustment and development, and evaluation of risk adjustment models. 

2 PATIENT-REPORTED, OUTCOME (PRO)-BASED PERFORMANCE MEASURE 

EVALUATION 
The measure developer should evaluate outcome measures, including those based on PROs, against 
standard criteria in the same way that all measures under development must be evaluated.  

Some of the unique considerations (in addition to the others in each category) that apply to evaluating 
PRO-PMs include 

• Importance—The measures must be patient-centered. Patients must be involved in
identifying the PROs used for performance measurement. 

• Scientific Acceptability—Specifications must include methods of administration, handling of
proxy responses, response rate calculations, and how the responses affect results. Reliability 
and validity must be established not only for the data measurement instrument (i.e.,  PROM) but 
also for the derived performance measurement (i.e., PRO-PM). 

• Feasibility—Minimize burden to respondents. Illness may complicate accessibility issues.
Consider language, literacy, and cultural issues. 

• Usability and Use—Not only must patients find the results of PRO-PMs useful, but providers
must also be able to use the information to improve quality of care. 

The NQF endorsement criteria for PRO-PMs are enumerated in NQF’s final report, PROs in Performance 
Measurement . 

Evaluation for PRO-based performance measures is a special case of overall outcome measure 
evaluation. In its January 2013 report, PROs in Performance Management , NQF outlined criteria 
specific to PRO-based performance measures. Their overarching principle was that these measures 
should put the patient foremost. Measures designed to capture performance on PROs should be 

https://www.cms.gov/Medicare/Quality-Initiatives-Patient-Assessment-Instruments/MMS/Downloads/Blueprint.pdf
https://www.cms.gov/files/document/blueprint-risk-adjustment.pdf
https://www.qualityforum.org/WorkArea/linkit.aspx?LinkIdentifier=id&ItemID=72537
https://www.qualityforum.org/WorkArea/linkit.aspx?LinkIdentifier=id&ItemID=72537
https://www.qualityforum.org/WorkArea/linkit.aspx?LinkIdentifier=id&ItemID=72537
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• Psychometrically sound—In addition to the usual validity and reliability criteria, cultural 
and language considerations, and patients’ burden of responding should be considered. 

• Person-centered—Measures should reflect collaboration and shared decision-making with 
patients. Patients become more engaged when they can give feedback on outcomes important 
to them. 

• Meaningful—Measures should capture impact on health-related quality of life, symptom 
burden, experience with care, and achievement of personal goals.  

• Amenable to change—Outcomes of interest must be responsive to specific healthcare services 
or intervention. 

• Implementable—Data collection directly from patients involves challenges of burden to 
patients, health literacy of patients, cultural competence of providers, and adaptation to 
computer-based platforms. Evaluation should address how to manage these challenges. 

3 KEY POINTS 
PROMS are quality measures derived from patient-reported outcomes and are a high priority for 
CMS and other organizations. These measures present some design challenges and require measure 
developers to construct PRO-PMS that apply patient outcome data to measure quality of care. PRO 
tools measure developers can use include PROMIS , (HOS) , and FOTO.  The same measure 
evaluation criteria and justification principles that apply to other outcome measures also apply to 
PRO-PMs. It is important that PROMs be patient-centered and produce data that providers can use to 
improve quality of care. 

  

https://www.cms.gov/Medicare/Quality-Initiatives-Patient-Assessment-Instruments/MMS/Downloads/Blueprint.pdf
https://www.healthmeasures.net/explore-measurement-systems/promis
https://www.hosonline.org/
https://www.fotoinc.com/
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