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Organizational Affiliation, City, 
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Conflicts 

of Interest Declared 
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Medical Director 
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Chapel Hill, 
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Research grant from Renal 
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develop a PRO related to fluid 
symptoms management. 
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TEP-co-chair 

Director of Dialysis Outcomes 
Programs, Director of 
Communications, and 
Assistant Professor of Medicine 

Director, Outcomes Monitoring 
Program 

Tufts Medical Center, 
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Dialysis Clinic Incorporated, 
Nashville, TN 

Dialysis Clinic, Inc. has a contract 
with Tufts Medical Center to pay 
Dr/ Richardson’s salary for 
directing the Outcomes 
Monitoring Program. Dr. 
Richardson is an employee of 
Tufts Medical Center and was a 
co-investigator on Chronic Kidney 
Disease-Computerized Adaptive 
Testing (CKD-CAT), a potential 
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TEP. 

Kerri Cavanaugh, MD, MS 
Medical Director 
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Medicine, 
Vanderbilt University Medical Center 
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Board Member 

American Association of Kidney 
Patients (AAKP) 
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Fresenius Medical Care North 
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Department of Medicine, Division of 
Nephrology, University of California, 
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Employed by Fresenius Medical 
Care NA, member of the Kidney 
Care Quality Alliance (KCQA) 
Steering Committee, and 
participates in a patient-reported 
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Derek Forfang 
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and Kidney Patient Advisory 
Council Chair 
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Member and Public Policy 
Committee Member 

National Forum of ESRD Networks 

National Kidney Foundation 
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Chair and Subject Matter 
Expert 
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Member 
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National Kidney Foundation 
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Fresenius Medical Care North 
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None 
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Kidney Action Committee 
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American Academy of Dermatology 

National Kidney Foundation 
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Founder and President 

Board of Directors Member 
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Renal Support Network 
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ESRD National Quality Forum 
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Services 
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Division of Nephrology and 
Hypertension, 
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Center, Cincinnati, OH 
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Greater Cincinnati, OH 

None 

Klemens Meyer, MD Dr/ Meyer’s employer, the Tufts 

Director of Dialysis Services Tufts Medical Center, 
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Medical Center Physician 
Organization receives payments from 

Professor of Medicine 
Tufts University School of Medicine, 
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Dialysis Clinic Inc. (DCI) a dialysis 
provider, for his services as the 
medical director of DCI facilities; and 
for his services as D�I’s national 
Medical Director for Information 

Medical Director Boston, Walden Pond, and Somerville 
clinics, 
Dialysis Clinic, Incorporated 

Technology. DCI also pays for 
meeting fees, travel, 
accommodations, and meals and 
meetings at which Dr. Meyer 
represents the organization; for 
travel undertaken on their behalf; Dr. 
Meyer receives no consulting fees 
from DCI; he has worked with 
Investigators including John Ware, 
PhD and Michelle Richardson, 
PharmD to develop a computer 
adaptive tool to evaluate quality of 
life across the stages of chronic 
kidney disease. The first has not been 
published. 
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Sherry Rivera, DNP, APRN, 
ANP-C 
Nurse Practitioner New Orleans Nephrology Associates, 

Marrero, LA 

None 

Brigitte Schiller, MD 
Chief Medical Officer and Vice 
President of Scientific Affairs 

Consulting Associate Professor 

Satellite Healthcare, Inc., 
San Jose, CA 

Department of Medicine, Division of 
Nephrology, 
Stanford University, 
Palo Alto, CA 

None 

Nancy L. Scott 
President 

Chairperson of the Board of 
Directors 

Dialysis Patient Citizens Education 
Center 

Henrietta Johnson Medical Center, 
Wilmington, DE 

None 

Francesca Tentori, MD, MS 
Medical Director 

Adjunct Instructor in Medicine 

Medical Advisory Board 
Member 

Outcomes Research, DaVita Clinical 
Research, 
Minneapolis, MN 

Department of Internal Medicine, 
Division of Nephrology, 
Vanderbilt University Medical Center, 
Nashville, TN 

American Association of Kidney 
Patients 

Dr. Tentori is a current employee 
of DaVita Clinical Research. She 
has received research grants from 
the National Institute of Diabetes 
and Digestive and Kidney Diseases 
(NIDDK), Patient-Centered 
Outcomes Research Institute 
(PCORI) and a consortium of 
industry sponsors that support 
the Dialysis Outcomes and 
Practice Patterns Study (DOPPS) 
(see www.dopps.org for more 
details). 
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Name and Credentials 
Organizational Affiliation, City, 

State 
Conflicts 

of Interest Declared 

John E. Ware, Jr., PhD 
President, Founder, and Chief 
Science Officer 

Professor and Division Chief 

Research Professor 

John Ware Research Group, 
Watertown, MA 

Quantitative Health Sciences, 
University of Massachusetts Medical 
School, 
Worcester, MA 

Department of Medicine, Tufts 
University School of Medicine, 
Boston, MA 

Dr. Ware is a major shareholder in 
John Ware Research Group, Inc., 
an NIH SBIR grant and medical 
products industry supported 
corporation, affiliated with 
University of Massachusetts 
Medical School, that develops 
computerized adaptive outcome 
measures for use in health care 
research and practice. Dr. Ware 
was the principal developer and 
first author of the SF-36, SF-12, 
and SF-8 Health Surveys and 
articles documenting their 
development and evaluation 
during the Medical Outcomes 
Study; and, he is a co-author of 
articles documenting the 
development and evaluation of 
PROMIS physical functioning and 
other domain item banks. 

*Note: One TEP member was unable to attend the in-person TEP meeting. 

Additional Disclosures 

 Dr. Tentori disclosed that she previously worked at Arbor Research Collaborative for Health on 
projects funded by various industry organizations. 

 Dr. Dalrymple disclosed that she is going through the re-appointment process for volunteer 
faculty at UC Davis. 

	 Dr. Meyer disclosed that he attended a Kidney Care Quality Alliance (KCQA) meeting related to 
Patient Reported Outcomes. Dr. Meyer disclosed that he along with Dr. Richardson worked with 
Dr. Ware on two of Dr/ Ware’s Small Business Innovation Research (SBIR) grants. 

	 Dr. Ware disclosed that he is a co-founder of the Medical Outcomes Trust, which is a nonprofit 
trust that holds trademarks for many widely used survey tools in this field of PROs. Dr. Ware 
stated that many of these tools are used commercially under licenses. Dr. Ware disclosed that 
he has received several grants from the National Institute of Health (NIH). Dr. Ware has 
consulted with medical product companies that use these tools. 

 Dr. Flythe disclosed that she has received research funding from Fresenius Medical Care (FMC) 
and has received honorarium from various other entities. 

 Dr. Richardson disclosed that she and Dr. Meyer have worked with Dr. Ware on two of Dr. 
Ware’s S�IR grants/ 
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	 	 Prior to the in-person TEP meeting, Dr. Flythe disclosed she had a Research grant from Renal 
Research Institute (RRI) to develop a PRO related to fluid symptoms management. After the In-
person TEP meeting, Dr. Flythe updated her disclosure to reflect that she recently created a 
steering committee as part of the RRI funded project to develop a PRO related to fluid 
symptoms management. This committee includes the following PRO TEP members: Derek 
Forfang, Dr. Lorien Dalrymple, and Dr. Francesca Tentori. Their inclusion on the steering 
committee came as a result of discussions at the ASN Kidney Health Initiative annual 
stakeholder meeting and was not related to their TEP participation. 

Contractor Staff 
University of Michigan Kidney 
Epidemiology and Cost Center 

(UM KECC) 

Claudia Dahlerus, PhD, MA, Principal 
Scientist 

Joseph Messana, MD, Swartz 
Collegiate Professor of Nephrology, 
University of Michigan Health 
System and Interim Director, UM-
KECC 

Richard Hirth, PhD, Professor of 
Health Management and Policy 

Lan Tong, MPH, Lead Research 
Analyst 

Casey Parrotte, PMP, Project 
Manager/ Research Analyst 

Jennifer Sardone, PMP, Project 
Manager/ Research Analyst 

Jordan Affholter, BA, Research 
Analyst 

Mimi Dalaly, MPH, 
Research Analyst 
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4;2 “Overview of Measure Development Process” Presentation, 
Claudia Dahlerus, PhD (UM-KECC) 

Dr. Dahlerus (UM-KECC) began with an overview of the In-Person TEP Meeting agenda and provided an 
overview of the measure development process. Dr. Dahlerus explained that CMS uses the Measures 
Manager Blueprint (Centers for Medicare & Medicaid Services, 2016) to guide measure development 
and implementation. Quality measures are developed based on expert opinion and stakeholder input 
through TEPs; measures go through stakeholder review and input through the public comment period 
and through review by the National Quality Forum (NQF). Developed measures are proposed for public 
reporting through the Dialysis Facility Compare (DFC) Program and/or the ESRD Quality Incentive 
Program (QIP). 

Dr. Dahlerus explained the objective of the PRO TEP is to provide preliminary recommendations on 
candidate measure concepts in area of PROs. 

Dr. Dahlerus explained that NQF evaluates quality measures based on the following criteria (National 
Quality Forum, 2017): 

 Importance to Measure and Report: Evidence, Performance Gap, and Priority (Impact); 

 Scientific Acceptability: Extent to which the measure, as specified, produces consistent (reliable) 
and credible (valid) results about the quality of care; 

 Feasibility: Data that are readily available or could be captured without undue burden; 

 Usability: Stakeholders (e.g., consumers, purchasers, providers, policy makers) can use measure 
performance results for both accountability and performance improvement. 

Additionally, Dr. Dahlerus noted that NQF also considers Comparison to Related or Competing Measures 
(harmonization) when there are two or more similar quality measures.  

As additional background, Dr. Dahlerus explained that in response to increased attention on PROs, NQF 
produced a report in January 2013 on “Patient Reported Outcomes (PROs) in Performance 
Measurement” (National Quality Forum, 2013). Dr. Dahlerus provided the NQF definition of patient 
reported outcomes which is: “!ny 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” (U.S. Food and Drug 
Administration, 2009). 

Dr. Dahlerus went on to explain the NQF PRO Report outlines recommendations on PRO measure 
development. Dr. Dahlerus presented the “Figure 2. Pathway from PRO to NQF-endorsed PRO-PM” 
from the NQF PRO Report (National Quality Forum, 2013). Dr. Dahlerus briefly went through the main 
steps in Figure 2 illustrating the process for developing PRO Measures, noting PROs are also evaluated 
for scientific acceptability (reliability and validity testing) by using the same basic criteria that NQF 
applies to other types of measures. 

Dr. Dahlerus provided a brief overview of the TEP objectives (see the TEP objectives section). At this 
point Dr. Dahlerus handed over discussion to the TEP co-chairs. 
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impacts patient care. A range of perspectives was shared. Note, where needed to illustrate the patient 
perspective, we indicate responses from patient TEP members. 

Patient TEP members all stated there is a need for the HRQoL surveys to impact care and for patients to 
hear back from their providers on the HRQoL survey results and how they were used. Some patients 
stressed the importance of facilities explaining the purpose of the HRQoL survey to patients which may 
give patients incentive for filling out the surveys. It should be explained to patients that the purpose of 
the HRQoL survey is to improve quality of life. Several patients explained they want to complete the 
HRQoL surveys if it contributes to the common good or well-being for patients.  However, many patients 
feel that currently HRQoL survey administration is a “check-box” process that facilities have to complete 
but that the HRQoL survey does not impact their care. Many patients stated it was unclear if anyone 
was reviewing the HRQoL surveys they completed. 

The patient TEP members shared their perspectives on burden. Several patients stated the HRQoL 
surveys are burdensome when they do not amount to anything. However, if patients hear back about 
the HRQoL survey results they will often not view completion as burdensome if it contributes to their 
patient care.  Specifically, one patient stated that in their organization they have not heard much 
concern about survey burden, but have heard that patients are interested in contributing to something 
that makes an impact on care. 

One patient TEP member stated patients are interested in giving feedback to their providers and 
facilities but there is not a great tool right now for providing such feedback. 

Another patient TEP member stated they were in favor of an experience of treatment measure from the 
patient’s perspective, which would be more relevant than a HRQoL PRO measure. The patient TEP 
member stated that sometimes the HRQoL survey is burdensome for a patient, for example, if they are 
completing it in the dialysis chair during their dialysis treatment. The patient TEP member referenced 
that they had received health care in a different setting where patients provided answers to several 
questions about their treatment experience right as they left the center. The TEP member felt this was 
less burdensome.  

One patient TEP member provided a personal experience where they had a major treatment issue 
related to acute hospitalization care and provided that feedback on the Hospital Consumer Assessment 
of Healthcare Providers and Systems (HCAHPS) survey. In that situation, the patient had no follow-up 
despite the fact they reported a major treatment issue.  The patient TEP member felt that no follow-up 
from providers discourages patients from completing the surveys. 

Another patient TEP member stated there are HRQoL metrics that may be applicable to the dialysis 
setting.  

One patient TEP member stated they did not mind receiving the HRQoL survey when they are in the 
chair receiving dialysis treatment; another patient TEP member stated most patients in the chair on 
dialysis do not want to do anything other than to sleep or to watch television. 

One provider TEP member stated the patients that fill out the HRQoL surveys on their own (i.e., without 
social worker assistance) often do not get follow-up from the social worker, but patients who do not fill 
it out on their own get one on one time with the social worker to go through the HRQoL survey. The TEP 
member explained that unfortunately those patients who are engaged (and complete the survey on 
their own) do not get that extra attention. TEP members also noted that often social workers have to 
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The co-chair set-up the discussion to consider what information exists to support these measure topics. 
The TEP co-chair opened the discussion on HRQoL topics. One TEP member asked about patient 
education. The TEP co-chair responded that came up as part of patient engagement and that patient 
engagement can be added to the list. 

Another TEP member asked about adding mental health; another asked about including energy, vitality, 
and fatigue. 

One TEP member said that in becoming specific the TEP should not throw out the possibility of having a 
generic measure of HRQoL. TEP co-chair responded that the possibility of a generic HRQoL measure is 
not being thrown out, but that topics are just grouped this way to make sure these topics are included 
for discussion when the TEP gets to the measure evaluation stage. 

One TEP member noted the list has symptoms that are specific and general. The TEP member asked 
whether the TEP wants to include broader or specific symptoms. For example, mental health is a 
broader category and encompasses other topics like sleep because it relates to depression. 

There was further discussion among TEP members about the importance of sleep and how it impacts 
other HRQoL outcomes such as anxiety. 

The TEP co-chair stated that they heard that physical function was important to the TEP. Additionally, 
appetite (lack of appetite) was identified as important. Other TEP members suggested adding fear. 
There was TEP discussion about fear of treatment and feeling safe. One of the co-chairs stated this falls 
under patient experience of care and that per the earlier discussion the TEP agreed to set aside for the 
time being patient experience of care. The TEP co-chair stated that the TEP can have a separate call 
specifically about what works and what does not work about ICH CAHPS, which may include a discussion 
on patient safety. 

The other TEP co-chair returned to the topic of patient safety stating patients are the only ones that can 
report this. The TEP co-chair stated it is very important that patients can report their feeling of safety. 
Several TEP members agreed. The TEP co-chair proposed this being its own topic on the list. There was a 
TEP question on if there is anything in the ICH CAHPS related to patient safety. One TEP member 
responded there is one question related to safety on the ICH CAHPS. 

The TEP co-chairs asked the TEP whether they felt comfortable with the list of topics. One TEP member 
noted that finances and sexual problems are also important HRQoL topics; others agreed stating that 
sexual issues/problems is a topic that has come up in other patient focus groups. One TEP co-chair 
stated they are not ruling out any specific topics while also allowing for evaluation of attributability (to 
facility care) to help define the list of topics. Discussion to this point has focused on broad HRQoL. The 
TEP co-chair stated these specific topics (i.e., sexual issues) could be listed under symptoms. 

Another TEP member returned to the topic of patient safety noting there is not a specific question about 
this in the ICH CAHPS survey, rather there was a question asking the patient about safety practices at 
the facility. One TEP co-chair responded that identifying safe practices is not the same as “whether you 
feel safe”. 

Next, discussion shifted to patients specifically commenting on the topics listed under HRQoL. One 
patient TEP member said that being on dialysis impacts social function, and therefore is attributable to 
kidney disease. One of the TEP co-chairs noted that social function is also related to recovery time. A 
long recovery time (from dialysis) impacts social function and other things that can impact HRQoL. The 
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other TEP co-chair gave an example of how social functioning is also related to life goals. If one is limited 
in what they can do (because of how long it takes them to recover from treatment), that can constrain 
life goals. There may be ways to address this (long recovery times) through treatment modification. The 
TEP co-chair noted that this can vary by patient. 

Another TEP member made the point that social functioning and what is important to each person is 
informed by one’s cultural and other values. They felt this introduces subjectivity (versus objectivity) of 
what is being measured. Another TEP member agreed this is an important measurement issue. 

In response, one TEP co-chair asked the TEP how to objectively define social function. One TEP member 
responded saying it could be a general question, such as “are you meeting your activities”; “are you able 
to do your activities/” Another TEP member said these concepts fall under the domains of social and role 
function under HRQoL. Therefore, a way to avoid the issue of subjective perception (of social function) is 
to rely on the health attribution. For example, ask “is it hard to work or do the things you want to 
because of your health condition.” 

TEP co-chair noted that dialysis treatment effects attribution (to the facility/provider), and asked if a 
(PRO) question about how the treatment effects your HRQoL or how does kidney disease effect HRQoL 
should be considered. One TEP member responded that is an empirical question and asked patient TEP 
members what they think. One patient TEP member responded they agree that a possible focus would 
be “how does dialysis treatment effect HRQoL.” Another TEP member stated one could not compare 
HRQoL (scores) across different dialysis modalities as some symptoms (from treatment) may not apply. 
The main discussion came down to whether it is the treatment or the disease impacting HRQoL. One TEP 
co-chair stated both constructs could be potentially considered, the symptom effect on HRQoL and then 
broader HRQoL. 

The TEP co-chair stated based on the discussion it appeared there was no clear indication what PRO 
topics can be taken off the table (e.g., symptoms) and the general sense of the TEP is that these are all 
important. The next step then is to start looking at existing measures and see whether they capture 
what is important. They also noted it may be difficult to try and take any topics off the list or to prioritize 
them because many were regarded as important (based on the TEP discussion). 

The TEP co-chair then asked if there are any topics the TEP would be comfortable taking off the list, 
based on the preceding discussion. For HRQoL, the ultimate goal is to have some measure that is a 
judgement of the quality of care of the facility. The discussion then moved to discussing attribution (i.e., 
attributing HRQoL outcomes to the care quality of the facility). 

One TEP member felt there are some HRQoL-related things the facility can do to intervene on certain 
outcomes (physical functioning, sexual function, social functioning) but not on others. 

One TEP co-chair restated that the lack of strong evidence for HRQoL (and whether facilities can impact 
patients’ HRQoL) may make HRQoL a not very good PRO measure to move forward on. 

Another TEP member asked for a general definition of life goals (as a separate measure). A TEP member 
responded that life goals could for example, be part of the care plan, it could be measured at the 
beginning of dialysis and then checked periodically. They further stated that their goal as a provider is to 
help patients achieve their life goals whatever they may be. 

One TEP member raised a concern that a requirement for facilities to educate patients about renal 
replacement treatment options already exists (in the CMS Conditions for Coverage), therefore, does it 
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make sense to create a measure that is capturing a process that already exists. The TEP co-chair 
responded by making the distinction that what is being captured is discussion about modality that helps 
patients to achieve their goals. But there needs to be discussion about how to measure this, for 
example, would it be a check-box? The TEP co-chair further noted that the discussion has now moved 
away from HRQoL to life goals and there is a need to further discuss how to measure life goals, saying 
that it might be possible to define a measure about how patients feel their life goals are responded to 
(by the facility). 

The TEP co-chair briefly summarized the preceding discussion about what concept captures what is most 
important (to patients) and that HRQoL may not be it. 

One TEP member stated life goals will be different for each patient based on what stage they are in, in 
their life. The co-chair responded that a life goals measure does not need to be standardized but rather 
the focus is “did you meet your life goals.” Another TEP member responded there needs to be 
discussion about the actionability of a life goals measure. For example, some life goals may be 
unachievable. Another TEP member replied that the life goals question just needs to be asked (and 
asked periodically of the patient), and that the intent of the measure is it is based on what is important 
to the patient (i.e., life goals and aspirations as defined by the patient) and that treatment must be in 
service to what patients want. Such a PRO can transform how dialysis care is delivered on the basis of 
using direct patient-reported data. 

Another TEP member responded that if a patient does not feel good after a treatment then they do not 
have any goals. The TEP member understood the importance of having life goals but felt the starting 
point should be about the treatment and how that makes patients feel. One of the TEP co-chairs 
responded and asked, “Could that patient’s life goal be to feel good”?  The TEP member responded that 
what was most important was measuring what the facility can respond to (i.e., regarding treatment). 
They felt that if the life goal (of a patient) is only they do not want to, for example, cramp anymore, then 
that does not offer much as a life goal. Another TEP member stated it is important that life goals be 
identified at the start of dialysis which in turn can result in patients having symptom-free treatment that 
allows them to achieve their goals. 

At this point, one TEP member clarified a point made earlier about HRQoL. They stated that HRQoL is 
not actionable because of how it is being measured, but that the construct itself is not problematic. The 
point is it may be measureable but it has not been measured appropriately. 

Another TEP member made the point that HRQoL and life goals inform one another and are not that 
separate in terms of functioning as PRO measures. The TEP member posed the question if there can be 
valid PRO measures developed based on PRO qualitative data. 

One TEP co-chair responded that previous PRO measures developed and implemented have not met 
measurement criteria, for example, the KDQoL was developed for use as a population level measure but 
is used at the individual patient level. The TEP co-chair stated that PROs must be high quality and meet 
measurement criteria. The TEP member then asked how the FDA approaches this issue in development 
of PROs (used in testing of new drugs and devices). The TEP member made the further point whether 
the same criteria (FDA) can be applied to the PROs being discussed at this TEP. 

With regard to future development of a PRO measure, one TEP member asked who would be 
responsible for developing the measures the TEP recommends. UM-KECC responded that would be a 
separate stage of work (outside this TEP) either under the current ESRD measure development contract 
or another contract, and would involve measure testing. 
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think about what their goals might be. Several TEP members stated it will be important for the measure 
to be relevant to those patients. There was some TEP discussion on the statement that reimbursement 
and payment structure determines approaches to patient care and in turn outcomes, so an effective 
measure would need to be part of QIP or the payment system in order to incentivize the desired 
outcome. One TEP member brought up other concerns such as how to make the measure actionable by 
the facility.  One TEP member stated that the TEP should identify something that is narrower and more 
specific if the concept is to be measureable. Several TEP members identified that the data collection 
process will be important for any PRO.  

The TEP also discussed which provider should be responsible, for example, the social worker or the 
physician.  One TEP member responded that it needs to be the physician, because they are the lead of 
the care team.  The TEP co-chair asked about whether the discussion of life goals could be incorporated 
into the care plan. Several responded that incorporating the discussion of life goals into the care plan 
could be one approach. It also assumes there needs to be effective and regular communication among 
all the members of the care team (i.e., RN, social worker, dietician) and the physician. The TEP co-chair 
summarized what they heard from the discussion and that the patient care plan for now seemed like a 
possible setting for asking the patient about life goals. 

One TEP member stated that life goals are very unique to each individual and it will be challenging to 
define them. The TEP member asked that the following be reflected in the minutes (i.e., summary 
report): for some patients, a life goal will mean stopping dialysis, which is a difficult conversation that 
providers should be prepared to discuss with patients. 

There was TEP discussion on what a more specific measure would look like, for example a battery of 
questions, or documentation that discussion happened (patient-reported), specifically that the patient 
was asked “did the following things happen in a meaningful way to you?” 

Another TEP member requested that the following be reflected in the TEP summary report: for the TEP 
to consider a patient or a caregiver reported outcome (i.e., to allow for a proxy respondent). For 
patients who cannot respond to the questionnaires, caregivers could provide a response. 

There was some TEP discussion on the trade-off between patient anonymity and patients receiving 
follow-up (from the facility). If a PRO is based on anonymous reporting by patients, there may not be an 
opportunity for physician/provider follow-up if there is a problem occurring. One TEP co-chair made the 
point that an individual patient reporting about their goals (or problems at the unit) should be treated as 
similar to other patient-level data that facilities have access to and can act on (e.g., patient lab results). 
They felt that patient reporting of goals makes it distinct from the patient-reported experience of care 
that is captured by the ICH CAHPS survey, which is collected by a third party vendor. Facilities do not get 
the individual patient results from the ICH CAHPS survey. 

Several TEP members stated it was important for a life goals measure to be actionable, i.e., making the 
measure results something the facility can act on. The TEP co-chair stated that there are some similar 
life goal measures in other settings/other patient populations, but some are open-ended measures. 
Therefore, there is a broad variety of these types of measures. The TEP co-chair stated that more 
literature research under the topic of life goals will be necessary as well as the need to have a later 
follow-up TEP call to discuss results of a literature search. 

Several TEP members offered ideas for broad measure content, for example, the patient would be asked 
questions or indicate if goals were met. Overall, the TEP was in agreement that much more and longer 
term work would be needed to identify specific question content. 
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One TEP member said that they do not believe any of the existing HRQoL instruments can be used to 
effectively measure or compare facilities, i.e., as a performance measure. The TEP member stated that 
something new without ceiling and floor effects would be necessary in order to measure or compare 
facilities. A ceiling effect was defined as when many respondents score very high on a measure and a 
floor effect was defined as when many respondents score very low on a measure, making it impossible 
to differentiate between those respondents at the ceiling or floor. The TEP member stated that some of 
the existing instruments (such as HRQoL short forms) can be effectively used for individualized care, but 
that is distinct from using it to compare the performance of facilities. 

The TEP co-chair explained that the KDQoL-36 items are combined into the PCS and MCS (described 
earlier). The TEP co-chair highlighted that symptom questions (such as itching and cramping) on the 
KDQoL-36 may be useful individually but not as part of a composite scale because the symptoms and 
problems are so varied (e.g., chest pain and itching).  The TEP co-chair stated their opinion that parts of 
the KDQoL-36 are not psychometrically sound because scale items are not associated conceptually or 
psychometrically. The TEP co-chair stated concerns that the summary scores may not be actionable, i.e., 
the summary score does not allow a provider to respond to a specific clinical symptom.  The TEP co-chair 
stated that many of the important HRQoL domains and topics that were identified by the TEP (on Day 
One) are not included in the KDQoL-36 instrument. Overall, there was concern that patients are being 
asked a lot of questions (i.e., the 36 questions on the KDQoL) that may not be validated or actionable. 

Given the discussion and concerns raised about the KDQoL-36, the TEP co-chairs proposed the question 
to the TEP: Is the KDQoL-36 an appropriate measure for comparing quality among facilities? The TEP co-
chairs stated that an anonymous vote would be taken at the end of this discussion section. 

One TEP member said some of the individual scales are useful for supporting individual patient care 
(e.g., symptoms, problems, burden and effects of disease). 

Another TEP member asked about the original intent of the KDQoL survey. The TEP co-chair provided 
background information about the two intentions of the survey based on their understanding. First, the 
KDQoL was used for individual patients in their psycho-social plan of care and was also used in Quality 
Assurance & Performance Improvement (QAPI). Second, the TEP co-chair stated there was an intent (at 
an earlier point in time) that the PCS and MCS scores would be reported in CROWNWeb to CMS, but 
that did not happen. The TEP co-chair stated that recently, the NQF did not re-endorse the KDQoL-36 
reporting measure.  

One TEP member asked the TEP co-chairs whether or not the initial intention of the KDQoL survey was 
for comparison of facilities. The TEP co-chair responded that based on their understanding (but not as a 
developer of the survey) the original KDQoL measure was developed for use in clinical trials. The TEP 
member stated to the TEP that they felt it is important to understand the distinction about the intent of 
the KDQoL-36, and its use for individual patient assessment versus its use for a different purpose, i.e., 
comparing performance of facilities. 

There was TEP discussion around case-mix considerations for the KDQoL-36 measure, e.g., other clinical 
and demographic factors that may also influence HRQoL outcomes and in turn assessment of facility 
performance. 

One TEP member said the difficulty with quality of life measures is that HRQoL outcomes are 
determined by many factors. The TEP member asked if the TEP is being asked to vote on the use of this 
tool in monitoring outcomes or monitoring the quality of care process (i.e., was it administered). 
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The TEP generally provided two different opinions on the PROMIS measures.  Some TEP members stated 
that they did not think the PROMIS measures may be applicable for a future PRO metric, while some 
other TEP members stated that the PROMIS measures could be used but it would depend on the context 
and how the PROMIS items (e.g., from different item banks and domains) would be combined into a 
PRO.  Several TEP members stated that validity testing (in the dialysis population) would be needed for 
the PROMIS items. 

There was a range of perspectives shared by the TEP. One TEP member felt that a patient’s 
socioeconomic status heavily impacts HRQoL and that is something the facility cannot control. Another 
TEP member felt there is a bit of similarity in these questions with KDQoL-36 as both are measuring 
aspects of HRQoL. 

One TEP member stated that the PROMIS items may be too broad; it would be beneficial to have more 
focused PRO items that are informative about the quality of care at a facility.  The TEP co-chair asked if 
there were any disease specific items in PROMIS. Dr. Dahlerus (UM-KECC) stated that there are some 
disease specific items in PROMIS (e.g., for cancer), but none currently for kidney disease/patients on 
dialysis. 

Another TEP member stated that PROMIS should not be rejected simply because the questions are 
about HRQoL. The TEP member stated that there are not many good process measures to distinguish 
the quality of care and that it is difficult to find objective measures. The TEP member felt that these may 
be appropriate but would require validity testing for the dialysis population. 

There was discussion about case-mix adjustment that could be applied to allow for meaningful 
comparison of facilities. One TEP member re-emphasized the point made on Day One that a HRQoL 
measure should contain appropriate disease specific and health attribution in the outcomes captured in 
the measure. 

One TEP member stated it is important to receive input from patients on what would be used to 
compare the quality of facilities. The TEP member further emphasized the importance of care that 
reduces risk of mortality while also in a meaningful way promotes a high quality of life. 

In considering whether PROMIS was appropriate to use for the dialysis population/ESRD patients, 
another TEP member stated that the PROMIS items would need to be revised to include items specific to 
the dialysis experience. The TEP co-chairs stated that the PROMIS questions could be revised so that 
they are disease specific questions. 

Next, the discussion moved to broader consideration of PROs.  The TEP co-chair stated that a PRO 
should have a feedback loop (i.e., provide results back to providers for them to act on) which in turn can 
increase the quality of patient care. The TEP co-chair asked the TEP members to answer the question of 
what PRO measure could drive process changes and lead to better outcomes. The TEP co-chair asked if a 
PRO measure would need to be broad or specific. 

A TEP member responded that items (in a PRO) may need to be a mix of broad and specific topic items. 
The other TEP co-chair asked whether the PRO can be used to compare facilities. A TEP member 
responded that a PRO could be used to compare facilities. As an example, that TEP member referenced 
that CMS convened two ESRD Star Rating TEPs where patient stakeholders provided feedback that 
patients want quality ratings of facilities and comparison to be driven by what patients want to see and 
what is important to patients. The TEP member stated that a PRO could be used in the star rating 
system. 
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Note, where needed to illustrate the patient perspective we indicate responses from patient TEP 
members. 

Another patient TEP member stated that a PRO could measure if a facility was responsive to a patient’s 
symptoms. Several other TEP members stated that the point of measurement for a PRO is an important 
consideration. The TEP co-chair asked what concept best fits the framework for PROs and provides valid 
comparison of facility quality. 

The TEP discussion shifted to life goals/aspirations. One patient TEP member outlined a general 
framework for how facilities would be accountable for improving a specific metric, like life goals. For 
example, a measure could ask if a patient’s needs are being met. Then it is up to the facility to choose 
strategies for how they are addressing life goals, or patient safety, for example. This approach begins 
with individualization to the patient with the longer term goal of a broad downstream measure. This 
would account for the heterogeneity of clinics and different strategies they may adopt to address 
patient life goals or patient perception of safety. 

A patient TEP member stated that a patient’s experience with treatment impacts the rest of a patient’s 
life. The TEP member stated that the dialysis center is accountable for the “whole” patient. The TEP 
member stated that a HRQoL measure would be the best way to influence delivery of care that takes the 
“whole” patient into account. They stated their concern about holding facilities accountable for a 
patient’s life aspirations as this is only a process. However, the facility can be held accountable for the 
impact on health-related quality of life, such as impact of hospitalizations, being fatigued, and missing 
social events. 

Another patient TEP member responded that the facility is responsible for how the treatment makes 
patients feel, which can impact other aspects of their lives. The TEP co-chair summarized that this 
perspective of the TEP member suggests they hold the dialysis facility accountable for how the 
treatment makes you feel. 

The TEP co-chair asked one of the patient TEP members if filling out PRO surveys would help facilities 
take better care of patients and help differentiate performance of facilities (assuming that the quality 
measure has been validated).  The patient TEP member responded that facilities should be held 
accountable for an item like patient fatigue related to kidney disease because that is a symptom they 
can clinically address (e.g., through treatment). The TEP member stated that the facility’s level of care 
could be elevated by the process of the facility discussing how to manage fatigue with the patient. 

Another patient TEP member stated that by asking patients how they feel after treatment may lead to 
allowing patients to have longer dialysis or switch treatment options (which may improve how they feel 
after treatment). They suggested that as PRO, the number of people who have good experience with 
treatment could be reported on Dialysis Facility Compare (DFC). The TEP member emphasized that 
facilities can be held responsible for treatment.  

Next, there was a broader discussion of patient life goals. For this discussion, there was some overlap 
between specific aspects of HRQoL and life goals. For example, an earlier patient TEP member’s 
example about treatment tolerance; and similarly, another TEP member’s example that a potential goal 
would be living without symptoms. 

The TEP co-chair asked if there is value in patient goals being individualized or broad. The TEP co-chair 
stated that there may be overlap between a measure (of life goals) that are individualized or broader. A 
TEP member agreed there is overlap and provided an example.  They said that the modality a patient 
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could be made that health-related quality of life may be linked to patient life goals through its impact on 
the ability to achieve those goals. They asked for feedback from the group about how to approach this 
issue. 

One TEP member noted they were concerned that the recommendations might not be consistent with 
each other, since another recommendation is to consider a disease-specific quality of life measure. One 
TEP member noted that patient safety and patient goals are two broad areas that are not currently 
represented adequately in the current HRQoL measures. As a result of the discussion and recognition of 
the importance of patient life goals and patient safety, the TEP decided to phrase the recommendation 
to emphasize that patient safety and patient goals were new areas that should be prioritized, but the 
existing area of health-related quality of life was also identified by the TEP as a topic of interest, albeit 
lower priority. 

3. The KDQoL-36 survey was not believed to be an effective PRO measure for comparing facility 
performance 

This recommendation reflects the TEP vote taken earlier in the meeting regarding the utility of the 
KDQoL-36 for comparing facility performance. One TEP member wondered whether it should be 
stronger to say that the KDQoL-36 is not a good measure of quality of life. The TEP co-chair pointed out 
that the vote taken was specific to comparing facility performance and the discussion may not have fully 
fleshed out the issue of general quality of life measurement (for individual patients). They further noted 
that the record would reflect the discussion/concerns raised about the KDQoL-36, but the formal 
recommendation should be limited to the vote that was taken. 

4. Other Generic and Disease Specific Health-related Quality of Life measures were not ruled out but 
additional considerations of important and actionable domains would drive clinic processes. The TEP 
recognized that additional work is needed before a HRQoL measure could be considered for this 
purpose. 

One TEP member noted that with regards to health-related quality of life, it is important to include a 
generic measure of quality of life, along with a disease specific measure. They felt it was important to 
always include a generic component in addition to a disease specific component. 

5. The Following Items were recognized as important but were tabled for discussion: 

– Patient Experience of Care 

– Transplant Recipients 

The TEP agreed to call attention to patient experience of care and transplant recipients as two 
important areas that were tabled for this particular discussion in order to focus on other items identified 
as the main TEP objectives in the Charter (Note: these topics may be potentially covered in a future 
follow-up call or future TEP). 

39 





 
 

 

 

   
 

   

 

 

 

 

  
   

  
 

 
    

 
  

   
 

  
   

 
  

 
  

  
 

 
 

   
   

 

 
  

	 

	 


 
	 

	 

	 

	 




	 

	 

“My comments are on the KDQoL bullet. Just two quick comments. I really appreciate the idea that the 
KDQoL can be improved, particularly with new computer assisted adaptive testing methodologies. I 
think it would help if there was a little more specificity perhaps about the problems with the KDQoL, I’m 
not sure whether it’s an evidence of absence or an absence of evidence issue. I work on a contract for 
�MMI kind of counterpart of ��SQ, and we’ve just collected thousands and thousands of KDQoL 
instruments so I think there are some opportunities to look at the psychometric properties of the 
instrument particularly in household survey type of contexts/” 
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	Appendix B: Technical Expert Panel Composition Form
	

Placeholder: The Technical Expert Panel Composition Form is provided on the next several pages. 
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Appendix C: PRO Pre-TEP Teleconference Call #1 Minutes
	

End Stage Renal Disease (ESRD) Quality Measure Development, Maintenance, and Support Project
 
ESRD Patient Reported Outcomes (PRO) Technical Expert Panel (TEP)
 

Pre-TEP Teleconference Call #1 Minutes 

April 24, 2017 1:00pm – 2:00pm (ET) 

TEP Members UM-KECC CMS 

Jennifer Flythe Claudia Dahlerus Joel Andress 

Michelle Richardson Joseph Messana Jesse Roach 

Kerri Cavanaugh Richard Hirth 

Paul Conway Lan Tong 

Lorien Dalrymple Casey Parrotte 

Derek Forfang Jennifer Sardone 

Jennifer Geiger Jordan Affholter 

Amanda Grandinetti Mimi Dalaly 

Lori Hartwell 

Daniel Iniguez 

Jacqueline Javier-Burns 

Michael "Jack" Lennon 

Klemens Meyer 

Sherry Rivera 

Brigitte Schiller 

Nancy Scott 

Francesca Tentori 

John Ware 

Introductions 
Claudia Dahlerus, PhD. from the University of Michigan Kidney Epidemiology and Cost Center (UM-KECC) 
welcomed everyone to the Patient Reported Outcomes (PRO) Pre-TEP conference call, and thanked the 
TEP members for their time and for serving on the TEP. Dr. Dahlerus stated the call was open to the 
public, being recorded, and that the last five minutes were set aside for public comments. 

Dr. Dahlerus gave a basic overview of the pre-TEP call agenda.  Dr. Dahlerus explained that during the 
nomination process, TEP members were asked to disclose any potential conflicts of interests. She 
explained that the purpose of disclosing conflict of interests is to maintain transparency during TEP 
discussions.  

Dr. Dahlerus identified that Dr. Jennifer Flythe and Dr. Michelle Richardson were selected to serve as 
TEP co-chairs. 

Other CMS representatives were also present for the call. 

Each TEP member gave a brief introduction. 
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Dr. Jennifer Flythe: Dr. Jennifer Flythe, is a nephrologist and clinical investigator at the University 
of North Carolina Kidney Center.  Dr. Flythe is the Medical Director of the University of North 
Carolina inpatient services dialysis center. She has research interests in patient preferences as 
well as patient reported outcomes. 

Dr. Michelle Richardson: Dr. Michelle Richardson is the Director of the Outcomes Monitoring 
Program at Dialysis Clinic Incorporated (DCI) and works with patient reported outcomes 
information to improve dialysis facilities. She has also conducted patient reported outcomes 
research at Tufts Medical Center. 

Dr. Kerri Cavanaugh: Dr. Kerri Cavanaugh is a health services researcher. Dr. Kerri Cavanaugh is 
the medical director of the Vanderbilt Dialysis Clinic-Campus unit, and is an Associate Professor 
of Medicine at Vanderbilt University.  

Paul Conway: Paul Conway is the President of AAKP (American Association of Kidney Patients). 
In addition, he has experience in patient advocacy positions and has personal experience with 
ESRD. 

Dr. Lorien Dalrymple: Dr. Lorien Dalrymple is a Nephrologist and is the Vice President of 
Epidemiology and Research for Fresenius Medical Care North America (FMCNA). 

Derek Forfang: Derek Forfang volunteers with the ESRD network system. He has experience with 
patient advocacy, public policy, and has personal experience with ESRD. 

Jennifer Geiger: Jennifer Geiger is a dialysis social worker with Fresenius Kidney Care. She is on 
the medical review board for Quality Insights Renal Network 3 in New Jersey. 

Amanda Grandinetti:  Amanda Grandinetti is a Kidney Action Committee Member from the 
National Kidney Foundation (NKF). She is also a Senior Measure Developer at the American 
Academy of Dermatology. Ms. Grandinetti has personal experience with ESRD. 

Lori Hartwell: Lori Hartwell is the Founder and President of the Renal Support Network. Ms. 

Hartwell is an ESRD National Quality Forum (NQF) Renal Standing Committee Member, and has 
personal experience with ESRD. 

Daniel Iniguez: Daniel Iniguez is on the Board of Directors for Dialysis Patient Citizens.  Mr. 
Iniguez has personal experience with ESRD. 

Jacqueline Javier-Burns: Jacqueline Javier-Burns is a nurse manager at Queens Long Island Renal 
Institute.  

Michael "Jack" Lennon: Michael "Jack" Lennon is a program manager at Division of Nephrology 
and Hypertension, �incinnati �hildren’s Hospital Medical �enter/ Mr/ Lennon has personal 
experience with ESRD. 
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Dr. Klemens Meyer: Dr. Klemens Meyer is a nephrologist at Tufts Medical Center and Dialysis 
Clinic Incorporated (DCI). Dr. Meyer added an additional potential conflict of interest, as he has 
been interviewed by the Kidney Care Quality Alliance (KCQA) and represents DCI on calls. 

Sherry Rivera: Sherry Rivera is a nurse practitioner who works with New Orleans Nephrology 
Associates. Ms. Rivera has experience with the evaluation of recovery time in dialysis patients. 

Dr. Brigitte Schiller: Dr. Brigitte Schiller is a nephrologist and Chief Medical Officer for Satellite 
Healthcare. Dr. Schiller is in charge of clinical and quality initiatives on improving life outcomes. 

Nancy Scott: Nancy Scott serves as the President on the Dialysis Patient Citizens Education 
Center and is a retired nurse administrator. Ms. Scott has personal experience with ESRD. She is 
currently working on her doctorate in industrial organizational psychology. 

Dr. Francesca Tentori: Dr. Francesca Tentori is a nephrologist with DaVita Clinical Research. She 
has conducted research in international dialysis practices has conducted research on best 
delivery in healthcare and understanding the experience of patients’ perceptions/ 

Dr. John Ware: Dr. John Ware is a professor at the University of Massachusetts Medical School 
and at Tufts University School of Medicine.  His research focus is on population surveys and in 
clinical applications. His work has recently focused on disease specific measures. 

Dr. Fredric O. Finkelstein, and Mr. Patrick O. Gee were unable to attend the teleconference meeting. 

Dr. Dahlerus stated she is with the University of Michigan Kidney Epidemiology and Cost Center (UM­
KECC) and a political scientist by training.   Dr. Joseph Messana introduced himself as a Clinical 
Nephrologist at the University of Michigan. Dr. Richard Hirth introduced himself as a Professor of Health 
Management and Policy at the University of Michigan. Drs. Dahlerus, Hirth, and Messana are the TEP 
facilitators for the Star Rating TEP. 

Dr/ Joel !ndress (�MS) introduced himself as the �ontracting Officer’s Representative for �MS’s 
Measures Project.  Dr. Andress thanked all of the TEP members for volunteering their time to this 
project. 

TEP Overview 
Dr. Dahlerus brought attention to the from the TEP charter. Dr. Dahlerus stated that UM-KECC assumes 
that TEP members accept the TEP charter as part of the process of agreeing to serve on the TEP.  She 
encouraged any TEP members that had questions regarding the charter to contact UM-KECC. Dr. 
Dahlerus provided a brief overview of the TEP objectives (from the TEP charter) and TEP Member Role 
and Responsibilities.  UM-KE��’s responsibility is to listen to the TEP discussions and recommendations/  
Dr. Dahlerus encouraged for TEP members to share their opinions and experience.  Dr. Dahlerus 
identified that UM-KECC has provided background materials to TEP members for review (provided to 
TEP members after the TEP teleconference call). 

Overview of Existing PRO Measures 
The TEP co-chairs presented an overview of the existing Patient Reported Outcome (PRO) measures: 
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 Medical Outcomes Study (MOS), Short Form 36-item Survey (SF-36) on Health Related Quality of 

Life (HRQoL) 

 Medical Outcomes Study (MOS), Short Form 12-item Survey (SF-12) on HRQoL, 

 Kidney Disease Quality of Life (KDQoL-36) Survey on HRQoL 

 Patient Reported Outcomes Measurement Information System (PROMIS®) 

 Recovery Time from Dialysis (Lindsay et al. Minutes to recovery after a hemodialysis session: a 

simple health-related quality of life question that is reliable, valid, and sensitive to change. 

CJASN. 1(5). 952-9. 2006).  

The TEP co-chair explained that the SF-36 and SF-12 are general health surveys. Both the SF-36 and the 
SF-12 can be used to calculate the physical component summary score (PCS) and mental component 
(summary score (MCS). Both the SF-36 and SF-12 have been extensively validated. The SF-36 and SF-12 
has been tested in Hemodialysis (HD) and Peritoneal Dialysis (PD) populations.   

Next, the TEP co-chair described the Kidney Disease Quality of Life (KDQoL-36) Survey that has been the 
survey used by many facilities as it is indicated in the CMS Conditions for Coverage. The KDQoL-36 
contains 36 questions. Twenty-four of those questions are specific to kidney disease and dialysis 
patients; the 12 questions general questions are from the SF-12. There are no published validation 
studies using the KDQoL-36 in the U.S. dialysis population, but there is one published study that 
validated the English KDQoL-36 in hemodialysis patients in Singapore. 

The other TEP co-chair described the Patient Reported Outcomes Measurement Information System 
(PROMIS®) measures. These measure patient reported outcomes such as depression, anxiety, physical 
conditions, and other domains. The TEP co-chair clarified that the PROMIS domains refer to areas of 
focus or interest for that specific patient reported outcome measure.  Most of the PROMIS measures 
have short form versions as well as can be administered via computer adaptive testing (CAT).  They have 
been validated in the general population and in select chronic disease populations; none of the 
measures have been validated in the dialysis population. 

The TEP co-chair presented two examples of PROMIS measures: the respective anxiety and fatigue short 
forms.  The TEP co-chair moved to an overview of the recovery time from dialysis measure. The TEP co-
chair explained that this is a one question measure that assesses how long it takes for patients to 
recover from one dialysis session (in minutes and hours). The recovery time measure has been validated 
in the dialysis population and linked to outcomes in the dialysis setting.  Recovery time is the time it 
takes to feel better or back to normal after having a dialysis treatment. 

One TEP member provided a clarifying comment on the recovery time measure. They clarified that in 
the Lindsay study on recovery time, patients could respond in any time increment (that is, they were not 
asked specifically to report in minutes, hours, etc.). The TEP member further explained that in the 
DOPPS study (of which they were an investigator) DOPPS developed these categories as part of what 
was implemented and seemed appropriate categories, but these were not directly tested or validated. 

The TEP co-chairs completed the overview and handed the call back to Dr. Dahlerus. 

In reference to the overview of PROMIS, Dr. Dahlerus asked if everyone knew what computer adaptive 
testing (CAT) meant since this is a technical term.  One TEP member (an expert in CAT and instrument 
development) gave a brief overview of CAT. They explained a computer adaptive test matches the items 
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to its current estimate of the patient’s score/  This allows respondents to answer fewer questions while 
still resulting in the ability to calculate a total score from the instrument. Although two different people 
are answering different questions, they are scored on the same underlying metric and scores can be 
directly compared. Computer adaptive testing also provides the confidence interval (CI) around the 
person’s score/  �omputer !daptive Testing can lower burden on the survey taker and has a high level of 
precision.  

Wrap-Up and TEP Questions 
Dr. Dahlerus offered TEP members the opportunity to ask questions and share any comments they had. 

One TEP member asked why the PROMIS measures were chosen for consideration by this TEP. The TEP 
member further asked if it was the only patient reported outcome database. 

UM-KECC explained that it was not the only patient reported outcomes database, but it is one of the 
largest and that CMS has an interest in the TEP considering PROMIS as a potential source for patient 
reported outcomes as PROMIS is being considered by other post-acute care programs at CMS. Dr. 
Andress (CMS) further explained that CMS is looking at measures across quality programs and the goal is 
to standardize measures where possible and appropriate. Dr. Andress explained that PROMIS has a 
comprehensive set of up items that can address various quality of care issues. Dr. Andress explained 
that PROMIS is a toolkit and would need to be identified as appropriate for dialysis patients, i.e., through 
testing/  Dr/ !ndress therefore explained that �MS wanted to get the TEP’s input on if the PROMIS 
measures are appropriate for dialysis facilities and patients. 

The TEP member further asked in which chronic disease settings has PROMIS been tested. Dr. Andress 
(CMS) stated that PROMIS has been used in the home health agency setting, skilled nursing facility 
setting, long-term care hospitals, and inpatient rehabilitation facilities. Dr. Andress explained that he is 
not aware if PROMIS has been used in the inpatient hospital setting.  

Another TEP member asked for clarification on the goals of the PRO TEP.  The TEP member stated that 
their understanding is that CMS wants a better understanding of the possible existing or future 
measures that may be used to address items like quality of life in ESRD. The TEP member asked CMS to 
confirm if their understanding was correct. Dr. Andress (CMS) confirmed that was an accurate 
statement. Dr. Andress further clarified that the goal of the TEP is consider what resources are currently 
available to support development of any existing PROs, and what PRO measures would be worth 
considering in the future. The TEP member asked if the goal is for these measures to be used for 
reimbursement issues or quality ranking.  Dr. Andress stated that PROs could be used for a payment 
incentive program (such as the Quality Incentive Program), public reporting (such as for the DFC Star 
Ratings), and potential other programs, including payment programs.  

One TEP member asked if there is an interest in potential measures that look at patient reported 
outcomes for patients on different modalities (i.e. in center hemodialysis, peritoneal dialysis, and home 
hemodialysis). The TEP member referenced the importance of patients being able to continue working 
while on dialysis.  Dr. Andress stated that has not been a main focus of discussion to date, but that 
would be an appropriate topic area to consider for this TEP. Dr. Andress clarified that the measures 
presented today are not the only measures to be considered.   Those measures were chosen as a place 
to start the discussion. The goal is to narrow down the options into a measure or a set of measures to be 
considered further for potential development. 
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Another TEP member asked if there is no link between dialysis processes and these PRO outcomes, then 
are the PROs still important to measure. They stated that recovery time may be influenced by care 
operations, but items like fatigue may be more difficult (to link to delivery of care).  Dr. Andress clarified 
that for any outcome measure there needs to be good evidence that demonstrates the care that is being 
provided has an impact on the outcome being measured. Dr. Andress further stated that for an 
outcome measure to be endorsed by the National Quality Forum (NQF) it is necessary to demonstrate 
that the outcome can be impacted. 

Dr. Dahlerus thanked the TEP members for their comments and questions and wrapped up the 
discussion. She stated that the second teleconference will be used as opportunity for TEP members to 
identify PROs they feel are important.  Dr. Dahlerus stated that UM-KECC will send a survey form to the 
TEP members asking them to identify the top 5 patient reported outcomes that are important. These 
will help support the discussion on the next call. The TEP Survey and information on the next 
teleconference will help identify specific discussion topics for the in-person meeting.  Dr. Dahlerus 
encouraged members to review the annotated bibliography. Furthermore, Dr. Dahlerus encouraged TEP 
members to take the PRO surveys (i.e., SF-36; KDQoL-36; PROMIS) to familiarize themselves with the 
questions on the surveys, and how long it takes to complete the surveys. Dr. Dahlerus reminded the TEP 
that the materials will be available on Box and that the TEP will be emailed that information. 

Public Comments 
There were no public comments received during this TEP call. 

Closing Questions and Remarks 
One TEP member asked if UM-KECC has considered if the TEP should familiarize themselves with the 
Standardised Outcomes in Nephrology (SONG) Initiative. The said the study associated with 
Hemodialysis (HD) patients has been completed and the SONG group is conducting one for PD and 
transplant patients.  Dr. Dahlerus thanked the TEP member and stated that one of the SONG articles has 
been included in the annotated bibliography that will be provided to the TEP. In addition TEP members 
were invited to add any additional publications to the bibliography that would be useful for TEP 
members to review.  TEP members were encouraged to send those to UM-KECC.  

Dr. Dahlerus closed the call and thanked the TEP members for attending the teleconference. Dr. 
Dahlerus stated the next pre-TEP teleconference will take place on May 5, 2017. 

62 



 
 

        

  
    

   
    

 

   

    

     

    

    

     

    

    

   

    

   

   

   

   

   

   

   

    
 

  
  

   
   

  
 

 
  

      

  
  

   
    

  
 

  


	


 

 




Appendix D: PRO Pre-TEP Teleconference Call #2 Minutes
	

End Stage Renal Disease (ESRD) Quality Measure Development, Maintenance, and Support Project
 
ESRD Patient Reported Outcomes (PRO) Technical Expert Panel (TEP)
 

Pre-TEP Teleconference Call #2 Minutes 

May 5, 2017 12:00pm – 1:00pm (ET) 

TEP Members UM-KECC CMS 

Jennifer Flythe Claudia Dahlerus Joel Andress 

Michelle Richardson Joseph Messana Elena Balovlenkov 

Kerri Cavanaugh Richard Hirth 

Paul Conway Lan Tong 

Lorien Dalrymple Jennifer Sardone 

Derek Forfang Jordan Affholter 

Jennifer Geiger 

Lori Hartwell 

Daniel Iniguez 

Jacqueline Javier-Burns 

Michael "Jack" Lennon 

Klemens Meyer 

Sherry Rivera 

Brigitte Schiller 

Nancy Scott 

Francesca Tentori 

John Ware 

Introductions 
Claudia Dahlerus, PhD from the University of Michigan Kidney Epidemiology and Cost Center (UM-KECC) 
welcomed everyone to the second Patient Reported Outcomes (PRO) Pre-TEP teleconference call. Dr. 
Dahlerus stated the call was open to the public, being recorded, and that the last five minutes were set 
aside for public comments. Dr. Dahlerus conducted an ordered roll call of the TEP members in 
attendance. 

Dr. Dahlerus gave a basic overview of the pre-TEP call agenda. Dr. Dahlerus explained that the focus of 
the call was to obtain feedback from TEP members on PRO topics. Dr. Dahlerus provided background on 
the PRO Report that UM-KECC produced for the Centers for Medicare and Medicaid Services (CMS) in 
2016 (the final report was released in January 2017). Dr. Dahlerus explained that as part of that effort, 
UM-KECC received feedback on topics that were identified as important patient reported outcomes by 
stakeholders. UM-KECC conducted calls with stakeholders and sent an email blast that requested 
information on ESRD patient reported outcomes that are meaningful to both patients and health care 
providers. UM-KECC included the list of PROs that were identified in the PRO report in the appendix of 
the TEP survey that was distributed after the first TEP teleconference call. Dr. Dahlerus explained that 
similar to the request for stakeholder input last year, on this teleconference call, the TEP co-chairs will 
request feedback from TEP members on what PROs are important to patients.  
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Dr. Dahlerus stated that UM-KECC sent a survey to the TEP asking TEP members to identify health-
related outcomes that are important to patients. Dr. Dahlerus stated that for this call they would set 
aside specific definitions on what PROS are. That discussion can take place at the in-person meeting.  Dr. 
Dahlerus explained that the focus for this call was for TEP members to identify specific PROs or PRO 
related topics that are important to patients.  Dr. Dahlerus stated that it may be beneficial considering 
whether some of the PRO topics are important to new dialysis patients.  

Dr. Dahlerus explained that the UM-KECC would be live taking notes during the call as TEP members 
provide feedback.  Those notes were on display for the TEP members to view in order to stimulate 
discussion and give TEP members a chance to provide any corrections.  The comprehensive list of PROs 
that were identified by TEP members during the call have been included in the appendix. Dr. Dahlerus 
handed the discussion over the TEP co-chairs. 

TEP Feedback on Important Patient Reported Outcomes Topics 
The TEP co-chair explained they will go around and ask each TEP member to identify important health 
related outcomes that are most important to patients.  The TEP co-chair stated that the goal of this call 
was to allow for a broad range of topics for this call regardless if these topics are actionable, feasible, or 
in the facility’s control/  The TEP co-chair explained that due to time constraints the co-chairs would ask 
each TEP member to identify their top three PRO topics. The TEP co-chair asked if there are any TEP 
member questions. 

One TEP member asked if the TEP was being asked to provide feedback on the PROs that are most 
important or the PROs that are most important to patients.  The TEP co-chair clarified that the question 
for this teleconference call is the PROs that are most important to patients. The other TEP co-chair 
agreed with this statement.  

The TEP co-chair stated that they wanted to start the discussion by hearing from patient TEP members 
on the health related outcomes that are most important to patients. The TEP co-chair started the 
ordered roll call for feedback. 

One TEP member provided their top three PRO topics which may fall under the theme of quality of life 
issues. The TEP member identified the importance of being able to meet life goals, work, and well-being. 
The TEP member stated that well-being could potentially be measured by recovery time, but well-being 
may involve other considerations such as dehydration, cramping, and fluid management.  

The TEP co-chair thanked the TEP member for their feedback. The TEP co-chair stated that the TEP 
member provided a good example of what feedback they were looking for on this call.  

The next TEP member first stated that many of the measures or topics may be covered on the CAHPS 
and asked if the CAHPS survey is no longer on the table (as a PRO quality measure).  The TEP co-chair 
stated that the goal of the teleconference call is to hear from the TEP members on which items are 
important without considerations for actionability or availability at this moment. The TEP co-chair stated 
that if there is an item that a TEP member considers important that is covered in the CAHPS survey, they 
would like to hear that feedback.  
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The TEP member stated they are considering what the facility can impact.  The TEP member identified 
patient experience of treatment as an important topic. Patient experience of treatment may include 
fluid management, how do patients feel after treatment and nutrition. 

The TEP co-chair also asked to hear more items beyond what the facility could impact.  The TEP member 
responded that while quality of life is important, for dialysis patients it is often already low because 
patients often do not feel well.  The TEP member stressed the importance on focusing first on small 
specific items about how patients feel after dialysis. For example, whether patients feel good enough to 
go to work afterward.  These are things the facility can make an impact on quickly.  

Another TEP member identified that three topics would fall under the theme of quality of life. The TEP 
member identified psychological adjustment (if patients feel normal in society), continuity of care 
among providers, and psychological adjustment/gaining knowledge and education about the disease. 

The next TEP member identified quality of care, trying to adjust to society (example: trying to figure out 

how to continue each day in a positive way), and diet (example: ensure the dietician is providing the 

correct information to patients) as important. 

Another TEP member identified aspirations in both the medical and modality domain. The TEP member 

emphasized the importance of understanding what patients are aspiring to, such as if patients want to 

return to work, have a family, or other considerations.  The TEP member stated it is important to 

educate patients on modality options to allow patients to have home dialysis treatment (such as home 

hemodialysis or peritoneal dialysis).  The TEP member stated that the issues of fatigue, bloodstream 

infections, insomnia, gout, and nutrition are all of high importance. 

The next TEP member identified quality of life (home life considerations) as important. The TEP member 

agreed with another TEP member that patient aspirations is of high importance. The TEP member 

identified recovery time as an important topic and stated that their company asks patients about 

recovery time as part of their quality of life screening. The TEP member also identified that depression is 

of high importance.  

Another TEP member identified recovery time as important, which is connected to cramping and 

fatigue.  The TEP member also identified the financial burden of care; the TEP member stated that 

patients will often avoid going to other providers to avoid the burdens of co-pays. The TEP member also 

identified that treatment experience (such as interaction with staff and patients) is important. 

The TEP co-chair thanked the TEP members for their comments so far and stated that this was the type 

of feedback they were looking for. 

The next TEP member stated that any treatment needs to maximize longevity (life) to pursue 

aspirations. The TEP member stated that getting a transplant is likely the best solution to maximize 

longevity. The TEP member also identified well-being (medical side effects such as cramping, etc.) and 

quality of life as important. The TEP member identified that worry, mental stress, and adjustment to 

social relationships (such as interactions with family, friends, and co-workers) are other important PRO 

topics. 
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Another TEP member stated that their list was influenced by potentially actionable items (things the
 
facility can do). The TEP members identified safety, experience of treatment, patients being offered a 

full range of modalities, and symptoms being effectively addressed as important PRO topics. 


The next TEP member identified recovery time, vitality (fatigue), and role functioning (physical and
 
social). The TEP member also identified that the topic of worry as important. 


Another TEP member identified the topic of patients being able to live as normal a life as possible
 
including being able to have access to modalities and adjust dialysis treatment to life goals.  The TEP
 
member identified the importance of addressing symptom burden, which could include functional 

status, fatigue, and recovery time. The TEP member identified the importance of support services such
 
as coordination of care and psycho-social emotional support. 


The next TEP member identified the topics of healthy days at home (independence), patient 

empowerment (and engagement in care), and the level of comfort at a unit (temperature, cleanliness,
 
noise) as important PRO topics.  


Another TEP member identified the topic of patient experience, which would include safety, cleanliness,
 
patient views on staff and clinician professional expertise, and handwashing as important PRO topics.  

The TEP member also identified the importance of clinician communication, caring, respect, and cultural
 
competence. The TEP member also identified patient awareness of modality and patient understanding
 
of current and future treatment that fits the patient life goals as important PRO topics. 


The next TEP member identified the importance of generic health related quality of life. The TEP
 
member stated that quality of life could be focused on health, disease burden, and functional health.
 
The TEP member identified satisfaction with patient health care and services as important. The TEP
 
member identified that disease specific biomarkers (specific symptoms) are also important, as well as 

the presence and burden of multiple conditions. 


Another TEP member identified the importance of the treatment experiences of the patients and the 

competence level of technicians and nurses that are delivering care. The TEP member stressed the
 
importance of educating patients which could increase patient independence. The TEP member stated 

that the option to decide whether to stop or continue dialysis should be included in the treatment
 
options that are communicated to the patients.  


The TEP co-chair provided their feedback on important PRO topics.  The TEP co-chair stressed the 

importance of patients being able to do the things they want to do, have interactions they want to, and
 
achieve the meaning in their lives that is important to them.  The TEP co-chair stated that patients
 
determine what is most important to them.
 

The other TEP co-chair identified the importance of patients living the life that they want to live.  The 

TEP co-chair also identified fatigue and recovery time as important outcomes that have an impact on
 
patient health.
 
The TEP co-chair asked if anyone else wanted to add to the list that had been compiled.
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One TEP member identified the importance of increasing patient voice in clinics, which could help 

address all of the topics that have been identified. The TEP member stressed the importance of 

encouraging patients to make decisions about their healthcare. 

The TEP co-chair thanked the TEP for providing their feedback. The TEP co-chair stated that the TEP co-

chairs and UM-KECC will review the feedback.  The TEP co-chair stated that during the in-person 

meeting the TEP will discuss actionability on these PRO items. 

Wrap-Up and TEP Questions 
Dr. Dahlerus (UM-KECC) thanked the TEP members for providing their PRO topic feedback.  Dr. Dahlerus 

stated that UM-KECC will send the PRO topic list (compiled during the call) to the TEP members to 

review and ask TEP members to ensure that their input was reflected accurately. The PRO topic list is 

provided in the appendix. 

Dr. Dahlerus presented the general framework for the in-person TEP meeting: 

 Step 1: Initial prioritization of PROs based on patient/stakeholder feedback about what is 
important, irrespective of facility practices/influence. 

 Step 2: Identification of the prioritized PROs (from step 1) that patients/stakeholders believe are 
attributable to facility practices/influence. 

 Step 3: Identification of PROs from first two discussion steps that meet criteria of evidence and 
actionability. 

 Step 4: Identify if there are existing PRO-Measures that capture the topics/domains prioritized in 
steps 1-3. 

Dr. Dahlerus stated that the TEP will be able to discuss the definition of PROs at the in-person meeting. 
Dr. Dahlerus stated that patient TEP members will be asked to share their experience with completing 
surveys. Dr. Dahlerus reminded TEP members to review the materials that were provided to the TEP 
through Box.com. Dr. Dahlerus highlighted that the annotated bibliography, select annotated 
bibliography articles, the PRO report, and a report prepared by the National Quality Forum (NQF) about 
patient reported outcomes have all been included in the supporting materials on Box.com.  

One TEP member asked if the NQF report describes the level of evidence required for PROs. Dr. Dahlerus 
explained that it does not get in the details about the level of evidence required, but it uses the same 
level of evidence that NQF uses to evaluate other (clinical) measures. The report describes the NQF 
evaluation criteria, which will also be presented at the in-person meeting. 

Another TEP member asked if it would be beneficial for the providers to share their experience with the 
surveys. Dr. Dahlerus agreed that it would be an important part of the discussion. 

Jordan Affholter (UM-KECC) stated that TEP members should be all set with travel arrangements, but if 
they have questions to contact UM-KECC.  Jordan Affholter reminded TEP members to complete the TEP 
survey on important PRO topics by close of business on May 9, 2017.  
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Several TEP members asked if they could be resent the TEP survey. UM-KECC stated that they would 
resend the TEP survey to the TEP. Dr. Dahlerus stated that UM-KECC would resend the list of PROs 
identified during the call as well to ensure that it accurately captured the TEP discussion.  

Public Comments 
One public comment was provided by Chris Sarfaty. 

“This is �hris Sarfaty, I actually participated in the two previous [DF� Star Rating\ TEPs/ I’m a clinical 
social worker, I worked in renal for twenty five years and I work in the area of patient-centered 
collaborative care coaching for health professionals. My comment is I just think this is an incredibly rich 
and valuable collection of contributions. This is a wonderful TEP that has been assembled. I would just 
underscore the value and importance of patient voice and level of worry. Both of which are related to 
the overarching umbrella of psychological safety. So if the patients know who to ask when they have 
questions. How do they know who to ask? Not just something posted on the bulletin board in the lobby 
about the network and not just one person or if you try to ask a question or if you are not comfortable 
with how staff responds to you.  Actually, literally, in a functional, operational way- how do you go 
about that in a way where you feel a level of psychological safety? Do patients feel well regarded and 
supported in their efforts to share their patient voice and patient experience? I think everything flows 
from that aspect, patient psychological safety and all that has to go into that bucket/  Thanks so much/” 

Closing Questions and Remarks 
Dr. Dahlerus closed the call and thanked the TEP members for attending the teleconference. Dr. 
Dahlerus stated that UM-KECC will see the TEP members at the in-person meeting in Baltimore, MD (on 
May 23 and 24, 2017).  

Appendix: 

Important Patient Reported Outcomes/Topic Areas Identified by TEP members: 

 Quality of Life Issues 

 Being able to meet life goals 

 Work 

 Well-being: (could be measured by recovery time potentially) may involve 
dehydration/cramping/fluid management. 

 Patient Experience of Treatment (fluid management, how do they feel after treatment, 
nutrition) 

 Psychological adjustment 

 Continuity of care among providers 

 Psychological adjustment/gaining knowledge about disease 

 Quality of care 

 Trying to adjust to society 

 Diet (making sure dietician is getting right information to patient) 

 Aspirations (medical, modality), understanding what patients are aspiring to. If patients want to 
back to work, have a family, other considerations 

 Modality, if a patient wants to be in charge of healthcare, education on modality to allow 
patients to have treatment at home 

 Fatigue 

 Bloodstream Infections 
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	 Nutrition 

	 Quality of Life (home life considerations) 

	 Recovery Time 

	 Depression 

	 Recovery Time (cramping, fatigue) 

	 Financial burden of care 

	 Treatment Experience (interaction with staff and patients) 

	 Treatment that maximizes longevity to pursue aspirations (transplant) 

	 Well-Being 

	 Quality of Life (worry, mental stress) 

	 Adjustment to social relationships (interactions with family, friends, co-workers) 

	 Safety 

	 Experience of Treatment 

	 Patients offered a full range of modalities 

	 Symptoms being addressed 

	 Recovery Time 

	 Vitality (Fatigue) 

	 Role Functioning (physical and social) 

	 Worry 

	 Patients being able to live as normal a life as possible (being able to have access to modalities, 
adjust dialysis to life plan) 

	 Symptom Burden (functional status, fatigue, recovery time) 

	 Coordination of Care and Psycho-social emotional support 

	 Healthy Days at Home (independence) 

	 Patient Empowerment and engagement in care 

	 Level of comfort at a unit (temperature, cleanliness, noise) 

	 Patient Experience (Safety, cleanliness, patient views on staff and clinician professional 
expertise, handwashing) 

	 Clinician communication/caring/respect/cultural competence 

	 Modality (patient awareness of modality, considerations for current and future treatment, fits 
life goals) 

	 Generic health related quality of life (focus on health and disease burden, functional health) 

	 Satisfaction with patient health care and services 

	 Disease specific biomarkers (patients can report biomarkers and specific outcomes, focus on 
symptoms) 

	 Presence and burden of multiple conditions 

	 Treatment experiences of the patients (how competent technicians and nurses are, education) 

	 Independence 

	 Treatment options (also include whether to stop dialysis or not) 

	 Patients be able to do the things they want to do, have interactions they want to, and achieve 
what is important to them 

	 Patients determine what is most important to them 

	 Living the life that patients want to live 

	 Fatigue 

	 Recovery Time 

	 Increasing patient voice in clinics 
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Appendix F: PRO TEP Topics Identified by Patients, Providers, 
or Measure Experts on the TEP call or survey (organized by 
TEP co-chair grouping of individual topics) 

PRO TEP Topics Identified by Patients, Providers, or Measure Experts on the TEP call 

or survey (organized by TEP co-chair grouping of individual topics) 

Patient Experience of Care at Dialysis Clinic 

• Treatment Experience (defined several ways) 

• interaction with staff and patients 

• staff competency, education and professionalism 

• on-time, smooth, streamlined clinic proceedings 

• clinic safety, cleanliness, hygiene practices 

• Continuity of care among providers 

• Coordination of care (medical services as well as psychosocial/ emotional support services) 

• Clinician communication (caring, respect, cultural competence) 

• Staff understanding of patient goals 

• Quality of care (general) 

• Satisfaction with patient health care and services 

• Symptoms (non-specific) being addressed 

Patient Education and Engagement 

• Diet/ nutritional education 

• Health risk behaviors 

• Disease knowledge 

• Patient empowerment 

• Patient engagement (in care, in clinic) and patient activation (in care) 

• Coping skills with chronic disease (via psychosocial-emotional support services) 

• Adequate modality education and options (including option for conservative care without 

dialysis) so that “right patient has right modality” 
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Life goals* 

•	 Being able to meet life goals/ living the life that patients want to live 

•	 Patients determine what is most important to them (work, family, other considerations) 

•	 Independence (defined in several ways: personal living activities, medical aids, work capacity, 

dependence on medical substances, financial) 

•	 Adjustment (societal, life) 

*life goals/ aspirations defined in multiple ways, including: to live as normal a life as possible, to have 

access to modalities that allow patients to adjust dialysis to their lives, to achieve what is important to 

them [patients], to facilitate desired social interactions, to maximize longevity to pursue aspirations 

(including transplant). 

HRQoL 

•	 Quality of Life (general) 

•	 Health-related quality of life (focus on health and disease burden, functional health) 

•	 HRQOL - Role functioning (physical and social) 

•	 Healthy days at home (independence) 

–	 HRQoL-Psychological/ Emotional 

–	 Psychological adjustment (worry and stress) 

•	 Well-being 

• Emotional issues (anxiety and depression)
 

 Energy/Vitality and Fatigue
 

Symptoms and Symptom Management* 

•	 Post-dialysis fatigue 

•	 Time-to-recovery after dialysis 

•	 Cramping 

•	 Fluid management 

•	 Sleep disruption 

•	 Nutritional status 

*Interest in symptoms as biomarkers but no specifics here 
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ix) PROMIS Bank v1.0 - Depression 4-27-2016.pdf 

(1) Twenty eight statements (first person) describing the presence of various depression 

symptoms within the last 7 days with five point scale from “not at all” to “very much”/ 

x) PROMIS Bank v1.0 - Self-Effic-ManagEmotions_8-5-2016.pdf 

(1)	 Twenty five positive statements (first person) describing the respondent’s confidence to 
control various emotions (e.g. anxiety, anger, stress, loss) within the last 7 days with 5 

point scale from “I am not at all confident” to “I am very confident”/ 

xi) PROMIS Bank v1.0 - Self-Effic-ManagMeds_8-5-2016.pdf 

(1)	 Twenty six positive statements (first person) describing the respondent’s confidence to 
perform various tasks related to medication management and supply within the last 7 

days with five point responses from “I am not at all confident” to “I am very confident”/ 

xii) PROMIS Bank v1.0 - Self-Effic-ManagSocial Int_8-5-2016.pdf 

(1)	 Twenty three positive statements (first person) describing the respondent’s confidence 
to manage their social situation through various specific tasks within the last 7 days with 

five point scale from “I am not at all confident” to “I am very confident”/ 

xiii) PROMIS Bank v1.0 - Self-Effic-ManagSymptoms_8-5-16.pdf 

(1)	 Twenty eight positive statements (first person) describing the respondent’s confidence 

to manage their symptoms within the last 7 days with five point scale from “I am not at 

all confident” to “I am very confident”/ 

xiv) PROMIS Bank v1.0 - Self-Effic-ManDaily Act_8-5-2016.pdf 

(1)	 Thirty five positive statements (first person) describing the respondent’s confidence to 

perform various activities of daily living within the last 7 days with five point scale from 

“I am not at all confident” to “I am very confident”/ 

xv) PROMIS Bank c1.0 – Smoking_Cop Expect All 12-8-2016.pdf 

(1)	 Eleven (11) statements utilizing five-point response scales asking the respondent to rate 

first-person statements related to use of cigarettes to cope with emotional symptoms. 

xvi) PROMIS Bank c1.0 – Smoking_Cop Expect Daily 12-8-2016.pdf 

(1)	 Fifteen (15) statements questions utilizing five-point response scales asking the 

respondent to rate first-person statements related to use of cigarettes to cope with 

emotional symptoms. 

xvii) PROMIS Bank c1.0 – Smoking_Cop Expect Nondaily 12-8-2016.pdf 

(1)	 Eighteen (18) statements utilizing five-point response scales asking the respondent to 

rate first-person statements related to use of cigarettes to cope with emotional 

symptoms. 

xviii) PROMIS Bank c1.0 – Smoking_Emo Sens Expect Daily 12-8-2016.pdf 

(1)	 Sixteen (16) statements utilizing five-point response scales asking the respondent to 

rate first-person statements related to use of cigarettes to elicit positive emotional and 

sensory responses. 

xix) PROMIS Bank c1.0 – Smoking_Emo Sens Expect Nondaily 12-8-2016.pdf 

(1)	 Seventeen (17) statements utilizing five-point response scales asking the respondent to 

rate first-person statements related to use of cigarettes to elicit positive emotional and 

sensory responses. 

xx)	 PROMIS Bank c1.0 – Smoking_Emo Sens Expect All 12-8-2016.pdf 
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(1)	 Fifteen (15) statements utilizing five-point response scales asking the respondent to rate 

first-person statements related to use of cigarettes to elicit positive emotional and 

sensory responses. 

xxi) PROMIS Bank c1.0 – Smoking_Health Expect All 12-8-2016.pdf 

(1)	 Twelve (12) statements utilizing five-point response scales asking the respondent to rate 

first-person statements relating smoking to various medical complications (e.g. shorter 

lifespan, heart troubles) and development of impaired quality of life. 

xxii)PROMIS Bank c1.0 – Smoking_Health Expect Daily 12-8-2016.pdf 

(1)	 Nineteen (19) statements utilizing five-point response scales asking the respondent to 

rate first-person statements relating smoking to various medical complications (e.g. 

shorter lifespan, heart troubles) and development of impaired quality of life. 

xxiii) PROMIS Bank c1.0 – Smoking_Health Expect Nondaily 12-8-2016.pdf 

(1)	 Eighteen (18) statements utilizing five-point response scales asking the respondent to 

rate first-person statements relating smoking to various medical complications (e.g. 

shorter lifespan, heart troubles) and development of impaired quality of life. 

xxiv) PROMIS Bank c1.0 – Smoking_Nicotine Dependence All 12-8-2016.pdf 

(1)	 Sixteen (16) statements utilizing five-point response scales asking the respondent to 

rate first-person statements relating smoking-related behaviors to dependence 

behavior. 

xxv)PROMIS Bank c1.0 – Smoking_Nicotine Dependence Daily 12-8-2016.pdf 

(1)	 Sixteen (16) statements utilizing five-point response scales asking the respondent to 

rate first-person statements relating smoking-related behaviors to dependence 

behavior. 

xxvi) PROMIS Bank c1.0 – Smoking_Nicotine Dependence Nondaily 12-8-2016.pdf 

(1)	 Seventeen (17) statements utilizing five-point response scales asking the respondent to 

rate first-person statements relating smoking-related behaviors to dependence 

behavior. 

xxvii) PROMIS Bank c1.0 – Smoking_Psychosocial Expect All 12-8-2016.pdf 

(1)	 Fourteen (14) statements utilizing five-point response scales asking the respondent to 

rate first-person statements relating smoking to various negative psychosocial 

expectations (e.g. loss of control, decreased respect from others, feeling less attractive, 

etc). 

xxviii) PROMIS Bank c1.0 – Smoking_Psychosocial Expect Daily 12-8-2016.pdf 

(1)	 Eighteen (18) statements utilizing five-point response scales asking the respondent to 

rate first-person statements relating smoking to various negative psychosocial 

expectations (e.g. loss of control, decreased respect from others, feeling less attractive, 

etc). 

xxix) PROMIS Bank c1.0 – Smoking_Psychosocial Expect Nondaily 12-8-2016.pdf 

(1)	 Fifteen (15) statements utilizing five-point response scales asking the respondent to rate 

first-person statements relating smoking to various negative psychosocial expectations 

(e.g. loss of control, decreased respect from others, feeling less attractive, etc). 

xxx)PROMIS Bank c1.0 – Smoking_Social Motivations All 12-8-2016.pdf 
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v) PROMIS Bank v1.0 - Phys Func Samples w Mobility Aid 11-29-2016.pdf 

(1) Two initial screening questions related to standing and walking 25 feet with three 

subsequent sections “!”, “�”, and “�”/  Section ! includes 92 specific questions about 

various activities of living that require performance of some physical task (e/g/ “!re you 

able to shampoo your hair?”)/  Section � includes nine specific questions that define 

range of ambulation related physical functions.  Section C includes eleven (11) specific 

physical function questions based on the assumption that you answered the screening 

question about the ability to stand in the affirmative. If you answered the walking 

screening question affirmatively, all three sub-banks (A, B, C) are to be answered.  If you 

are able to stand but not walk, only sub-banks A and C are to be answered. 

vi) PROMIS Bank v1.0 - Sleep Disturbance 4-28-2016.pdf 

(1) Twenty seven (27) questions asking the user to describe various aspects of sleep in the 

past 7 days.  All questions on 5 point scale. 

vii) PROMIS Bank v1.0 - Sleep-Related Impairment 4-29-2016.pdf 

(1)	 Sixteen (16) questions asking the user about symptoms and physical function 

impairment that could be a consequence of poor sleep.  All questions on 5 point scale. 

viii) PROMIS Bank v1.0 - Vaginal Discomfort 7-8-2015.pdf 

(1) 15 page sexual function and satisfaction measures user’s manual, including references 

and appendiceal validation data. 

ix) PROMIS Bank v1.0-Dyspnea Functional Limitations_8-1-2016.pdf 

(1)	 Thirty three (33) five-point response questions, in the context of “�onsidering your 

shortness of breath over the past 7 days, rate the amount of difficulty you had when 

doing the following activities.”, asking about a wide range of physical activities/ 

x) PROMIS Bank v1.0-Dyspnea Severity_8-1-2016.pdf 

(1)	 Thirty three (33) five-point response questions (no SOB, mild SOB, moderate SOB, 

severe SO�, I did not do this in the past 7 days), in the context of “Over the past 7 days, 

how short of breath did you get with each of these activities0”, asking about a wide 

range of physical activities. 

xi) PROMIS Bank v1.1 - Pain Behavior 4-27-2016.pdf 

(1)	 Thirty nine (39) questions on a 6 point response scale asking about physical and 

behavioral actions that were related to pain experienced in the last 7 days.  An example 

question “When I was in pain I moved stiffly0” 

xii) PROMIS Bank v1.1 - Pain Interference 4-28-2016.pdf 

(1)	 Forty (40) questions on a five-point scale generally asking about “How much did pain 

interfere or make it difficult to0” with the reporting timeframe being the past 7 days/ 

xiii) PROMIS Bank v2.0 - Mobility - 11-29-2016.pdf 

(1)	 Fifteen (15) questions on a five-point scale asking about various mobility tasks (including 

walking, running, standing for extended time, climbing and descending stairs, etc.) using 

the five-point scale bounded by “unable to do” through “without any difficulty”/ 

xiv) PROMIS Bank v2.0 - Physical Function - 11-29-2016.pdf 

(1)	 Extensive set (n=136) of questions describing a wide range of physical activities and 

asking the respondent’s ability to perform physical function elements using the five-

point scale bounded by “unable to do” through “without any difficulty”/  There are 

twenty seven (27) additional questions that ask how much the respondent’s current 
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(1)	 Forty five (45) questions using a five-point response asking respondents to rate their 

ability to perform various physical tasks and levels of physical activities (broad range of 

physical activities and levels of exertion). 

c)	 Social Health
 
i) PROMIS Item Bank v1.0 - Psychosocial Illness Impact Neg 8-4-2016.pdf
 

(1)	 Thirty two (32) questions, each with dual format asking for response about negative 

psychosocial symptoms/feelings “before your illness” and “now, since your illness”/  

Questions are formatted with five-point response scale.
 
ii) PROMIS Item Bank v1.0 - Psychosocial Illness Impact Pos 8-4-2016.pdf
 

(1)	 Thirty nine (39) questions, each with dual format asking for response about positive 

psychosocial symptoms/feelings “before your illness” and “now, since your illness”/  

Questions are formatted with five-point response scale.
 
iii) PROMIS Item Bank v1.0 - Social Sat DSA 4-28-2016.pdf
 

(1)	 Twelve (12) questions with five-point response scale asking the respondent to rate 

satisfaction with social/leisure activities over the last 7 days.
 
iv) PROMIS Item Bank v1.0 - Social Sat Role 4-28-2016.pdf
 

(1)	 Fourteen (14) questions utilizing a five-point response scale asking respondents to rate 

their satisfaction with the ability to fulfill social role responsibilities (ability to work, 

ability to perform household responsibilities, ability to meet the needs of those who 

depend on the respondent, etc). 

2)	 Adult Profiles 

a)	 PROMIS-29 Profile v2.0 12-21-2016.pdf 

i)	 Profile consists of twenty nine (29) questions.  One question asks the respondent to rate 

pain intensity on a ten-point scale, four (4) questions about physical function, four (4) 

questions about anxiety symptoms in the last 7 days, four (4) questions about depression 

symptoms in the last 7 days, four (4) questions about fatigue, four (4) questions about sleep 

disturbance, four (4) questions about ability to participate in social roles, and four (4) 

questions about how much pain interferes with physical and social activities.  Except for the 

one question about pain intensity, the remaining 28 questions utilize a five-point response 

scale. 

b)	 PROMIS-43 Profile v2.0 12-21-2016.pdf 

i)	 Profile consists of forty three (43) questions.  One question asks the respondent to rate pain 

intensity on a ten-point scale, six (6) questions about physical function, six (6) questions 

about anxiety symptoms in the last 7 days, six (6) questions about depression symptoms in 

the last 7 days, six (6) questions about fatigue, six (6) questions about sleep disturbance, six 

(6) questions about ability to participate in social roles, and six (6) questions about how 

much pain interferes with physical and social activities.  Except for the one question about 

pain intensity, the remaining 42 questions utilize a five-point response scale. 

c)	 PROMIS-57 Profile v2.0 12-21-2016.pdf 

i)	 Profile consists of fifty seven (57) questions.  One question asks the respondent to rate pain 

intensity on a ten-point scale, eight (8) questions about physical function, eight (8) questions 

about anxiety symptoms in the last 7 days, eight (8) questions about depression symptoms 

in the last 7 days, eight (8) questions about fatigue, eight (8) questions about sleep 

disturbance, eight (8) questions about ability to participate in social roles, and eight (8) 
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questions about how much pain interferes with physical and social activities.  Except for the 

one question about pain intensity, the remaining 56 questions utilize a five-point response 

scale. 

3)	 Adult Short Forms 

a)	 Global
 
i) Global Health Scale v1.2 08.22.2016.pdf
 

(1)	 Ten (10) question form utilizing a five-point response scale asking respondents to rate 

general health, quality of life, physical and cognitive health, physical and social activities, 

social role, fatigue, emotional symptoms and pain. 

ii)	 PROMIS Scale v1.2 – Global Health Mental 2a 09062016.pdf 

(1)	 Two (2) question form utilizing a five-point response scale asking the respondent to rate 

satisfaction, in general, with mental health, (including mood and ability to think) and 

social activities/relationships. 

iii)	 PROMIS Scale v1.2 – Global Health Physical 2a 09062016.pdf 

(1)	 Two (2) question form utilizing a five-point response scale asking the respondent to 

rate, in general, physical health and ability to carry out everyday activities (e.g. walking, 

climbing stairs, carrying groceries, moving a chair). 

b)	 Mental Health
 
i) PROMIS SF v1.0 - Alcohol - Alcohol Use 7a 4-25-2016.pdf
 

(1)	 One screening question, asking if the respondent drank any kind of alcoholic beverage in 

the last 30 days, followed by seven (7) questions utilizing a five-point response scale 

asking the respondent to rate various statements about alcohol use. 

ii) PROMIS SF v1.0 - Alcohol - Negative Consequences 7a 4-25-2016.pdf 

(1)	 One screening question, asking if the respondent drank any kind of alcoholic beverage in 

the last 30 days, followed by seven (7) questions utilizing a five-point response scale 

asking the respondent to rate various statements about whether they experienced 

specific negative consequences related to alcohol use in the last 30 days. 

iii) PROMIS SF v1.0 - Alcohol - Negative Expectancies 7a 4-25-2016.pdf 

(1) Seven (7) questions utilizing a five-point response scale asking respondents to rate 

various negative statements about people who are drinking.
 
iv) PROMIS SF v1.0 - Alcohol - Positive Consequences 7a 4-25-2016.pdf
 

(1)	 One screening question, asking if the respondent drank any kind of alcoholic beverage in 

the last 30 days, followed by seven (7) questions utilizing a five-point response scale 

asking the respondent to rate various statements about whether they experienced 

specific positive consequences related to alcohol use in the last 30 days. 

v) PROMIS SF v1.0 - Alcohol - Positive Expectancies 7a 4-25-2016.pdf 

(1) Seven (7) questions utilizing a five-point response scale asking respondents to rate 

various positive statements about people who are drinking.
 
vi) PROMIS SF v1.0 - Applied Cog Abilities 4a 4-25-2016.pdf
 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent to rate 

statements about “sharpness”, memory, thinking, task tracking over the last 7 days/ 

vii) PROMIS SF v1.0 - Applied Cog Abilities 6a 4-25-2016.pdf 
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(1) Six (6) questions utilizing a five-point response scale asking the respondent to rate 

statements about “sharpness”, memory, thinking, task tracking, concentration and 

clarity of thinking over the last 7 days. 

viii) PROMIS SF v1.0 - Applied Cog Abilities 8a 4-25-2016.pdf 

(1) Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

statements about “sharpness”, memory, thinking, task tracking, concentration and 

clarity of thinking over the last 7 days. 

ix) PROMIS SF v1.0 - Applied Cog General Concerns 4a 4-25-2016.pdf 

(1) Four (4) questions utilizing a five-point response scale asking the respondent to rate 

concerns about, memory, thinking, and task tracking over the last 7 days. 

x) PROMIS SF v1.0 - Applied Cog General Concerns 6a 4-25-2016.pdf 

(1)	 Six (6) questions utilizing a five-point response scale asking the respondent to rate 

concerns about, memory, thinking, concentration, attention span, and task tracking over 

the last 7 days. 

xi) PROMIS SF v1.0 - Applied Cog General Concerns 8a 4-25-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

concerns about, memory, thinking, concentration, attention span, and task tracking, as 

well as the impact of applied cognition difficulties on the respondent’s quality of life 

over the last 7 days. 

xii) PROMIS SF v1.0 - ED-Anxiety 4a 6-2-2016.pdf 

(1) Four (4) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about anxiety symptoms experienced in the last 7 days. 

xiii) PROMIS SF v1.0 - ED-Anxiety 6a 6-2-2016.pdf 

(1) Six (6) questions utilizing a five-point response scale asking the respondent to rate first-

person statements about anxiety symptoms experienced in the last 7 days. 

xiv) PROMIS SF v1.0 - ED-Anxiety- 7a 4-29-2016.pdf 

(1) Seven (7) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about anxiety symptoms experienced in the last 7 days. 

xv) PROMIS SF v1.0 - ED-Anxiety 8a 6-2-2016.pdf 

(1) Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about anxiety symptoms experienced in the last 7 days. 

xvi) PROMIS SF v1.0 - ED-Depression 4a 6-26-2016.pdf 

(1) Four (4) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about depression symptoms experienced in the last 7 days. 

xvii) PROMIS SF v1.0 - ED-Depression 6a 6-26-2016.pdf 

(1) Six (6) questions utilizing a five-point response scale asking the respondent to rate first-

person statements about anxiety symptoms experienced in the last 7 days. 

xviii) PROMIS SF v1.0 - ED-Depression 8a 6-26-2016.pdf 

(1) Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about anxiety symptoms experienced in the last 7 days. 

xix) PROMIS SF v1.0 - ED-Depression 8b 5-2-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about anxiety symptoms experienced in the last 7 days. NOTE-

significant content overlap with PROMIS SF v1.0 - ED-Depression 8a 6-26-2016.pdf. 
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xx) PROMIS SF v1.0 - Self-Effic-ManagEmotions 4a_8-5-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about current ability to handle various specific negative 

emotions. 

xxi) PROMIS SF v1.0 - Self-Effic-ManagEmotions 8a_8-5-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about current ability to handle various specific negative 

emotions. 

xxii) PROMIS SF v1.0 - Self-Effic-ManagMeds 4a_8-5-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about current ability to handle various medication self-

management tasks. 

xxiii) PROMIS SF v1.0 - Self-Effic-ManagMeds 8a_8-5-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about current ability to handle various medication self-

management tasks. 

xxiv) PROMIS SF v1.0 - Self-Effic-ManagSocial Int 4a_8-5-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about current level of social, cognitive, and emotional support.  

For some questions, the support is directed toward health condition, but not 

universally. 

xxv) PROMIS SF v1.0 - Self-Effic-ManagSocial Int 8a_8-5-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about current level of social, cognitive, and emotional support.  

For some questions, the support is directed toward health condition, but not 

universally. 

xxvi) PROMIS SF v1.0 - Self-Effic-ManagSymptoms 4a_8-5-2016.pdf 

(1) Four (4) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about current ability to manage symptoms. 

xxvii) PROMIS SF v1.0 - Self-Effic-ManagSymptoms 8a_8-5-2016.pdf 

(1) Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about current ability to manage symptoms. 

xxviii) PROMIS SF v1.0 - Self-Effic-ManDaily Act 4a_8-5-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about current ability to manage daily activities, including 

household chores, shopping, walking inside the house, and a regular exercise program. 

xxix) PROMIS SF v1.0 - Self-Effic-ManDaily Act 8a_8-5-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about current ability to manage daily activities, including 

household chores, shopping, lifting/carrying groceries, walking inside the house, care of 

others, toileting, work-related activities, and a regular exercise program. 

xxx) PROMIS SF v1.0 – Smoking_Cop Expect AllSmokers 4a 12-8-2016.pdf 

(1)	 Four (4) questions utilizing five-point response scales asking the respondent to rate first-

person statements related to use of cigarettes to cope with emotional symptoms. 
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xxxi) PROMIS SF v1.0 – Smoking_Cop Expect Daily 4a 12-8-2016.pdf 

(1)	 Four (4) questions utilizing five-point response scales asking the respondent to rate first-

person statements related to use of cigarettes to cope with emotional symptoms. 

NOTE- Response options are identical to those contained in PROMIS SF v1.0 – 

Smoking_Cop Expect AllSmokers 4a 12-8-2016.pdf 

xxxii) PROMIS SF v1.0 – Smoking_Cop Expect Nondaily 4a 12-8-2016.pdf 

(1)	 Four (4) questions utilizing five-point response scales asking the respondent to rate first-

person statements related to use of cigarettes to cope with emotional symptoms. 

NOTE- Response options are identical to those contained in PROMIS SF v1.0 – 

Smoking_Cop Expect AllSmokers 4a 12-8-2016.pdf 

xxxiii) PROMIS SF v1.0 – Smoking_Emo Sensory Expect AllSmokers 6a 12-8-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate first-

person statements related to use of cigarettes to elicit positive emotional and sensory 

responses. 

xxxiv) PROMIS SF v1.0 – Smoking_Emo Sensory Expect Daily 6a 12-8-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate first-

person statements related to use of cigarettes to elicit positive emotional and sensory 

responses.  NOTE- Response options are identical to those contained in PROMIS SF v1.0 

– Smoking_Emo Sensory Expect AllSmokers 6a 12-8-2016.pdf. 

xxxv) PROMIS SF v1.0 – Smoking_Emo Sensory Expect Nondaily 6a 12-8-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate first-

person statements related to use of cigarettes to elicit positive emotional and sensory 

responses.  NOTE- Response options are identical to those contained in PROMIS SF v1.0 

– Smoking_Emo Sensory Expect AllSmokers 6a 12-8-2016.pdf. 

xxxvi) PROMIS SF v1.0 – Smoking_Health Expect AllSmokers 6a 12-8-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate first-

person statements relating smoking to various medical complications (e.g. shorter 

lifespan, heart troubles) and development of impaired quality of life. 

xxxvii) PROMIS SF v1.0 – Smoking_Health Expect Daily 6a 12-8-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate first-

person statements relating smoking to various medical complications (e.g. shorter 

lifespan, heart troubles) and development of impaired quality of life. NOTE- Response 

options are identical to those contained in PROMIS SF v1.0 – Smoking_Health Expect 

AllSmokers 6a 12-8-2016.pdf. 

xxxviii) PROMIS SF v1.0 – Smoking_Health Expect Nondaily 6a 12-8-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate first-

person statements relating smoking to various medical complications (e.g. shorter 

lifespan, heart troubles) and development of impaired quality of life. NOTE- Response 

options are identical to those contained in PROMIS SF v1.0 – Smoking_Health Expect 

AllSmokers 6a 12-8-2016.pdf. 

xxxix) PROMIS SF v1.0 – Smoking_Nicotine Dependence AllSmokers 4a 12-8-2016.pdf 

(1)	 Four (4) questions utilizing five-point response scales asking the respondent to rate first-

person statements relating smoking-related behaviors to dependence behavior. 
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xl) PROMIS SF v1.0 – Smoking_Nicotine Dependence AllSmokers 8a 12-8-2016.pdf 

(1) Eight (8) questions utilizing five-point response scales asking the respondent to rate 

first-person statements relating smoking-related behaviors to dependence behavior. 

xli) PROMIS SF v1.0 – Smoking_Nicotine Dependence Daily 4a 12-8-2016.pdf 

(1)	 Four (4) questions utilizing five-point response scales asking the respondent to rate first-

person statements relating smoking-related behaviors to dependence behavior. NOTE-

Response options are identical to those contained in PROMIS SF v1.0 – 

Smoking_Nicotine Dependence AllSmokers 4a 12-8-2016.pdf 

xlii) PROMIS SF v1.0 – Smoking_Nicotine Dependence Daily 8a 12-8-2016.pdf 

(1)	 Eight (8) questions utilizing five-point response scales asking the respondent to rate 

first-person statements relating smoking-related behaviors to dependence behavior. 

NOTE- Response options are identical to those contained in PROMIS SF v1.0 – 

Smoking_Nicotine Dependence AllSmokers 8a 12-8-2016.pdf 

xliii) PROMIS SF v1.0 – Smoking_Nicotine Dependence Nondaily 4a 12-8-2016.pdf 

(1)	 Four (4) questions utilizing five-point response scales asking the respondent to rate first-

person statements relating smoking-related behaviors to dependence behavior. NOTE-

Response options are identical to those contained in PROMIS SF v1.0 – 

Smoking_Nicotine Dependence AllSmokers 4a 12-8-2016.pdf 

xliv) PROMIS SF v1.0 – Smoking_Nicotine Dependence Nondaily 8a 12-8-2016.pdf 

(1)	 Eight (8) questions utilizing five-point response scales asking the respondent to rate 

first-person statements relating smoking-related behaviors to dependence behavior. 

NOTE- Response options are identical to those contained in PROMIS SF v1.0 – 

Smoking_Nicotine Dependence AllSmokers 8a 12-8-2016.pdf 

xlv) PROMIS SF v1.0 – Smoking_Psychosocial Expect AllSmokers 6a 12-8-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate first-

person statements relating smoking to various negative psychosocial expectations (e.g. 

loss of control, decreased respect from others, feeling less attractive, etc). 

xlvi) PROMIS SF v1.0 – Smoking_Psychosocial Expect Daily 6a 12-8-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate first-

person statements relating smoking to various negative psychosocial expectations (e.g. 

loss of control, decreased respect from others, feeling less attractive, etc).  NOTE-

Response options are identical to those contained in PROMIS SF v1.0 – 

Smoking_Psychosocial Expect AllSmokers 6a 12-8-2016.pdf 

xlvii) PROMIS SF v1.0 – Smoking_Psychosocial Expect Nondaily 6a 12-8-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate first-

person statements relating smoking to various negative psychosocial expectations (e.g. 

loss of control, decreased respect from others, feeling less attractive, etc).  NOTE-

Response options are identical to those contained in PROMIS SF v1.0 – 

Smoking_Psychosocial Expect AllSmokers 6a 12-8-2016.pdf 

xlviii) PROMIS SF v1.0 – Smoking_Social Motivations AllSmokers 4a 12-8-2016.pdf 

(1)	 Four (4) questions utilizing five-point response scales asking the respondent to rate first-

person statements relating smoking to various positive social benefits (e.g. more relaxed 

with people, social bond with other smokers). 
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xlix) PROMIS SF v1.0 – Smoking_Social Motivations Daily 4a 12-8-2016.pdf 

(1)	 Four (4) questions utilizing five-point response scales asking the respondent to rate first-

person statements relating smoking to various positive social benefits (e.g. more relaxed 

with people, social bond with other smokers).  NOTE- Response options are identical to 

those contained in PROMIS SF v1.0 – Smoking_Social Motivations AllSmokers 4a 12-8­

2016.pdf 

l) PROMIS SF v1.0 – Smoking_Social Motivations Nondaily 4a 12-8-2016.pdf 

(1)	 Four (4) questions utilizing five-point response scales asking the respondent to rate first-

person statements relating smoking to various positive social benefits (e.g. more relaxed 

with people, social bond with other smokers).  NOTE- Response options are identical to 

those contained in PROMIS SF v1.0 – Smoking_Social Motivations AllSmokers 4a 12-8­

2016.pdf 

li) PROMIS SF v1.1 - ED-Anger 5a 4-27-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent to rate 

first-person statements about anger symptoms experienced in the last 7 days.
 
lii) PROMIS SF v2.0 – Cognitive Abilities Subset 4a 10-20-2016.pdf
 

(1)	 Four (4) questions utilizing five-point response scales asking the respondent to rate 

positive first-person statements related to various cognitive abilities (e.g. sharpness, 

memory, thinking, tracking) over the past 7 days. 

liii) PROMIS SF v2.0 – Cognitive Function 4a 10-20-2016.pdf 

(1)	 Four (4) questions utilizing five-point response scales asking the respondent to rate 

negative first-person statements related to various cognitive abilities (e.g. thinking, 

tracking) over the past 7 days. 

liv) PROMIS SF v2.0 – Cognitive Function 6a 7-7-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate 

negative first-person statements related to various cognitive abilities (e.g. thinking, 

tracking) over the past 7 days. 

lv) PROMIS SF v2.0 – Cognitive Function 8a 7-7-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate 

negative first-person statements related to various cognitive abilities (e.g. thinking, 

tracking, mathematical ability) over the past 7 days. 

lvi) PROMIS SF v2.0 – Cognitive Function Abilities Subset 6a 10-20-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate 

positive first-person statements related to various cognitive abilities (e.g. sharpness, 

memory, thinking, tracking, concentration, clarity) over the past 7 days. 

lvii) PROMIS SF v2.0 – Cognitive Function Abilities Subset 8a 7-7-2017 

(1)	 Eight (8) questions utilizing five-point response scales asking the respondent to rate 

positive first-person statements related to various cognitive abilities (e.g. sharpness, 

memory, thinking, tracking, concentration, clarity) over the past 7 days. 

c)	 Physical Health 

i) PROMIS Scale v1 0 - GI Belly Pain 5a 09-01-2016.pdf 

(1)	 Five (5) question document utilizing five-point response scales to assess abdominal pain 

and discomfort in the last 7 days.  There are two screening questions #1 and #5) asking 

the respondent to rate presence/frequency of “belly pain” (#1) and “belly discomfort” 
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(#5).  Questions 2-4 ask respondent to rate severity and how much belly pain limited 

day-to-day activities. 

ii) PROMIS Scale v1.0 - GI Bowel Incontinence 4a 09-01-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent about fecal 

incontinence occurring in the past 7 days. 

iii) PROMIS Scale v1.0 - GI Constipation 9a 09-01-2016.pdf 

(1)	 Nine (9) questions utilize a five-point response scale to assess constipation and 

rectal/anal pain.  The scale includes three screening questions (#1 for constipation, #3 

for straining at stool, and #6 for rectal/anal pain. 

iv) PROMIS Scale v1.0 - GI Diarrhea 6a 09-01-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scale to evaluate diarrhea.  Two screening 

questions are included. #1 inquires about the frequency of loose or watery stools.  

Question s#2 and 3 asses impact of diarrhea.  Question #4 assesses tenesmus.  If the 

respondent answers never, the survey is over.  If any frequency, then questions #5 and 6 

evaluate the impact of tenesmus on the respondent’s day-to-day activities and 

symptom burden. 

v) PROMIS Scale v1.0 - GI Disrupted and Swallowing 7a 09-01-2016.pdf 

(1)	 Seven (7) questions utilizing a five-point response scale asking the respondent to rate 

the presence and severity of symptoms related to swallowing solids, semi-solids, liquids 

and pills in the last 7 days. 

vi) PROMIS Scale v1.0 - GI Gas and Bloating 13a 09-02-2016.pdf 

(1)	 Thirteen (13) questions utilizing a five-point response scale asking the respondent to 

rate the presence and severity of abdominal swelling, bloating, and gas-related 

symptoms over the past 7 days. 

vii) PROMIS Scale v1.0 - GI Nausea and Vomiting 4a 09-01-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent to rate the 

presence and severity of nausea, poor appetite, and vomiting symptoms over the past 7 

days. 

viii) PROMIS Scale v1.0 - GI Reflux 13a 09-01-2016.pdf 

(1)	 Thirteen (13) questions utilizing a five-point response scale asking the respondent about 

the presence and severity of eructation, regurgitation, pain, hiccups, and burping over 

the past 7 days. 

ix) PROMIS Scale v1.0 - Pain Intensity 3a 6-23-2016.pdf 

(1) Three (3) questions utilizing a five-point response scale asking the respondent to rate 

the presence and severity of pain (peak, average, current) in the last 7 days. 

x) PROMIS Scale v2.0 - Neuropathic Pain Quality 5a_8-2-2016.pdf 

(1)	 Five (5) questions utilizing a five-point response scale asking the respondent to rate the 

presence and severity of neuropathic pain symptoms (pins and needles, tingly, stinging, 

electrical, and numb) over the last 7 days. 

xi) PROMIS Scale v2.0 - Nociceptive Pain Quality 5a_8-2-2016.pdf 

(1)	 Five (5) questions utilizing a five-point response scale asking the respondent to rate the 

presence and severity of nocioceptive pain symptoms (sore, tender, achy, deep, and 

steady) over the last 7 days. 
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xii) PROMIS SF v1.0-Dyspnea Functional Limitations 10a_9-2-2016.pdf 

(1)	 Ten (10) questions utilizing a four-point response scale asking the respondent to assess, 

considering the respondent’s shortness of breath over the past 7 days, whether or not 

basic activities were performed and the amount of difficulty completing those activities 

of daily living, including walking ½ mile. 

xiii) PROMIS SF v1.0 - Dyspnea Severity 10a_8-1-2016.pdf 

(1)	 Ten (10) questions utilizing a four-point response scale asking the respondent to assess, 

considering the respondent’s shortness of breath over the past 7 days, whether or not 

basic activities were performed and the severity of dyspnea associated with completion 

of those activities of daily living, including walking ½ mile. 

xiv) PROMIS SF v1.0 - Fatigue 4a 5-16-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent to rate the 

presence and severity of fatigue in the last 7 days. 

xv) PROMIS SF v1.0 - Fatigue 6a 5-16-2016.pdf 

(1)	 Six (6) questions utilizing a five-point response scale asking the respondent to rate the 

presence and severity of fatigue in the last 7 days, including single questions related to 

symptom burden and interference with physical function. 

xvi) PROMIS SF v1.0 - Fatigue 7a 5-2-2016.pdf 

(1)	 Seven (7) questions utilizing a five-point response scale asking the respondent to rate 

the presence and severity of fatigue in the last 7 days, focusing on symptom burden and 

interference with physical function. 

xvii) PROMIS SF v1.0 - Fatigue 8a 5-16-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale asking the respondent to rate the 

presence and severity of fatigue in the last 7 days, including frequency of fatigue-related 

interference with tasks and activities. 

xviii) PROMIS SF v1.0 - Pain Interference 4a 6-2-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent to rate the 

degree to which pain interfered with day-to-day activities, household chores, and social 

activities. 

xix) PROMIS SF v1.0 - Pain Interference 6a 6-2-2016.pdf 

(1)	 Six (6) questions utilizing a five-point response scale asking the respondent to rate the 

degree to which pain interfered with day-to-day activities, household chores, things 

usually done for fun, and social activities. 

xx) PROMIS SF v1.0 - Pain Interference 6b 5-2-2016.pdf 

(1)	 Six (6) questions utilizing a five-point response scale asking the respondent to rate the 

degree to which pain interfered with day-to-day activities, household chores, things 

usually done for fun, and social activities. NOTE- Significant content overlap with 

PROMIS SF v1.0 - Pain Interference 6a 6-2-2016.pdf, but different questions used here. 

xxi) PROMIS SF v1.0 - Pain Interference 8a 6-2-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale asking the respondent to rate the 

degree to which pain interfered with day-to-day activities, household chores, things 

usually done for fun, family life, enjoyment, and social activities. 
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xxii) PROMIS SF v1.0 - Physical Func Samples w Mobility Aid 11-29-2016.pdf 

(1)	 Eleven (11) questions utilizing a five-point response scale asking the respondent about 

ability to walk, perform bathing/toileting functions, and other basic physical maneuvers. 

In addition, there is one screening question asking if the respondent can walk 25 feet on 

a level surface/  If the respondent answers “yes” the first three main form questions are 

answered/  If “no”, then those questions about extent of walking ability are skipped. 

xxiii) PROMIS SF v1.0 - Sleep Disturbance 4a 6-2-2016.pdf 

(1)	 Four (4) questions utilizing five-point response scales asking the respondent to rate first-

person statements regarding sleep quality and effectiveness in the last 7 days. 

xxiv) PROMIS SF v1.0 - Sleep Disturbance 6a 6-2-2016.pdf 

(1)	 Six (6) questions utilizing five-point response scales asking the respondent to rate first-

person statements regarding sleep quality and effectiveness in the last 7 days, including 

questions about difficulty falling asleep. 

xxv) PROMIS SF v1.0 - Sleep Disturbance 8a 6-2-2016.pdf 

(1)	 Eight (8) questions utilizing five-point response scales asking the respondent to rate 

first-person statements regarding sleep quality and effectiveness in the last 7 days, 

including questions about difficulty falling asleep and respondent’s satisfaction with 

sleep quality. 

xxvi) PROMIS SF v1.0 - Sleep Disturbance 8b 5-3-20126.pdf 

(1)	 Eight (8) questions utilizing five-point response scales asking the respondent to rate 

first-person statements regarding sleep quality and effectiveness, including questions 

about difficulty falling asleep and respondent’s satisfaction with sleep quality. NOTE-

Substantive overlap with PROMIS SF v1.0 - Sleep Disturbance 8a 6-2-2016.pdf. 

xxvii) PROMIS SF v1.0 - Sleep Related Impairment 8a 5-9-2016.pdf 

(1)	 Eight (8) questions utilizing five-point response scales asking the respondent to rate 

first-person statements regarding awake time symptoms in the last 7 days related to 

lack of sleep effectiveness. 

xxviii) PROMIS SF v1.1 - Pain Behavior 7a 5-2-2016.pdf 

(1)	 Seven (7) questions utilizing five-point response scales asking the respondent to rate 

first-person statements regarding the effects of pain on several physical and 

psychological behaviors in the last 7 days. 

xxix) PROMIS SF v2.0 - Physical Function 4a 11-29-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent to rate 

statements about basic physical tasks (perform chores, ascend and descend stairs at 

normal pace, walk for at least 15 minutes, run errands and shop). 

xxx) PROMIS SF v2.0 - Physical Function 6b 11-29-2016.pdf 

(1)	 Six (6) questions utilizing a five-point response scale asking the respondent to rate 

statements about basic physical tasks (perform chores, ascend and descend stairs at 

normal pace, walk for at least 15 minutes, run errands and shop). In addition, there are 

two questions asking the respondent whether their health now limits the ability to do 

two hours of physical labor, or performing moderate work around the house (e.g. 

vacuuming, sweeping floors, carrying groceries). 
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xxxi) PROMIS SF v2.0 - Physical Function 8b 11-29-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

statements about basic physical tasks (perform chores, ascend and descend stairs at 

normal pace, walk for at least 15 minutes, run errands and shop). In addition, there are 

two questions asking the respondent whether their health now limits the ability to do 

two hours of physical labor, or performing moderate work around the house (e.g. 

vacuuming, sweeping or scrubbing floors, lifting or carrying groceries, lifting/moving 

heavy furniture). NOTE- Nearly identical to PROMIS SF v2.0 - Physical Function 6b 11-29­

2016.pdf, except for the addition of two additional questions that effectively raise the 

“ceiling” on difficulty of activities inquired about/ 

xxxii) PROMIS SF v2.0 - Physical Function 10a 11-29-2016.pdf 

(1)	 Ten (10) questions utilizing a five-point response scale asking the respondent to rate 

statements about limitations on both moderate and vigorous physical activities as well 

as five (5) questions asking the respondent to rate their ability to perform basic physical 

tasks (chores such as vacuuming or yard work, dressing oneself, shampooing your own 

hair, wash and dry body, toileting). 

xxxiii) PROMIS SF v2.0 - Physical Function 10b 1-23-2017.pdf 

(1)	 Ten (10) questions utilizing a five-point response scale asking the respondent to rate 

statements about basic physical tasks (perform chores, get in and out of car, ascend and 

descend stairs at normal pace, run errands and shop, bend down and pick up clothing 

from floor, lift 10 lbs. over head).  In addition, the form includes four questions asking 

the respondent if current health limits ability to perform vigorous activities, 

bathing/dressing, putting trash bag outside, or moderate activities. 

xxxiv) PROMIS SF v2.0 - Physical Function 20a 11-29-2016.pdf 

(1)	 Twenty (20) questions utilizing a five-point response scale asking the respondent to rate 

six (6) statements about limitations on both moderate and vigorous physical activities as 

well as fourteen (14) questions asking the respondent to rate their ability to perform 

basic physical tasks (chores such as vacuuming or yard work, dressing oneself, 

shampooing your own hair, wash and dry body, toileting). NOTE- Significant overlap 

with PROMIS SF v2.0 - Physical Function 10a 11-29-2016.pdf, but this form includes a 

more extensive/detailed list of physical tasks. 

xxxv) PROMIS SF v2.0 - Upper Extremity 7a 11-29-2016.pdf 

(1)	 Seven (7) questions utilizing a five-point response scale asking the respondent to rate 

statements about basic physical tasks requiring upper extremity function to complete 

(carry object weighing over10 lbs., wash your back, put on or take off coat or jacket, 

carry shopping bag or briefcase, lift 10 lbs. above shoulder, change overhead lightbulb, 

pass a 20 lb. turkey or ham at dinner table). 

d)	 Social Health 

i) PROMIS SF v1.0 - Psychosoc Illness Impact-Neg 4a 8-4-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent to rate 

first-person perspective, negative statements about basic psychosocial items 

(worthlessness, disconnectedness, worry about the future, life meaning).  Each question 

has two subparts, asking about accuracy of the statement before the illness and now, 

since the illness. 
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ii) PROMIS SF v1.0 - Psychosoc Illness Impact-Neg 8a 8-4-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

first-person perspective, negative statements about basic psychosocial items 

(worthlessness, disconnectedness, worry about the future, life meaning), using an 

expanded list of items compared to PROMIS SF v1.0 - Psychosoc Illness Impact-Neg 4a 8­

4-2016.pdf. Each question has two subparts, asking about accuracy of the statement 

before the illness and now, since the illness. 

iii) PROMIS SF v1.0 - Psychosoc Illness Impact-Pos 4a 8-4-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale asking the respondent to rate 

first-person perspective, positive statements about basic psychosocial items 

(comfortable with self, realize who my friends are, adjusting to things that cannot be 

changed, life meaning).  Each question has two subparts, asking about accuracy of the 

statement before the illness and now, since the illness. 

iv) PROMIS SF v1.0 - Psychosoc Illness Impact-Pos 8a 8-4-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale asking the respondent to rate 

first-person perspective, positive statements about basic psychosocial items 

(comfortable with self, realize who my friends are, adjusting to things that cannot be 

changed, life meaning), using an expanded list of items compared to PROMIS SF v1.0 -

Psychosoc Illness Impact-Pos 4a 8-4-2016.pdf. Each question has two subparts, asking 

about accuracy of the statement before the illness and now, since the illness. 

v) PROMIS SF v1.0 - Satisf w Partic in DSA 7a 6-26-2016.pdf 

(1)	 Seven (7) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate satisfaction in the last 7 days with various aspects of 

discretionary social activity (fun activities at home, do things for friends, leisure 

activities, fun activities outside the home). 

vi) PROMIS SF v1.0 - Satisf w Partic in Soc Roles 7a 5-9-2016.pdf 

(1)	 Seven (7) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate satisfaction in the last 7 days with the ability to work and 

work capacity as well as ability to perform daily routines and fulfill personal/household 

responsibilities.  NOTE- Similar in all aspects to PROMIS SF v1.0 - Satisf w Partic Soc 

Roles 4a 6-6-2016.pdf and PROMIS SF v1.0 - Satisf w Partic Soc Roles 6a 6-6-2016.pdf, 

with slightly expanded question list. 

vii) PROMIS SF v1.0 - Satisf w Partic Soc Roles 4a 6-6-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate satisfaction in the last 7 days with the ability to work and 

work capacity as well as ability to perform daily routines and fulfill personal/household 

responsibilities. 

viii) PROMIS SF v1.0 - Satisf w Partic Soc Roles 6a 6-6-2016.pdf 

(1)	 Six (6) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate satisfaction in the last 7 days with the ability to work and 

work capacity as well as ability to perform daily routines and fulfill personal/household 

responsibilities.  NOTE- Similar in all aspects to PROMIS SF v1.0 - Satisf w Partic Soc 

Roles 4a 6-6-2016.pdf, with slightly expanded question list. 
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xvii) PROMIS SF v2.0 - Emotional Support 6a 6-23-2016.pdf 

(1)	 Six (6) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate positive statements describing the respondent’s 

emotional support resources (focused on person or people- “someone”)/  PROMIS SF 

v2.0 - Emotional Support 6a 6-23-2016.pdf and PROMIS SF v2.0 - Emotional Support 8a 

6-23-2016.pdf use the same format with progressively expanded question set. 

xviii) PROMIS SF v2.0 - Emotional Support 8a 6-23-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate positive statements describing the respondent’s 

emotional support resources (focused on person or people- “someone”)/  PROMIS SF 

v2.0 - Emotional Support 6a 6-23-2016.pdf and PROMIS SF v2.0 - Emotional Support 8a 

6-23-2016.pdf use the same format with progressively expanded question set. 

xix) PROMIS SF v2.0 - Informational Support 4a 6-23-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate statements describing available sources of information 

and advice. 

xx) PROMIS SF v2.0 - Informational Support 8a 6-23-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate statements describing available sources of information 

and advice. 

xxi) PROMIS SF v2.0 - Instrumental Support 4a 6-23-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate statements describing available support resources (e.g. 

help if you’re confined to bed, someone to take you to the doctor, someone to help 

with daily chores if you are sick, someone to run errands as needed).  PROMIS SF v2.0 ­

Instrumental Support 6a 6-23-2016.pdf and PROMIS SF v2.0 - Instrumental Support 8a 

6-23-2016.pdf use identical format and add questions about meal preparation, and 

responsibilities at home but do not fundamentally change the scope of topics covered. 

xxii) PROMIS SF v2.0 - Instrumental Support 6a 6-23-2016.pdf 

(1)	 Six (6) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate statements describing available support resources (e.g. 

help if you’re confined to bed, someone to take you to the doctor, someone to help 

with daily chores if you are sick, someone to run errands as needed).  PROMIS SF v2.0 ­

Instrumental Support 6a 6-23-2016.pdf and PROMIS SF v2.0 - Instrumental Support 8a 

6-23-2016.pdf use identical format and add questions about meal preparation, and 

responsibilities at home but do not fundamentally change the scope of topics covered. 

xxiii) PROMIS SF v2.0 - Instrumental Support 8a 6-23-2016.pdf 

(1)	 Eight (8) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate statements describing available support resources (e.g. 

help if you’re confined to bed, someone to take you to the doctor, someone to help 

with daily chores if you are sick, someone to run errands as needed).  PROMIS SF v2.0 ­

Instrumental Support 6a 6-23-2016.pdf and PROMIS SF v2.0 - Instrumental Support 8a 

6-23-2016.pdf use identical format and add questions about meal preparation, and 

responsibilities at home but do not fundamentally change the scope of topics covered. 
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xxiv) PROMIS SF v2.0 - Satisfaction with Social Roles 4a 6-26-2016.pdf 

(1) Four (4) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate statements describing the respondent’s satisfaction with 

various aspects of social roles and activities (e.g. do things for family, do fun things with 

others, do things for friends, perform daily routines).  PROMIS SF v2.0 - Satisfaction with 

Social Roles 6a 6-23-2016.pdf and PROMIS SF v2.0 - Satisfaction with Social Roles 8a 6­

23-2016.pdf utilize identical format and expanded question set that includes “fun 

outside of my home” and “satisfaction with one’s ability to do the work that is really 

important to” the respondent/ 

xxv) PROMIS SF v2.0 - Satisfaction with Social Roles 6a 6-23-2016.pdf 

(1) Six (6) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate statements describing the respondent’s satisfaction with 

various aspects of social roles and activities (e.g. do things for family, do fun things with 

others, do things for friends, perform daily routines).  PROMIS SF v2.0 - Satisfaction with 

Social Roles 6a 6-23-2016.pdf and PROMIS SF v2.0 - Satisfaction with Social Roles 8a 6­

23-2016.pdf utilize identical format and expanded question set that includes “fun 

outside of my home” and “satisfaction with one’s ability to do the work that is really 

important to” the respondent/ 

xxvi) PROMIS SF v2.0 - Satisfaction with Social Roles 8a 6-23-2016.pdf 

(1) Eight (8) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate statements describing the respondent’s satisfaction with 

various aspects of social roles and activities (e.g. do things for family, do fun things with 

others, do things for friends, perform daily routines).  PROMIS SF v2.0 - Satisfaction with 

Social Roles 6a 6-23-2016.pdf and PROMIS SF v2.0 - Satisfaction with Social Roles 8a 6­

23-2016.pdf utilize identical format and expanded question set that includes “fun 

outside of my home” and “satisfaction with one’s ability to do the work that is really 

important to” the respondent/ 

xxvii) PROMIS SF v2.0 - Social Isolation 4a 6-23-2016.pdf 

(1)	 Four (4) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate statements describing the respondent’s perception of 

social isolation.  PROMIS SF v2.0 - Social Isolation 6a 6-23-2016.pdf and PROMIS SF v2.0 ­

Social Isolation 8a 6-23-2016.pdf include additional questions that do not fundamentally 

change the scope of the instruments. 

xxviii) PROMIS SF v2.0 - Social Isolation 6a 6-23-2016.pdf 

(1) Six (6) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate statements describing the respondent’s perception of 

social isolation.  PROMIS SF v2.0 - Social Isolation 6a 6-23-2016.pdf and PROMIS SF v2.0 ­

Social Isolation 8a 6-23-2016.pdf include additional questions that do not fundamentally 

change the scope of the instruments. 

xxix) PROMIS SF v2.0 - Social Isolation 8a 6-23-2016.pdf 

(1) Eight (8) questions utilizing a five-point response scale and a first-person perspective, 

asking the respondent to rate statements describing the respondent’s perception of 

social isolation.  PROMIS SF v2.0 - Social Isolation 6a 6-23-2016.pdf and PROMIS SF v2.0 ­
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Social Isolation 8a 6-23-2016.pdf include additional questions that do not fundamentally 

change the scope of the instruments. 

4)	 Parent Proxy Item Banks 

a)	 Global Health
 
i) PROMIS Parent Proxy Bank v2.0 - Asthma Impact 7-29-2016.pdf
 
ii) PROMIS Scale v1.0 - Parent Proxy Global Health 7 3-31-2016.pdf
 
iii) PROMIS Scale v1.0 - Parent Proxy Global Health 7+2 5-5-2016.pdf
 

b)	 Mental Health
 
i) PROMIS Bank v1.0 - Parent Proxy Life Satisfaction 5-6-2016.pdf
 
ii) PROMIS Bank v1.0 - Parent Proxy Meaning and Purpose 5-6-2016.pdf
 
iii) PROMIS Bank v1.0 - Parent Proxy Phys Stress Exp 5-6-2016.pdf
 
iv) PROMIS Bank v1.0 - Parent Proxy Positive Affect 5-5-2016.pdf
 
v) PROMIS Bank v1.0 - Parent Proxy Psych Stress Experiences 5-5-2016.pdf
 
vi) PROMIS Parent Proxy Bank v2.0 - Anxiety 7-29-2016.pdf
 
vii) PROMIS Parent Proxy Bank v2.0 - Depressive Symptoms 7-29-2016.pdf
 

c)	 Physical Health
 
i) PROMIS Bank v1.0 - Parent Proxy Physical Activity 5-5-2016.pdf
 
ii) PROMIS Bank v1.0 - Parent Proxy Strength Impact 5-5-2016.pdf
 
iii) PROMIS Parent Proxy Bank v2.0 - Fatigue 7-29-2016.pdf
 
iv) PROMIS Parent Proxy Bank v2.0 - Mobility_7-29-2016.pdf
 
v) PROMIS Parent Proxy Bank v2.0 - Pain Interference 7-29-2016.pdf
 
vi) PROMIS Parent Proxy Bank v2.0 - Upper Extremity 7-29-2016.pdf
 

d)	 Social Health
 
i) PROMIS Parent Proxy Bank v2.0 - Peer Relationships 7-29-2016.pdf
 

5)	 Parent Proxy Profiles 

a) PROMIS Parent Proxy-25 Profile v2.0 7-26-2016.pdf
 
b) PROMIS Parent Proxy-37 Profile v2.0 7-26-2016.pdf
 
c) PROMIS Parent Proxy-49 Profile v2.0 7-29-2016.pdf
 

6)	 Parent Proxy Short Forms 

a)	 Global and Other
 
i) PROMIS Parent Proxy SF v2.0 - Asthma Impact 8a_7-20-2016.pdf
 

b)	 Mental Health
 
i) PROMIS Parent Proxy Scale v2.0 - Anger 5a 7-29-2016.pdf
 
ii) PROMIS Parent Proxy SF v2.0 - Anxiety 8a 7-29-2016.pdf
 
iii) PROMIS Parent Proxy SF v2.0 - Depressive Symptoms 6a 7-29-2016.pdf
 
iv) PROMIS SF v1.0 - Parent Proxy Life Satisfaction 4a 5-6-2016.pdf
 
v) PROMIS SF v1.0 - Parent Proxy Life Satisfaction 8a 5-6-2016.pdf
 
vi) PROMIS SF v1.0 - Parent Proxy Meaning and Purpose 4a 5-6-2016.pdf
 
vii) PROMIS SF v1.0 - Parent Proxy Meaning and Purpose 8a 5-6-2016.pdf
 
viii) PROMIS SF v1.0 - Parent Proxy Phys Stress Exp 4a 5-6-2016.pdf
 
ix) PROMIS SF v1.0 - Parent Proxy Phys Stress Exp 8a 5-6-2016.pdf
 
x) PROMIS SF v1.0 - Parent Proxy Positive Affect 4a 5-5-2016.pdf
 
xi) PROMIS SF v1.0 - Parent Proxy Positive Affect 8a 5-5-2016.pdf
 
xii) PROMIS SF v1.0 - Parent Proxy Psych Stress Experiences 4a 5-5-2016.pdf
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xiii) PROMIS SF v1.0 - Parent Proxy Psych Stress Experiences 8a 5-5-2016.pdf 

c)	 Physical Health
 
i) PROMIS Parent Proxy SF v2.0 - Fatigue 10a 7-29-2016.pdf
 
ii) PROMIS Parent Proxy SF v2.0 - Mobility 8a 7-29-2016.pdf
 
iii) PROMIS Parent Proxy SF v2.0 - Pain Interference 8a 7-29-2016.pdf
 
iv) PROMIS Parent Proxy SF v2.0 - Upper Extremity 8a 7-29-2016.pdf
 
v) PROMIS SF v1.0 - Parent Proxy Physical Activity 4a 5-5-2016.pdf
 
vi) PROMIS SF v1.0 - Parent Proxy Physical Activity 8a 5-5-2016.pdf
 
vii) PROMIS SF v1.0 - Parent Proxy Strength Impact 4a 5-5-2016.pdf
 
viii) PROMIS SF v1.0 - Parent Proxy Strength Impact 8a 5-5-2016.pdf
 

d)	 Social Health
 
i) PROMIS Parent Proxy SF v2.0 - Peer Relationship 7a 7-29-2016.pdf
 

7)	 Pediatric Item Banks 

a)	 Global and Other
 
i) PROMIS Pediatric Bank v2.0 - Asthma Impact 7-28-2016.pdf
 

b)	 Mental Health 

i) PROMIS Pediatric Item Bank v1.0 - Life Satisfaction 7-7-2016.pdf 

ii) PROMIS Pediatric Item Bank v1.0 - Meaning and Purpose 7-14-2016.pdf 

iii) PROMIS Pediatric Item Bank v1.0 - Phys Stress Experiences 7-14-2016.pdf 

iv) PROMIS Pediatric Item Bank v1.0 - Positive Affect 7-14-2016.pdf 

v) PROMIS Pediatric Item Bank v1.0 - Psych Stress Experiences 7-14-2016.pdf 

vi) PROMIS Pediatric Item Bank v2.0 - Anxiety 7-28-2016.pdf 

vii) PROMIS Pediatric Item Bank v2.0 - Depressive Symptoms 7-28-2016.pdf 

c)	 Physical Health 

i) PROMIS Pediatric Item Bank v1.0 - Physical Activity 7-14-2016.pdf 

ii) PROMIS Pediatric Item Bank v1.0 - Strength Impact 7-14-2016.pdf 

iii) PROMIS Pediatric Item Bank v2.0 - Fatigue 7-28-2016.pdf 

iv) PROMIS Pediatric Item Bank v2.0 - Mobility 7-28-2016.pdf 

v) PROMIS Pediatric Item Bank v2.0 - Pain Interference 7-28-2016.pdf 

vi) PROMIS Pediatric Item Bank v2.0 - Upper Extremity 7-28-2016.pdf 

d)	 Social Health 

i) PROMIS Pediatric Item Bank v2.0 - Peer Relationships 7-28-2016.pdf 

8)	 Pediatric Profiles 

a) PROMIS Pediatric v2.0 Profile-25_7-28-2016.pdf
 
b) PROMIS Pediatric v2.0 Profile-37_8-01-2016.pdf
 
c) PROMIS Pediatric v2.0 Profile-49_9-23-2016.pdf
 

9)	 Pediatric Short Forms 

a)	 Global and Other
 
i) PROMIS Pediatric Scale v1.0 - Global Health 7 7-14-2016.pdf
 
ii) PROMIS Pediatric Scale v1.0 - Global Health 7+2 7-14-2016.pdf
 
iii) PROMIS Pediatric SF v2 0 - Asth Imp 8a 7-20-2016.pdf
 

b)	 Mental Health
 
i) PROMIS Pediatric Scale v2.0 - Anger 9a_7-27-2016.pdf
 
ii) PROMIS Pediatric SF v1.0 - Life Satisfaction 4a 7-14-2016.pdf
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iii) PROMIS Pediatric SF v1.0 - Life Satisfaction 8a 7-14-2016.pdf 

iv) PROMIS Pediatric SF v1.0 - Meaning and Purpose 4a 7-14-2016.pdf 

v) PROMIS Pediatric SF v1.0 - Meaning and Purpose 8a 7-14-2016.pdf 

vi) PROMIS Pediatric SF v1.0 - Phys Stress Experiences 4a 7-14-2016.pdf 

vii) PROMIS Pediatric SF v1.0 - Phys Stress Experiences 8a 7-14-2016.pdf 

viii) PROMIS Pediatric SF v1.0 - Positive Affect 4a 7-14-2016.pdf 

ix) PROMIS Pediatric SF v1.0 - Positive Affect 8a 7-14-2016.pdf 

x) PROMIS Pediatric SF v1.0 - Psych Stress Experiences 4a 7-14-2016.pdf 

xi) PROMIS Pediatric SF v1.0 - Psych Stress Experiences 8a 7-14-2016.pdf 

xii) PROMIS Pediatric SF v2.0 - Anger5a_7-27-2016.pdf 

xiii) PROMIS Pediatric SF v2.0 - Anxiety 8a 7-27-2016.pdf 

xiv) PROMIS Pediatric SF v2.0 - Depressive Symptoms 8a 7-28-2016.pdf 

c)	 Physical Health 

i) PROMIS Pediatric SF v1.0 - Physical Activity 4a 7-14-2016.pdf 

ii) PROMIS Pediatric SF v1.0 - Physical Activity 8a 7-14-2016.pdf 

iii) PROMIS Pediatric SF v1.0 - Strength Impact 4a 7-14-2016.pdf 

iv) PROMIS Pediatric SF v1.0 - Strength Impact 8a 7-14-2016.pdf 

v) PROMIS Pediatric SF v2.0 - Fatigue 10a 7-28-2016.pdf 

vi) PROMIS Pediatric SF v2.0 - Mobility 8a 7-28-2016.pdf 

vii) PROMIS Pediatric SF v2.0 - Pain Interference 8a 7-28-2016.pdf 

viii) PROMIS Pediatric SF v2.0 - Upper Extremity 8a 7-28-2016.pdf 

d)	 Social Health 

i) PROMIS Pediatric SF v2.0 - Peer Relationships 8a 7-28-2016.pdf 
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Appendix H: PRO TEP Post TEP Teleconference Call #1 Minutes 

End Stage Renal Disease (ESRD) Quality Measure Development, Maintenance, and Support Project
 
ESRD Patient Reported Outcomes (PRO) Technical Expert Panel (TEP)
 

Post-TEP Teleconference Call #1 Minutes 

July 19, 2017 11:00am – 1:00pm (ET) 

TEP Members Present UM-KECC CMS 

Jennifer Flythe Claudia Dahlerus Joel Andress 

Michelle Richardson Joseph Messana Elena Balovlenkov 

Kerri Cavanaugh Richard Hirth 

Paul Conway Lan Tong 

Lorien Dalrymple Jordan Affholter CMS/CM 

Derek Forfang Julia Zucco 

Patrick Gee Debra Dean-Whittaker 

Jennifer Geiger Elizabeth Goldstein 

Amanda Grandinetti 

Daniel Iniguez RTI 

Jacqueline Javier-Burns Judith Lynch 

Sherry Rivera Scott Scheffler 

Brigitte Schiller Celia Eicheldinger 

Nancy Scott 

Francesca Tentori 

John Ware 

Introductions 
Claudia Dahlerus, PhD from the University of Michigan Kidney Epidemiology and Cost Center (UM-KECC), 
welcomed everyone to the first Patient Reported Outcomes (PRO) Post-TEP teleconference call, which 
was a follow-up call from the in-person meeting on May 23-24, 2017. Dr. Dahlerus stated the call was 
open to the public, being recorded, and that the last five minutes of each hour was set aside for public 
comments. 

Dr. Dahlerus provided a basic overview of the pre-TEP call agenda. Dr. Dahlerus stated that the first hour 
of the call would be an opportunity for TEP members to have an open discussion with the ICH CAHPS (In-
Center Hemodialysis Consumer Assessment of Healthcare Providers and Systems) team from the 
Centers for Medicare & Medicaid Services (CMS). Dr. Dahlerus stated that TEP members would have the 
opportunity to ask questions and provide feedback on the ICH CAHPS survey to the ICH CAHPS team.  Dr. 
Dahlerus explained that during the in-person meeting PRO TEP meeting there was agreement to defer 
discussion topics related to ICH CAHPS to a follow-up teleconference call where that discussion could 
occur with the ICH CAHPS team.  Dr. Dahlerus stated that the second part of the call would focus on the 
Results of the Environmental Scan and Discussion on Patient Safety and Life Goals. 

Dr. Dahlerus conducted an ordered roll call of the TEP members in attendance. 

The following ICH CAHPS (In-Center Hemodialysis Consumer Assessment of Healthcare Providers and 
Systems) representatives were in attendance: Julia Zucco, PhD (CMS/CM), Debra Dean-Whittaker, PhD 
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(CMS/CM), Elizabeth Goldstein, PhD (CMS/CM), Judith Lynch (RTI), Scott Scheffler, MS (RTI), and Celia 
Eicheldinger, MS (RTI). 

Joel Andress, PhD and Elena Balovlenkov, RN (CMS) from the Centers for Medicare & Medicaid Services 
(CMS) were in attendance.  Joel Andress, PhD (CMS) is the Project Contracting Officer's Representative 
(COR). Elena Balovlenkov, RN, (CMS) is the Dialysis Facility Compare (DFC) lead for Public Reporting. 

TEP Feedback and Discussion on the ICH CAHPS Survey 
Dr. Dahlerus explained that during the in-person PRO TEP meeting in May, there was TEP agreement to 
defer discussion topics related to experience of care and ICH CAHPS to a follow-up teleconference call 
where that discussion could occur with the ICH CAHPS team.  Dr. Dahlerus explained that the main 
reason why this topic was deferred is because it was outside of the scope of the TEP charter. Dr. 
Dahlerus stated that UM-KECC recognized that there was TEP interest in speaking with ICH CAHPS team 
about questions on the survey. Dr. Dahlerus explained that the open TEP discussion with the ICH CAHPS 
team would not be recorded in the PRO TEP Teleconference Call minutes. Dr. Dahlerus opened up the 
discussion for TEP members to speak with the ICH CAHPS team. 

Results of the Environmental Scan and Discussion on Patient Safety 
Dr. Dahlerus stated the goal of the second part of the call was to begin to define some basic content for 
patient safety and life goals measures. During the in-person meeting, TEP members recommended these 
two topics as highest priority.  Dr. Dahlerus explained that the results of the literature search would 
inform the TEP discussion.  Dr. Dahlerus stated that the intent of this discussion is not to define specific 
survey questions or quality metrics.  Dr. Dahlerus stated that the decisions and recommendations from 
this teleconference call would be appended to the final ESRD PRO TEP Summary Report. Dr. Dahlerus 
presented a brief recap of the recommendations from the PRO TEP in-person meeting and then handed 
the discussion over to the TEP co-chairs (see slide 103 in Appendix J). 

One of the TEP co-chairs provided a summary on the environmental scan and literature search results 
for the patient safety topic. The TEP co-chair explained that UM-KECC completed the environmental 
scan and did not identify any existing kidney disease-specific or dialysis patient safety measures. The TEP 
co-chair stated that based on the previous discussion (from the in-person meeting) that the intent was a 
measure based on patient reporting of their level of safety at a dialysis clinic. 

The TEP co-chair stated that two related measures were found: (1) the Patient Measure of Safety 
(inpatient PMOS) and (2) a primary care PMOS. The TEP co-chair stated that the PMOS survey (Giles et. 
al, 2013) has approximately 40 questions. The TEP co-chair asked if the PMOS questions address the 
specific patient safety topics of interest to the TEP. The TEP co-chair further explained that the TEP could 
consider if patient safety questions should be incorporated into the ICH CAHPS as it is an existing patient 
experience of care instrument that is already administered to patients. 

One TEP member asked the TEP co-chair if there were any safety questions in the ICH CAHPS.  The TEP 
co-chair stated that there were not safety questions in the I�H �!HPS that address if patients “feel 
safe”/ 

Another TEP member asked if there were any questions on ICH CAHPS that could be considered a safety 
question. Dr. Dahlerus explained there is one ICH CAHPS question asking patients about whether they 
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experience problems in their treatment that would be the closest question to address patient safety on 
the ICH CAHPS survey. There may be other questions that could be considered safety-related depending 
on interpretation. 

UM-KECC displayed the Patient Measure of Safety (PMOS) for the TEP members to review during the 
call. The TEP members reviewed the PMOS measure. The TEP co-chair stated that one question on the 
PMOS addresses technician competence, which relates to a topic brought up the TEP at the in-person 
meeting.  The TEP co-chair explained that none of the PMOS questions directly apply to the dialysis 
setting.  

One TEP member asked the TEP if there were any PMOS questions that could be useful for a potential 
safety question. The TEP co-chair stated that many of the PMOS questions are similar to many of the ICH 
CAHPS questions. 

Dr. Dahlerus asked the TEP if there is interest in global items or specific items for patient safety. 

One TEP member stated that the TEP previously discussed patient perception of safety. The TEP co-chair 
concurred and asked for TEP member perspectives on if a question such as “do you feel safe when you 
are receiving your dialysis treatment?” would capture a patient safety question/ 

One TEP member stated that a broad question asking “whether you feel safe or not safe” could be a 
good start.  The TEP member stated that if a patient responds they feel unsafe, then there could be 
further specific questions asking patients why they do not feel safe (e.g., lack of technician experience, 
infection concerns).  

The TEP co-chair asked for additional items that could be covered under a global patient safety question. 
One TEP member mentioned vascular access management as another potential item to be considered as 
a further question.  

Another TEP member agreed that asking a high-level global question would be helpful. A third TEP 
member agreed that a patient safety measure should start with a high level question and then drill 
down into more specific questions. 

One TEP member stated they would favor one overall (global) patient safety question in order to limit 
burden. The TEP member asked if linking the patient safety question to ICH CAHPS would be the best 
approach. 

The TEP co-chair responded the TEP needs to consider whether the topic of patient safety should (or 
could) be adopted into ICH CAHPS. They explained adding such a questions (or questions) to the ICH 
CAHPS was potentially identified as a more expedient option for implementation of a patient safety 
measure.  The TEP co-chair stated that as discussed at the in-person meeting it is important for facilities 
to be able to respond to results (from the survey questions) and for patients to receive feedback that 
their concerns were addressed. The TEP co-chair stated the current method for collecting and reporting 
the ICH CAHPS does not allow for this feedback. The TEP co-chair recommended that if the TEP agrees to 
recommend including patient safety in the ICH CAHPS that the survey administration and reporting 
method be modified so patients can receive feedback. The TEP co-chair asked for any comments on the 
issue. 
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Both TEP co-chairs supported the importance for facilities to be able to respond to patient concerns. 
They stated that it was currently unclear if ICH CAHPS is the best source for a patient safety measure or 
question. 

One TEP member asked that the following be reflected in the minutes: TEP members support a measure 
of patient safety irrespective of whether it is part of ICH CAHPS. The TEP member also asked if the TEP 
supports the most expedient way to include the patient safety. 

The TEP co-chair asked members if there are downsides to incorporating a patient safety measure (or 
question) into ICH CAHPS. 

One TEP member stated it appears that the current version of ICH CAHPS will be continued for the near 
future, and that any changes to the current version of ICH CAHPS may take a longer to implement. 

Another TEP member posed a broader question about the overall purpose of the patient safety 
measure. The TEP member stated that if the goal is to create measures that address patient experience 
from a patient perspective, then the number of questions may not be as important as asking the 
important (right) questions.  The TEP member stated they are less concerned about survey fatigue, and 
more concerned about increasing the quality of care for patients.  The TEP member expressed the 
importance of communicating the goal of the survey (or any patient survey) to patients.  The TEP 
member stated that if a patient does a survey and knows that the survey increases the quality of care 
for other patients, then the patient is more likely to understand and appreciate the importance of the 
survey and complete the survey. 

The TEP co-chair summarized that the group was supportive for the consideration of patient safety 
measure, and patient safety questions to be included in the ICH CAHPS if the ICH CAHPS survey was 
modified to reduce the length of the survey. The TEP co-chair further stated that it would be important 
for there to be a feedback mechanism where facilities can respond to patient concerns. The TEP co-chair 
stated that they did not hear any strong objections to putting a patient safety question(s) in the ICH 
CAHPS as long as a feedback mechanism is included. The TEP co-chair asked for any comments on 
patient safety. 

One TEP member asked for clarification. The TEP member stated that if a patient safety question(s) 
measure was added to ICH CAHPS, then there is not currently a mechanism to provide feedback to 
patients. Currently, the ICH CAHPS survey is anonymous to protect patient anonymity and protect 
patients from a fear of retribution.  The TEP member stated that it is important to consider how the 
feedback loop works, and if the feedback loop would require patients to identify themselves. The TEP 
member recommended being thoughtful on considerations around anonymity and patient retribution 
concerns. 

Another TEP member agreed with the previous concern. The TEP member stated that it is important to 
believe that the unit level summary is important and representative.  The TEP member stated it may be 
necessary to encourage other areas of reporting such as through patient complaints or patient 
advocacy. The TEP member stated that anonymity and retribution concerns are very high on the radar 
for CMS and ICH CAHPS. On the topic of addressing patient concerns, the TEP member stated that it 
may be difficult to balance the goal of having individual measurement and actionability for individual 
concerns versus evaluation of concerns at the facility/practice level that would be addressed. 
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The TEP co-chair asked patient TEP members if patients need individual level feedback or if unit level 
would be appropriate. 

One patient TEP member stated that the concern about anonymity is important and it is important to 
protect patients. The TEP member stated that is important that patients understand that the process 
(for reporting about patient safety) improves care. The TEP member stated that information given at 
unit level that would be good/  The TEP member stated that they don’t want to risk any threat to patient 
anonymity. 

The TEP co-chair stated that the group is committed to anonymity. The TEP co-chair stated that it is 
important for the survey results to get back to facilities at a unit level so that the facility can take broad 
actions. 

Another TEP member agreed with this statement.  The TEP member stated that there may be some 
concerns around smaller facilities if they have a smaller number of patients. 

The TEP co-chair asked for any final comments on patient safety. There were no further comments. 

Results of the Environmental Scan and Discussion on Life Goals 
The other TEP co-chair transitioned to the life goals discussion and provided a summary of the life goals 
environmental scan.  The TEP co-chair explained that the literature on life goals is focused primarily in 
the following condition or subpopulations: patients with cancer, rehabilitative treatment, end of life and 
palliative care, hospice, and setting treatment specific goals. 

The TEP co-chair explained that there were no patient reported outcome measures that capture life 
goals in the dialysis setting. The TEP co-chair stated that there were several life goals measures but often 
the instruments were long, open-ended questions, or did not have much psychometric testing.  

The TEP co-chair discussed a review article on goal directed healthcare by Waters and Sierpina (2006). 
The TEP co-chair explained that this may help frame the discussion of life goals. Goal directed 
healthcare focuses on how to improve patient care by focusing on life goals. 

The TEP co-chair presented an excerpt and table from the article (Waters and Sierpina, 2006) and read 
through several sample life goals questions included as examples in the article. The TEP co-chair asked 
for TEP member feedback. 

One TEP member stated that that their organization has tried to implement a goal-directed healthcare 
approach. The TEP member stated that using a goal-directed health-care approach, emphasizing what is 
important to the patient, often changed the perspective of patients and resulted in many selecting 
home dialysis/ They stated patient’s decisions were more often based on what was important from their 
perspective (as patients), not necessarily based on the clinical benefits of home dialysis.  

Another TEP member stated that several of the questions presented from the Waters article may be 
applicable to what the TEP identified as the basic intent of a life goals measure.  

One TEP member asked if the TEP should focus on life goals or end of life planning. The TEP co-chair 
responded by asking if a life goals measure could potentially encompass end of life care that is 
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important to the patient.  Several TEP members agreed that life goals could encompass end of life care 
planning. 

One TEP member explained that starting dialysis is a very stressful experience, and asking end of life 
questions at that time may not be the best approach.  The TEP member stated that end of life questions 
could be proposed at a later time.  The TEP member stated that the sequence of questions is also very 
important. Another TEP member agreed and stated that the focus should be on life goals as distinct 
from end of life care planning.  

The TEP co-chair summarized that there is general TEP agreement that global life goals should be the 
starting point for a life goals measure. The TEP co-chair asked the TEP for any comments on how 
frequent patients should be asked about life goals, which providers should be involved, and what 
questions should be asked to determine if patients were asked about life goals (i.e., that the provider 
asked the questions). 

One TEP member stated that it will be important that a life goals measure is not a checkbox measure. 
The TEP member stated that life goals should be an ongoing discussion. TEP member stated that the 
whole care team should be involved in this ongoing discussed. Another TEP member agreed that the 
whole team needs to be involved, and that is the purpose of this measure. 

A third TEP member agreed that the whole team needs to be involved and it is important that the 
responsibility for the life goals conversation is not put entirely on the social worker. The TEP member 
also mentioned the importance of the care team discussing modality options with the patient.  They said 
that often the modality discussion is treated as a check box item. 

The TEP co-chair stated that one potential question that could be asked is if the life goals conversation 
happened. This could also include follow-up questions drilling into more specific detail. The TEP co-chair 
asked the TEP member to provide potential questions. The TEP member offered the following potential 
life goal questions. (1) “Did this conversation take place?”, (2) “How many people in your care team had 
this conversation with you?”, (3) “How often did you hear it?”, and then (4) “after I had this 
conversation I understood that by choosing a modality I might be (better) able to _________ (i.e., keep 
working, travel, and spend more time with family)/” The TEP member stated it was important to have a 
question that links the question to something practical (and important) in a patient’s life/ 

The TEP co-chair stated that the TEP member linked life goals to modality. The TEP co-chair asked if life 
goals could be broader than modality.  The TEP member responded yes that life goals could be broader 
than modality. 

The TEP co-chair asked for final comments on life goals. 

A TEP member stated that not all facilities offer all modalities. They stated that is important for the 
nephrologist to be involved in the discussion.  The TEP member further stated that it is important to ask 
questions such as “Do you feel like you have a strong voice in your care?”, and “Does your care plan 
match what you want to do with your life?” The TEP member stated that the life goals discussion 
should be held at least annually in the care planning process.  

Another TEP member agreed that the care team should be involved and that the doctor should be the 
chairperson for the life goals conversation. 

107 



 
 

 
   

  
 

 
  

 
    

   

     
     

 
  

 
     

 
 

  
  

 
 

   
   

 
 

 
  

 
 

 
   

 

 

 
 

 

 

   
  

   
        

 

	 

	 
	 

The TEP co-chair asked for any final comments. There were no more final comments.  The TEP co-chair 
passed the meeting back to Dr. Dahlerus (UM-KECC). 

Administrative Follow-up to the In-Person Meeting 
Dr/ Dahlerus reminded the TEP that the TEP recommendations and this call’s discussion will help inform 
future PRO work.  The final recommendations for life goals and patient safety measures will be 
documented in the final PRO TEP summary report.  Dr. Dahlerus stated there was also an administrative 
follow-up to the in-person PRO TEP meeting. Dr. Dahlerus stated that after the in-person meeting a 
couple of TEP members contacted CMS and UM-KECC to express concern that treatment tolerance and 
recovery time were two important topics that were not fully discussed during the in-person meeting.  
Dr. Dahlerus stated that in order to be responsive to the TEP members they wanted to ask TEP members 
if an additional call should be scheduled to discuss treatment tolerance and recovery time. 

The TEP provided their feedback and there was TEP consensus on having a separate post-TEP 
teleconference call in order to discuss the topics of recovery time and treatment tolerance. Dr. Dahlerus 
explained that a second call would be scheduled and that it will be an open discussion on these two 
topics. 

Public Comments 
There were no public comments received during this TEP call. 

Closing Questions and Remarks 
Dr. Dahlerus closed the call and thanked the TEP members for attending the teleconference. Dr. 
Dahlerus stated that UM-KECC would follow-up with the TEP members in order to schedule the next 
teleconference call. 

References 
Giles SJ, Lawton RJ, Din I, et al. Developing a patient measure of safety (PMOS). BMJ Qual Saf 
2013;22:554-562. 

Waters, D and VS Sierpina. Goal-directed health care and the chronic pain patient: A new vision of the 
healing encounter. Pain Physician. 2006 9(4): 353-360. 

Appendix: 

Dr. Schiller provided the following comments for potential life goals questions that were sent through 
the WebEx Chat function during the call and approved that the following to be appended to the TEP 
minutes. 

1.	 “How well did you feel supported at the start of dialysis (first 90-120 days) to adapt to dialysis?” 
Likert scale, 1-10 

2.	 “How well were you supported to pursue your life goals?” Likert scale, 1-10 
3.	 “Did you have a team of people supporting you?” – yes or no – not sure 
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Agenda: May 23, 2017
 

•	 9:00 – 9:30 Introductions and Conflict of Interest 
Disclosures 

• 9:30 – 9:45	 Overview of Measure Development Process  

•	 9:45 – 10:45 Summary of HRQoL (in dialysis) and 
HRQoL Instruments 

• 10:45 – 11:00	 BREAK 

•	 11:00 – 12:00 Patient and Provider Perspectives on 
Existing PRO HRQoL Instruments 

• 12:00 – 1:00	 LUNCH 
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Agenda: May 24, 2017
 

• 9:00 – 10:45 Identify Candidate PRO Measure Concepts 

• 10:45 – 11:00 BREAK 

• 11:00 – 12:00 Continue Discussion 

• 12:00 – 1:00 LUNCH 

• 1:00 – 2:30 TEP Recommendations and Meeting Wrap-up 

• 2:30 – 3:00 Public Comment Period 

• 3:00 Meeting Adjourns 
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TEP-co-chair 

Medical Director 

Assistant Professor and 
Research Fellow 

University of North Carolina Hospitals Dialysis Services, 
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Medical Advisory Board 

Member 

Outcomes Research, DaVita Clinical Research, 

Minneapolis, MN 

Department of Internal Medicine, Division of Nephrology, 

Vanderbilt University Medical Center, Nashville, TN 

American Association of Kidney Patients 

Dr. Tentori is a current employee of DaVita Clinical 

Research. She has received research grants from the 

National Institute of Diabetes and Digestive and Kidney 

Diseases (NIDDK), Patient-Centered Outcomes Research 

Institute (PCORI) and a consortium of industry sponsors 

that support the Dialysis Outcomes and Practice Patterns 

Study (DOPPS) (see www.dopps.org for more details). 

John E. Ware, Jr., PhD 

President, Founder, and Chief 

Science Officer 

Professor and Division Chief 

Research Professor 

John Ware Research Group, 

Watertown, MA 

Quantitative Health Sciences, University of Massachusetts 

Medical School, 

Worcester, MA 

Department of Medicine, Tufts University School of 

Medicine, 

Boston, MA 

Dr. Ware is a major shareholder in John Ware Research 

Group, Inc., an NIH SBIR grant and medical products 

industry supported corporation, affiliated with University 

of Massachusetts Medical School, that develops 

computerized adaptive outcome measures for use in 

health care research and practice. Dr. Ware was the 

principal developer and first author of the SF-36, SF-12, 

and SF-8 Health Surveys and articles documenting their 

development and evaluation during the Medical 

Outcomes Study; and, he is a co-author of articles 

documenting the development and evaluation of PROMIS 

physical functioning and other domain item banks. 
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 UM-KECC Team
 

University of Michigan Kidney Epidemiology and Cost Center (UM 

KECC) 

Measure Developer Contractor Staff 

Claudia Dahlerus, PhD, MA, Principal Scientist 

Joseph Messana, MD, Swartz Collegiate Professor of Nephrology, 

University of Michigan Health System and Interim Director, UM-KECC 

Richard Hirth, PhD, Professor and Chair of Health Management and 

Policy 

Lan Tong, MPH, Lead Research Analyst 

Casey Parrotte, PMP, Project Manager/ Research Analyst 

Jennifer Sardone, PMP, Project Manager/ Research Analyst 

Jordan Affholter, BA, Research Analyst 
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Quality Measure Development and 

Implementation
 

•	 CMS uses the Measures Manager Blueprint to guide measure 
development and implementation* 

•	 Quality Measures developed based on expert and stakeholder 
input (TEPs) 

• Stakeholder review occurs through public comment 
– Public comment is part of the submission to and review by 


the National Quality Forum (NQF) before endorsement
 
• NQF review of measures by expert Standing Committee 
• Developed Measures are proposed for Public Reporting: 

– DFC: CMS announces measures on a National Provider Call 
– ESRD QIP: CMS submits measures to the NQF Measures 

Application Partnership for stakeholder input; next CMS 
proposes measures through Federal Rulemaking 

*�enters for Medicare & Medicaid Services (�MS)/ ͞�lueprint for the �MS Measure 
Management System͟/ �lueprint version 12/0 M!Y 2016/ !ccessed May 11, 2017/ 
https://www.cms.gov/Medicare/Quality Initiatives Patient Assessment 
Instruments/MMS/Downloads/Blueprint 120.pdf 

14 
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Flow of Measure Development Processes
 

Contract 
issued 

Step 1
Orientation to 
the Blueprint

Step 2
Develop a 
work plan

Step 3b 
Recruit TEP 

Develop list of 
potential measures

Step 10
Review NQF endorsement 

results

Contractor compiles 
a list of candidate 

measures 

Step 3a
Information 
Gathering 

CMS 
Approval

Step 5
Develop 
detailed 
technical 

specifications

Step 6
Conduct 
measure 
testing 

Step 7
Solicit Public Comment 

(If not already obtained)

Step 8
Evaluate the 

measure

CMS
approves final 
specifications

Step 9
Submit for consensus 

endorsement

Consider Public Comment Consider Public Comment

Step 4
TEP evaluates

NQF renders 
endorsement 

decision

*�enters for Medicare & Medicaid Services (�MS)/ ͞�lueprint for the �MS Measure 
Management System͟/ �lueprint version 12/0 M!Y 2016/ !ccessed May 11, 2017/ 
https://www.cms.gov/Medicare/Quality Initiatives Patient Assessment 
Instruments/MMS/Downloads/Blueprint 120.pdf 

15 
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Quality Measure Implementation
 

*�enters for Medicare & Medicaid Services (�MS)/ ͞�lueprint for the �MS Measure 
Management System͟/ �lueprint version 12/0 M!Y 2016/ !ccessed May 11, 2017/ 
https://www.cms.gov/Medicare/Quality Initiatives Patient Assessment 
Instruments/MMS/Downloads/Blueprint 120.pdf 

16 
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Measure Evaluation Criteria
 

•	 The National Quality Forum (NQF) evaluates quality measures 
based on the following criteria*: 

– Importance to Measure and Report: Evidence, 

Performance Gap, and Priority (Impact)
 

–	 Scientific Acceptability: Reliability and Validity 

–	 Feasibility 

–	 Usability 

– Comparison to Related or Competing Measures 

(Harmonization)
 

*National Quality Forum (NQF)/ ͞Measure Evaluation �riteria͟/ 2017/ !ccessed May 17, 2017. 
http://www.qualityforum.org/Measuring_Performance/ 
Submitting_Standards/Measure_Evaluation Criteria.aspx 18 

http://www.qualityforum.org/Measuring_Performance
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Measure Evaluation Criteria
 

• Evidence: 

– Extent to which the specific measure focus is 
evidence-based 

• Scientific Acceptability: 

– Extent to which the measure, as specified, 
produces consistent (reliable) and credible 
(valid) results about the quality of care 

*National Quality Forum (NQF)/ ͞Measure Evaluation �riteria͟/ 2017/ !ccessed May 17, 2017. 
http://www.qualityforum.org/Measuring_Performance/ 
Submitting_Standards/Measure_Evaluation Criteria.aspx 19 

http://www.qualityforum.org/Measuring_Performance
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Measure Evaluation Criteria
 

•	 Feasibility: Data that are readily available or could be captured 
without undue burden 

•	 Usability: Stakeholders (e.g., consumers, purchasers, 
providers, policy makers) can use measure performance 
results for both accountability and performance improvement 

•	 Comparison to Related or Competing Measures 
(Harmonization) 
– If there are endorsed or new related measures (either the 

same measure focus or the same target population) or 
competing measures (both the same measure focus and 
the same target population), the measures are compared 
to address harmonization and/or selection of the best 
measure 

*National Quality Forum (NQF)/ ͞Measure Evaluation �riteria͟/ 2017/ !ccessed May 17, 2017. 
http://www.qualityforum.org/Measuring_Performance/ 
Submitting_Standards/Measure_Evaluation Criteria.aspx 20 

http://www.qualityforum.org/Measuring_Performance
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TEP Objectives: PRO TEP Charter
 

•	 Review existing health related quality of life (HRQoL) measures, 
recovery time measures and the PROMIS set; evaluate evidence 
and usability for patients and providers; address existing testing or 
need for psychometric testing within the ESRD population; and data 
collection feasibility. 

•	 Make recommendations on the potential development of PRO 
measures including health related quality of life, recovery time, and 
measures derived from PROMIS item banks/domains, or potentially 
other measures identified by the TEP. 






 

Measures of HRQoL and 

What we Know
 

23 



 

  

 

  

    


 


 


 

Brief summary of what we know about 

health-related QOL and how to measure it
 

John E. Ware, Jr., PhD 

Professor & Division Chief, Dept. of Quantitative Health Sciences, UMass Medical School
 

Chief Science Officer and Founder, JWRG, Incorporated, Worcester, MA
 

PRO TEP Meeting, Bethesda, MD, May 23-24, 2017 
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Quantifying two important and 

distinct patient-reported outcomes (PRO)
 

•	 Health care services 

(patient experience & satisfaction) 

• Health status
 
(“health-related quality of life”) 


25	 25
 



 

   






 


 

World Health Organization 

definition of health 


“Health is a state of complete physical, 

mental, and social well-being and not 

merely the absence of disease or 

infirmity” 
WHO, 1948 
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Noteworthy QOL developments 


• Conceptual and psychometric advances 

• Standardization of content and metrics 

• Norms for generic and disease-specific PROs 

• Improved interpretation guidelines 

• Electronic data capture and Internet-based connectivity
 

• Adaptive and other methods matched to purpose 

• More practical and integrated surveys 

27 27
 



   

 

  

  

  

 

 

 

 

  

   

 

 

  

    

 
 

  







 





 

 

 

 

 

 

 


 

 


 

 

  
 
 
 
 
 

 
 
 
 


 

 

 
 


 

Conceptually, how do CKD-specific and 

generic QOL measures differ? 


eGFR
 

Clinical 

Markers 

Attribution Attribution 

to CKD 

CKD
 
Symptoms
 

During the past 4 

weeks, to what extent 

were you bothered by? 

• Soreness in muscles 

• Cramps 

• Itchy skin 

• Lack of appetite 

• Shortness of breath 

Specific
 
Symptoms
 

CKD
 
Impact
 

How often did your kidney 

disease limit your physical 

activities such as walking 

or climbing stairs?” 
• Very often 

Specific 

QOL Impact 

Generic 

QOL Impact 

• Often 

• Sometimes 

• Rarely 

• Never 

• Often 

• Sometimes 

• Rarely 

• Never 

KDQOL Burden, 

QDIS 

Health
 
Impact
 

How often did your health 

limit your physical activities 

such as walking or climbing 

stairs?” 
• Very often 

to health
 

Adapted from:  Wilson and Cleary, JAMA, 1995 

Ware, Annual Rev. Pub. Health, 1995 Health-related QOL 

(HR-QOL) 28 



 
 

 

 

   




 

QOL is one of the best predictors of most 

important outcomes in health care
 

Health-related 

QOL 

(3) (4) 

Disease-
specific QOL 

Impact 

Generic QOL 
Impact 

Future health 

Inpatient expenditures 

Outpatient expenditures 

Job loss 

Response to treatment 

Return to work 

Work productivity 

Mortality 

29 



      

  

     




 

 

 

  

  

  

Health can be measured using different 

operational definitions
 

• Bodily structure & function 

• Specific symptoms 

• How you feel – subjective ill- and well-being (- and +) 

• How good you say it is – personal evaluation 

• What you did/are able to do – functioning 

QOL 

30 







Hypothesized

Items Domain scales Components  

      

   

    

 

 

Physical 

Mental 

Summary 

Items Domain scales Measures 

Reference: Ware JE, Jr., Kosinski M, Keller SD: SF-36 

Physical and Mental Summary Scales: A User's Manual. 

Boston, MA: The Health Institute; 1994. 

Activity 

Limitations (-) 

Evaluations 

(+ and -) 

Subjective 

well-being (+) 

Subjective 

ill-being (-) 

Physical 

attribution 

Emotional 

attribution 

SF-36 Health Survey measurement model 

33 



  
 


 Item banks for three domains link SF-36,
 

Physical 

Mental 

Summary 

Items Domain scales Measures 

PROMIS and other legacy tools 

34 



Summary

 





For physical and mental summary scores 

respondent burden could be reduced to 


Physical 

Mental 

Items Domain scales Measures 

only 12 items (SF-12) 

35 



 

 

  


First health utility index (SF-6D) 

estimate from a psychometric tool 

Physical 

Mental 

SF-6D Utility Index 
(Brazier et al., 2002) 

(Uses 11 items) 

SF-8 

uses 1 

SF-36 

item 

36 











1

3

7

  




 

Use of PROs in general populations 

identified substantial ceiling effects
 

1 

3 

5 

Ceiling 

Effect 

Measuring 
Only Low 

Reliability = 
0.90 

41 



  
   


 




 

Like QOL scales, some thermometers
 
measure only a narrow range 


130–190 °F 

54–88 °C 

Cooking Thermometer
 
42 



 

   

Item response theory (IRT) enabled 
cross-calibration of items across tools 

Source: 

Business Week 11/26/01 

Item “Pools” 

Item “Banking” 

Cross Calibration 

ADL 

SIP 

FIM 

Physical Functioning (PF) 

+ 

PF-10 

= 

NEW PF 

43 
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	Improving the physical function “ruler”
	

1992 (10 items) 

MOS “Ruler” 

30% @ eiling 

100 

0 

Mean = 50 

SD = 10 

Climbi 

flights of stairs 

Walk one 

hundred yards 

Bathing or dressing, Limited a 

little 

Norm 

1983 (25 items) 

RAND HIE “Ruler” 

75% @ Ceiling 

20 

30 

40 

50 

70 

60 Usual physical activity, very easy 

Vigorous Activities, Not limited 

2017 (new response 

categories) 

Better “Ruler” 

10 20 30 40 50 60 70 

.76 

.24 

.01 
a b 

Limited 
a little 

Limited 
a lot 

0 

0.2 

0.4 

0.6 

0.8 

1.0 

Not 

Limited 

2008, 2013 (10 items) 

PROMIS “Ruler” 

<5% @ Ceiling 



 

 




 


 

 

Item response theory (IRT) models 

enable predictions of patient  response
 

70 80 

Answers 

Item 1:  Choice 5 

Item 2:  Choice 4 

Item 3:  Choice 2 

Item 1 

Item 2 

Item 3 

20 30 40
 60
50
 
47 
 Highest Lowest 

Theta () 





 

 




 


 

Computer adaptive test (CAT) uses IRT 

model to match items to patient level
 

CAT 
Patient 

scores 

here 

CAT = Computerized Adaptive Testing
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An innovative approach in 1999: 

IRT model and CAT-based measurement
 

“Ceiling Effect” 
(% best possible score) 

r 0.536 

N 1016 

Criterion 

Score 

3 SD units 

No disability 

Static 5-Item Headache
 
Pain Measure
 

r 0.938 

N 1016 

Criterion 

Score 

Adaptive 5-Item Headache 

Pain Measure 

IRT:  Item response theory
 
CAT:  Computerized adaptive testing 49 





 

 

  





 

 


 


 

 

1st item yields noisy but unbiased 

score estimate 


A little 

Extremely 

A lot 

Not at all 

Some 

10 

30 

40

70 

80 

50 

60 

40 

20 

1st item
 
Score = 62
 

+/- 15
 

Mean = 50
 
SD = 10
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2nd item reduces error by 1/3
 

A little 

Extremely 

A lot 

Not at all 

Some 

10 

30 

40

80 

50 

40 

20 

70 

60 

2nd item
 
Score = 64
 

+/- 10
 

Mean = 50
 
SD = 10
 

52 



 

 

 
 


 

 


 


 

 

3rd item reduces error by 1/2
 

A little 

Extremely 

A lot 

Not at all 

Some 

10 

30 

40

80 

50 

40 

20 

70 

60 

3rd item
 
Score = 63
 

+/- 7
 

Mean = 50
 
SD = 10
 

53 



 

 

 
 


 

 


 


 

 

4th item reduces error by 2/3
 

A little 

Extremely 

A lot 

Not at all 

Some 

10 

30 

40

80 

50 

40 

20 

70 

60 

4th item
 
Score = 62
 

+/- 5
 

Mean = 50
 
SD = 10
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CATs have noteworthy advantages 


•
 

•
 

but some limitations 

More accurate risk screening 

Reliable enough to monitor individ 

outcomes 

Brevity of a short form – 
70-90% reduction in respondent burden 

However, because of 

the  number of core 

generic domains and 

comorbid conditions, 

routine CAT’s won’t 

solve the respondent 

burden problem •
 

• Better manage “ceiling” & “floor” effects 

•	 Can be administered using various electronic data 

collection technologies 

• Monitor data quality in real time 

55 
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Relative validity of CKD-specific (KDQOL, QDIS) 

& generic (SF-12) summary measures (N=207)
 

Measurea 

Glomerular filtration rate (GFR)c Relative 
<15 15-29   30-59 F-test Validityb 

KDQOL-24 (+) 
Symptoms 78.9 78.4 82.7    1.78    0.16* 
Effects 73.3 82.2 85.2    4.04    0.37* 
Burden 55.8 68.8 80.3 9.68 0.89 

QDIS-5 (-) 32.0 21.2 11.6 10.93 1.00 
SF-12 (+) 

Physical (PCS) 43.6 42.4 45.5    1.75    0.16* 
Mental  (MCS)  48.2 50.6  51.1 .79 0.05* 
a Measures are CKD-specific 24-item KDQOL Symptom, Effects and Burden Scales, 5-item prototype of QDIS-CKD, and 

12-item generic SF-12 PCS and MCS 
b Relative validity (RV) is the ratio of how well legacy measures discriminate across 3 groups differing in GFR; relative to 

the best performing measure (RV = 1.00) 
c Test of how well the kidneys are working 
*RV significantly lower than the best performing measure (RV = 1.00) using methods and data documented in Deng N, 

Allison JJ, Fang H, Ash AS, Ware JE. Using the Bootstrap to Establish Statistical Significance for Relative Validity 
Comparisons among Patient-Reported Outcome measures, Health and Quality of Life Outcomes 2013; 11:89. 60 






 

	

 

 

 

Matching methods to purposes:
 
“Choosing the Right Horse for the Course”
	

• Population monitoring 

• Group-Level outcomes monitoring 

• Patient-level monitoring and management 

62 
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 How to match methods to purpose
 

Population Group-Level Patient-Level 

Surveys Analyses Assessments 

1 

5 

6 

7 

1 

5 

7 

1 

2 

3 

4 

5 

7 

6 

Most Functionally Impaired 

Noisy 

Individual 

Classification 

Very Accurate 

Individual 

Classification 

63 

Single-Item Multi-Item 

Scale 

“Item Bank” 

(CAT Dynamic) 



 
 

 

 

        

    

 

 

Vitality  

 

 


 

 

Search for a better single-item measure
 
of vitality (energy-fatigue)
 

Energy 

Fatigue 

Energy 1 

Energy 10 

Fatigue 1 

Fatigue 32 

Bifactor model (2 group factors) 

1 

3 

5 

7 
Better 

Worse 

Fatigue 

best item 

33%Score 

@ Ceiling 

Energy-fatigue 

Higher-order item 

Energy vs. 

fatigue item 

6% Score 

@ Ceiling 

Single higher-order item 

Vitality 

Reference: Deng N, Guyer R, Ware JE. Energy, Fatigue or Both? A Bifactor Modeling Approach to the 

Conceptualization and Measurement of Vitality. Quality of Life Research 2015; 24:81-93. 
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Final comments and discussion
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Patient and Provider Perspectives on current 

HRQoL measures
 

•	 Patient perspectives on current HRQoL 
measures 

•	 Provider perspectives on current HRQoL 
measures 
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HRQOL Assessment at DCI
 

Michelle Richardson, PharmD
 

Director
 

"We are a service organization. The care of the patient is our reason for existence."
 



 

 

Outcomes Monitoring Program 

 Began in 1994 with HRQOL assessment, 1 year 
later added patient satisfaction 

 Goal - Improve patient care and ensure DCI 
meets CMS regulations by integrating HRQOL and 
patient experience of care into routine clinical 
practice and QAPI 



 

 

 


 

	 
 

	 

	 

	 

	 

	 

What does the OMP do?
 

Objectives: 

1.	 Facilitate proper administration of the surveys
 

2.	 Educate clinic staff on how to use results 

3.	 Resource for clinic questions & problem resolution 

4.	 Process survey data 

5.	 Produce reports 

6.	 Consult on implementing results into patient care 
and QAPI 



 
 

  
 

 

 

Health-Related Quality of Life 

HRQOL 

Who All DCI patients 

What Adult: KDQOL-36 or SF-36+24 
Pediatric: PedsQL (surveys and scoring provided 
through the OMP) 

When - Within the first 4 months of starting dialysis and 
annually, prior to the patient’s care plan 
- As Needed 

Where Within DCI facility, patients can take home 

By Whom DCI SW 




 

 


 




PRO-surveys
 
Dialysis Provider Experience
 

Brigitte Schiller, MD
 

Chief Medical Officer 




 
 Q1, 2017
 




 Demographics of surveyed patients
 



 

 
  


 

 
 


 
 
 

  
 

	 







 

͚Real World͛ Experience
 
KDQOL 
administered 

Refusal 

2016 4107 629 (15%) 

Q1 2017 1769 226 (13%) 

• Refusal 
– minimum of three attempts to obtain completed survey and one 

attempt to do in person with the patient
 
– outright refusal by patient
 

• Refusal – unable to do survey due to cognitive function 
– 77/226 = 3.5% 

•	 Concerns: 
Burn out of patients 
Survey filled in as a ͚favor͛ to their SW and less for the insight the 
survey provides the patient and the IDT. 

After a number of years, refusal increasing for lack of pertinent 

information or new feedback from the survey.
 



  Reporting Measure – Depression Screening 
(Payment 2018) 



 


 

 

Satellite Healthcare 
2016 Depression Screening Data
 

Count % 

Administered (PHQ2) 3987 95.1% 

Refused 43 1.0% 

Not Administered 162 3.9% 
(Cognitive impairment, Language barrier, other0) 

Total 4192 100.0% 

Count % 

Low Risk 3710 93.1% 

High Risk 277 6.9% 

Total 3987 100.0% 



  

  

   

   

   

 

  

   

   

   

 
 
Satellite Healthcare 
2016 Depression Screening Data – Menu B
 

Low Risk Population (3710) Yes No N/A 

Prior history of depression 86.3% (3202) 0.0% (0) 

Active antidepressant medication 91.3% (3386) 0.0% (0) 

IDT intervention 0.0% (0) 0.0% (0) 100% (3710) 

External intervention 0.0% (0) 0.0% (0) 100% (3710) 

13.7% (508) 

8.7% (324) 

High Risk Population (277) Yes No N/A 

Prior history of depression 55.2% (153) 6.9% (19) 

Active antidepressant medication 69.3% (192) 6.9% (19) 

IDT intervention 66.4% (184) 26.7% (74) 6.9% (19) 

External intervention 20.2% (56) 72.9% (202) 6.9% (19) 

37.9% (105) 

23.8% (66) 



  

   

 

   




 


 


 

 

 

 

 

 

 

 

 


 

Immediate 
recovery 

(zero) 

>0 and ≤ 2 
hrs 

> 2 and ≤ 6 
hrs 

> 6 and ≤ 12 
hrs 

> 12 hrs 

n 715 744 447 240 543 

% 27% 28% 17% 9% 20% 

2015 Research Project: Center HD 
͞How long does it take you to recover from dialysis?͟ 

Number of patients in dialysis recovery time groups (N = 2,689) 
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Placeholder for Dialysis Organization HRQoL
 
Summary Data
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Survey Completion Rates 

Confidential 1 



  

 

   

  

Patient Characteristics by Survey Completion Status 

Completed 

N=330,412 

Declined 

N=83,552 

Age, years, mean ± SD 60.7 ± 14.7 64.0 ± 15.2 

Sex, female, % 45% 43% 

BMI, kg/m2, mean ± SD 28.9 ± 7.4 27.1 ± 7.0 

Vintage, months, mean ± SD 40.3 ± 42.8 46.2 ± 45.3 

Charlson comorbidity index, mean ± SD 5.3 ± 1.9 5.7 ± 2.0 

Diabetes, % 68.2 70.0 

Abbreviations: BMI, body mass index; SD, standard deviation 

Confidential 2 



 KDQoL Scores by Dialysis Modality 

Confidential 3 




 


 

Lunch
 

12:00-1:00
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TEP Feedback on Patient 

Reported Outcome Topic Areas
 

81 



  
  

   
 


 

	 

	 

TEP Objectives: PRO TEP Charter
 

•	 Review existing health related quality of life (HRQoL) measures, 
recovery time measures and the PROMIS set; evaluate evidence 
and usability for patients and providers; address existing testing or 
need for psychometric testing within the ESRD population; and data 
collection feasibility. 

•	 Make recommendations on the potential development of PRO 
measures including health related quality of life, recovery time, and 
measures derived from PROMIS item banks/domains, or potentially 
other measures identified by the TEP. 



  
  

    -      
  –  

         
- - -


 

	 

  

	 

     
 
  



 

        

Re-cap: Definition of PROs
 

•	 Definition of (PROs): 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* 

–	 Referenced in the NQF PRO Report** 

*U/S/ Food and Drug !dministration/ ͞Guidance for Industry, Patient Reported Outcome Measures: Use in Medical Product Development to
 
Support Labeling �laims/͟ Fed Regist. 2009; 74(35):65132 65133. Accessed August 12, 2016: 

http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM193282.pdf
 

**National Quality Forum (NQF)/ ͞NQF Patient Reported Outcomes (PROs) in Performance Measurement/͟ January 2013/ !ccessed February 23, 
2016. http://www.qualityforum.org/Projects/n r/Patient Reported_Outcomes/Patient Reported_Outcomes.aspx 

83 

http://www.qualityforum.org/Projects/n
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM193282.pdf


 

   

 
 


 

	 

	 




 

	 

General Framework for Discussion of PROs
 

1.	 Initial prioritization of PROs based on 
patient/stakeholder feedback about what is important, 
irrespective of facility practices/influence 

2.	 Identification of the prioritized PROs (from step 1) that 
patients/stakeholders believe are attributable to facility 
practices/influence 

3. Identification of PROs from first two discussion steps 

that meet criteria of evidence and actionability
 

4.	 Identify if there are existing PRO-Measures that capture 
the topics/domains prioritized in steps 1-3 
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Evaluating Attributability and Evidence
 

•	 Identification of the prioritized PROs (from step 1) 
that patients/stakeholders believe are attributable to 
facility practices/influence 

•	 Identification of PROs from first two discussion steps 
that meet criteria of evidence and actionability 
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Evaluating Attributability and Evidence: Patient 

Reported Outcome Topic Areas
 

Patient Experience of Care at Dialysis Clinic 
•	 Treatment Experience (defined several ways) 

•	 interaction with staff and patients 
• staff competency, education and professionalism
 
• on-time, smooth, streamlined clinic proceedings
 
• clinic safety, cleanliness, hygiene practices 

•	 Continuity of care among providers 
•	 Coordination of care (medical services as well as psychosocial/ 

emotional support services) 
•	 Clinician communication (caring, respect, cultural competence) 
•	 Staff understanding of patient goals 
•	 Quality of care (general) 
•	 Satisfaction with patient health care and services 
•	 Symptoms (non-specific) being addressed 
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Evaluating Attributability and Evidence: Patient 

Reported Outcome Topic Areas
 

Patient Education and Engagement 
•	 Diet/ nutritional education 
•	 Health risk behaviors 
•	 Disease knowledge 
•	 Patient empowerment 
•	 Patient engagement (in care, in clinic) and patient 

activation (in care) 
•	 Coping skills with chronic disease (via psychosocial-

emotional support services) 
•	 Adequate modality education and options (including option 

for conservative care without dialysis) so that ͞right patient 
has right modality͟ 

87 





 

 
 




 

	 
	 

	 
	 

	 
	 

	 
	 
	 

Evaluating Attributability and Evidence: Patient 

Reported Outcome Topic Areas
 

HRQoL 
•	 Quality of Life (general) 
•	 Health-related quality of life (focus on health and 

disease burden, functional health) 
•	 HRQOL - Role functioning (physical and social) 
•	 Healthy days at home (independence) 

–	 HRQoL-Psychological/ Emotional 
–	 Psychological adjustment (worry and stress) 

•	 Well-being 
•	 Emotional issues (anxiety and depression) 
•	 Energy/Vitality and Fatigue 
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Evaluating Attributability and Evidence: Patient 

Reported Outcome Topic Areas
 

Symptoms and Symptom Management* 

• Post-dialysis fatigue 

• Time-to-recovery after dialysis 

• Cramping 

• Fluid management 

• Sleep disruption 

• Nutritional status 

*Interest in symptoms as biomarkers but no specifics here
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Other Topics Identified 

Clinical Outcomes 
•	 Bloodstream Infections 
•	 Presence and burden of multiple conditions 
•	 Catheter rates for in the elderly population 

especially for those chronic units who has a high 
population 

•	 Anemia Management issues on the elderly 
chronic setting 

•	 Mortality and comorbidities 
•	 Hospitalizations and readmissions 
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Prioritization of Patient Reported 

Outcome Topics
 

Candidate Measure Concepts
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Un-Prioritized Topics Identified
 

• HRQOL 
– Symptoms/Recovery Time, Fatigue, Cramping, Lack of Appetite 
– Care Burden 
– Mental Health 

• Depression, Anxiety 

– Physical Functioning 
– Sexual Function 
– Social Functioning 
– Sleep 

• Life Goals 
• Patient Activation/Engagement 

– Education on Modality 

• Patient Safety 
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Public Comment
 

4:45pm – 5:00pm (ET)
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ESRD Patient Reported 

Outcomes (PRO)
 

Technical Expert Panel 


Day Two: May 24, 2017
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Agenda: May 24, 2017
 

• 9:00 – 10:45 Identify Candidate PRO Measure Concepts 

• 10:45 – 11:00 BREAK 

• 11:00 – 12:00 Continue Discussion 

• 12:00 – 1:00 LUNCH 

• 1:00 – 2:30 TEP Recommendations and Meeting Wrap-up 

• 2:30 – 3:00 Public Comment Period 

• 3:00 Meeting Adjourns 
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Recap of Day One Discussions
 

• Recap of candidate PRO Measure Concepts 
identified on Day One 
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Un-Prioritized Topics Identified
 

• HRQOL 
– Symptoms/Recovery Time, Fatigue, Cramping, Lack of Appetite 
– Care Burden 
– Mental Health 

• Depression, Anxiety 

– Physical Functioning 
– Sexual Function 
– Social Functioning 
– Sleep 

• Life Goals 
• Patient Activation/Engagement 

– Education on Modality 

• Patient Safety 
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General Framework for In-Person Meeting 

Discussion
 

1.	 Initial prioritization of PROs based on 
patient/stakeholder feedback about what is important, 
irrespective of facility practices/influence 

2.	 Identification of the prioritized PROs (from step 1) that 
patients/stakeholders believe are attributable to facility 
practices/influence 

3.	 Identification of PROs from first two discussion steps that 
meet criteria of evidence and actionability 

4.	 Identify if there are existing PRO-Measures that capture 
the topics/domains prioritized in steps 1-3 
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What Candidate Measure 

Concepts can be Supported by 


existing PRO-Measures
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Measure Concepts Supported by Existing 

Instruments
 

• Do any of the existing PRO Measures support 
the candidate measure concepts? 
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Lunch
 

12:00-1:00
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TEP Recommendations and Meeting Wrap-up
 
•	 The TEP Strongly Recommends the principle of PRO measures that 

capture patient centered care (Individualization) for all dialysis 
modalities 

•	 Two Broad New Topic Areas of Interest that were identified: (1) 
Assessment of Patient Goals and (2) Assessment of Overall Patient 
Safety. One Existing Topic Area that was identified was Health Related 
Quality of Life. 

•	 KDQOL-36 was not believed to be an effective PRO measure for 
comparing facility performance 

•	 Other Generic and Disease Specific Health-related Quality of Life 
measures were not ruled out but additional considerations of 
important and actionable domains would drive clinic processes 

•	 The Following Items were recognized as important but were tabled: 
–	 Patient Experience of Care 
–	 Transplant Recipients 

•	 It is critical for PROs to meet accepted current standards of 
measurement science. 
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Public Comment
 

2:30pm – 3:00pm (ET)
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Study of Quality of Life
 
For Patients on Dialysis
 

What is the purpose of the study? 

This study is being carried out in cooperation with physicians and their patients. The 
purpose is to assess the quality of life of patients with kidney disease. 

What will I be asked to do? 

For this study, we want you to complete a survey today about your health, how you 
feel and your background. 

Confidentiality of information? 

We do not ask for your name. Your answers will be combined with those of other 
participants in reporting the findings of the study. Any information that would permit 
identification of you will be regarded as strictly confidential. In addition, all 
information collected will be used only for purposes of the study, and will not be 
disclosed or released for any other purpose without your prior consent. 

How will participation benefit me? 

The information you provide will tell us how you feel about your care and further
 
understanding about the effects of medical care on the health of patients. This
 
information will help to evaluate the care delivered.
 

Do I have to take part? 

You do not have to fill out the survey and you can refuse to answer any question.
 
Your decision to participate will not affect your opportunity to receive care.
 







  

  

  


 
 
 
 
 
 


 
 
 
 
 
 


 
 
 
 
 


 

 


 

� � � � � � 

� � � � � 

These questions are about how you feel and how things have been with 
you during the past 4 weeks. For each question, please give the one 
answer that comes closest to the way you have been feeling. 

How much of the time during the past 4 weeks… 

A good 
All Most bit Some A little None 

of the of the of the of the of the of the 
time time time time time time 

9. Have you felt calm and 
1........
 2 .......
 3........
 4 .......
 5 .......
 6peaceful?......................
 

10. Did you have a lot of 
1........
 2 .......
 3........
 4 .......
 5 .......
 6energy? ........................
 

11. Have you felt 
1........
 2 .......
 3........
 4 .......
 5 .......
downhearted and blue? . 

12. During the past 4 weeks, how much of the time has your physical 
health or emotional problems interfered with your social activities 
(like visiting with friends, relatives, etc.)? 

All Most Some A little None
 
of the time of the time of the time of the time of the time
 

1 2 3 4 5 
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� � � � �
 

During the past 4 weeks, to what extent were you bothered by each 
of the following? 

Not at all Somewhat Moderately Very much Extremely
 
bothered bothered bothered bothered bothered
 

17. Soreness in your 
muscles? ............... 1 ............ 2 ........... 3 ............ 4 ........... 5 

18. Chest pain? ........... 1 ............ 2 ........... 3 ............ 4 ........... 5 

19. Cramps? ............... 1 ............ 2 ........... 3 ............ 4 ........... 5 

20. Itchy skin?............. 1 ............ 2 ........... 3 ............ 4 ........... 5 

21. Dry skin?............... 1 ............ 2 ........... 3 ............ 4 ........... 5 

22. Shortness of 
breath?.................. 1 ............ 2 ........... 3 ............ 4 ........... 5 

23. Faintness or 
dizziness?.............. 1 ............ 2 ........... 3 ............ 4 ........... 5 

24. Lack of appetite?... 1 ............ 2 ........... 3 ............ 4 ........... 5 

25. Washed out or 
drained?................ 1 ............ 2 ........... 3 ............ 4 ........... 5 

26. Numbness in 
hands or feet?........ 1 ............ 2 ........... 3 ............ 4 ........... 5 

27. Nausea or upset 
stomach?............... 1 ............ 2 ........... 3 ............ 4 ........... 5 

28a. (Hemodialysis patient only) 

Problems with
 
your access site? ...
 1 ............
 

28b. (Peritoneal dialysis patient only) 

Problems with
 
your catheter site?..
 1 ............
 

2 ...........
 3 ............
 

2 ...........
 3 ............
 

4 ...........
 5 

4 ...........
 5 
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PROMIS Scale v1.2 – Global Health Mental 2a 

Global Health – Mental 2a 

Please respond to each question or statement by marking one box per row. 

Excellent Very good Good Fair Poor 

Global04 

Global05 

In general, how would you rate your 

mental health, including your mood and 

your ability to think? ................................. 

In general, how would you rate your 

satisfaction with your social activities and 

relationships?.............................................. 

    

5 4 3 2 1 

    

5 4 3 2 1 

6 September 2016 

© 2010-2016 PROMIS Health Organization and PROMIS Cooperative Group Page 1 of 1 
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