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Purpose

This document provides some general guidance for incorporating patients into your facility Quality
Assessment and Performance Improvement (QAPI) activities. It provides a brief description of QAPI and
some of the standardized quality tools and methods, as well as several checklists to help you get started.

Quality Assessment and Performance Improvement (QAPI) Brief Overview

Under the End-Stage Renal Disease (ESRD) Conditions for Coverage every dialysis facility must
develop, implement, maintain, and evaluate an effective, data-driven QAPI program with participation by
the professional members of the Interdisciplinary Team (IDT). The program must reflect the complexity
of the organization and services (including those under arrangement), and must focus on indicators related
to improved health outcomes and the prevention and reduction of medical errors. The dialysis facility
must maintain and demonstrate evidence of its QAPI program including continuous monitoring for CMS
review. CMS strongly encourages patient participation in QAPI in some capacity.

Tag #

Regulation
§ 494.110 Condition: Quality
assessment and performance
improvement.

Interpretive Guidance
This Condition looks at facility aggregate data and requires facilitybased assessment and improvement of care, while the Plan of care
Condition expects patient-based improvement of care.
Compliance with this Condition is determined by review of clinical
outcomes data and the records of the quality assessment performance
improvement activities of the facility, and by interviews of responsible
staff including the medical director.
Non-compliance at the Condition level may be warranted if a pattern of
deficient practices which could impact patient health and safety is
identified. Examples include, but are not limited to:
• Absence of an effective QAPI program;
• Failure to recognize and prioritize major problems that threaten
the health and safety of patients; or
• Failure to take action to address identified problems.

(3) The relationship with the
ESRD networks; and

The ESRD Networks are CMS contractors assigned responsibilities via
a Statement of Work to:
• Collect and analyze data on ESRD patients and their outcomes of
care, including the information that allows patients to be enrolled into
the ESRD Medicare benefit program
• Provide education and oversight to improve the quality of care
delivered to dialysis and kidney transplant patients
• Support facilities in developing and maintaining an effective QAPI
program
• Respond to complaints and grievances
At the time of publishing these regulations, there were 18 ESRD
Networks, each covering a specified geographic area.
A signed agreement between the facility and the applicable Network is
required prior to the initial certification survey. The CEO or
administrator is responsible to receive and act on correspondence from
the ESRD Network and to promptly respond to any request from the
applicable Networks.
Additional requirements related to Networks are found at V772.

V625

V755
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V772

(i) Standard: Relationship with the
ESRD network. The governing
body receives and acts upon
recommendations from the ESRD
network. The dialysis facility must
cooperate with the ESRD network
designated for its geographic area,
in fulfilling the terms of the
Network’s current statement of
work. Each facility must
participate in ESRD network
activities and pursue network
goals.

The ESRD facility must respond promptly within any specified
deadlines to requests for information, data, or corrective action plans
from its ESRD Network. The facility must participate in Network
projects and activities aimed at addressing identified needs and
improving quality of care in the individual facility or the Network-wide
area. Facilities may easily obtain copies of their Network’s goals and
objectives as each Network is required to post their annual report on
their website. These reports include the individual Network’s goals and
activities.
At the time of publication of these regulations, the goals of ESRD
Networks were to:
• Improve the quality and safety of dialysis-related services provided
for individuals with ESRD.
• Improve independence, quality of life, and rehabilitation (to the extent
possible) of individuals with ESRD through encouragement of
transplantation, use of self-care modalities (e.g., home peritoneal
dialysis, home hemodialysis, and in-center self care), as medically
appropriate, through the end of life.
• Encourage and support collaborative activities to ensure achievement
of these goals through the most efficient and effective means possible,
with recognition of the differences among providers (e.g.,
independent, hospital-based, member of a group, affiliate of an
organization) and the associated possibilities/capabilities.
Improve the collection, reliability, timeliness, and use of data to:
measure processes of care and outcomes; maintain the patient registry;
and support the ESRD Network program.

What is QAPI?
Quality Assessment = Ensuring compliance, and follow up of known issues. Conducting a root cause

analysis is a way in assure quality.

Performance Improvement = A focus on issues that result in poor outcomes.
•
•
•

It is an ongoing evaluation of operating systems & clinical process rather than individual
problems.
It is data driven.
It is an ongoing program that achieves measurable improvements in health care.

PDSA Cycle
One standard quality improvement tool that is frequently used is the Plan-Do-Study-Act (PDSA) model
for improvement. The PDSA cycle (http://www.ihi.org/resources/Pages/HowtoImprove/default.aspx) is
shorthand for testing a change by developing a plan to test the change (Plan), carrying out the test (Do),
observing and learning from the consequences (Study), and determining what modifications should be
made to the test (Act). After testing a change on a small scale, learning from each test, and refining the
change through several PDSA cycles, the team may implement the change on a broader scale — for
example, incorporating into the facility policy and procedure.
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Plan
1. Select the opportunity for improvement
2. Select the team
3. Study the current situation
4. Analyze the causes
5. Develop a theory for improvement
Do
6. Implement the improvement
Study
7. Study the results
Act
8. Establish a future plan
9. Standardize the improvement

PDSA in Action

The following content gives an examples of how you can put the PDSA into action. The specific example
is a PDSA on how to improve the grievance process in your clinic. However, these quality improvement
concepts can be applied to any QI project you may be working on.
Following the PDSA worksheet and flow chart example, are suggestions for how to engage patients in
your QAPI process and several QI tool templates including PDSA and Root Cause Analysis tools.
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PDSA Worksheet Example: Improving the Grievance Process
Steps

1. Select team
facilitator and
team members.
2. Select the
opportunity for
improvement.

PLAN

Define the
problem.
3. Study the
current
situation.

Explanation
Team members are people
with personal knowledge of
the processes and systems
involved in investigating the
grievance.
Events and issues can come
from many sources (e.g.,
grievance log, patient
satisfaction results). The
facility should have a process
for selecting events that will
undergo a Root Cause
Analysis.
Gather preliminary
information and collect data
needed to understand the issue.

Example
• Required QAPI team members
• Patient representative
• Project lead should be Facility Administrator or
social worker.
• All staff should document grievances.
• Patients are consistently complaining of
temperature or communication concerns.
• Our facility has not had any, or very few,
complaints reported.

•
•
•

4. Analyze the
causes.
Conduct a Root
Cause Analysis
(RCA).

STUDY

DO

5. Develop a
theory for
improvement.

6. Implement
Solutions.

7. Measure
success.

ACT

8. Establish a
future plan.

9. Standardize
improvements.
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A thorough analysis of
contributing factors leads to
identification of the underlying
process and system issues
(root causes) of the grievance
trends.
The team determines how best
to change processes to reduce
the chance of another similar
grievance.

•
•
•
•
•

Grievance logs, identify trends in QAPI meetings,
individual grievances should not be discussed.
Patient satisfaction and facility culture of safety.
Do patients feel comfortable voicing concerns?
Collect and organize the facts surrounding the
grievance trends to understand what is happening.
Use the “five whys” technique by asking “why is
that?”
Use fishbone tool
If you don’t have many grievances: “Why don’t we
have grievances?”
How can we change the way we do things to make
sure this root cause does not result in a future
grievance?
Will all current and new staff be educated on the
changes to prevent reverting to the old way of
addressing concerns?
Who will implement the solutions, by when and
how?
Use of patient educational resources for example
the “Why am I Cold” resource

The team determines how best
to change processes to reduce
the chance of another similar
grievance.

•

The team looks at current
trends and compares to
previous numbers to see how
successful interventions were.

•
•

Did we see progress?
Do we need any further interventions?

•

How can we incorporate this process and
interventions into our policy and procedure?

•

How can we incorporate this process and
interventions into our policy and procedure?

The team discusses their plan
to continue process or modify
interventions.
The team discusses their plan
to continue process.

•
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Grievance Process Flow Chart
With Staff Person

Acknowledge the concern(s)
and document it on the
grievance log and explain the
next step

Patient Shares Concern(s)
With Clinic Manager

Will the concern/grievance take
more time to investigate? (Answer
no if it can be addressed quickly, ie.
that day or by the next treatment)

Staff self check-in
Regular flow step

No

Identify solutions and set
plan for implementation

Yes
Give patient
Acknowledgement of
Grievance Letter

Investigate the Grievance

Check in with patient to
confirm understanding.
Are they satisfied?

Review findings, solutions
and plan with patient.

No
Complete Further
Investigation

Yes

Escalate the grievance per
facility policy and procedure
and notify patient of next steps

Give patient Grievance
Outcome Letter

No

Review findings, solutions
and plan with patient.
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Check in with patient to
confirm understanding.
Are they satisfied?

Yes
Complete Grievance
Log form and include
in QAPI trend
discussion

This material was prepared by Qsource, an End-Stage Renal Disease (ESRD) Network under contract with the Centers for
Medicare & Medicaid Services (CMS), an agency of the U.S. Department of Health and Human Services (HHS). Views
expressed in this material do not necessarily reflect the official views or policy of CMS or HHS, and any reference to a specific
product or entity herein does not constitute endorsement of that product or entity by CMS or HHS. 22.Q-ESRD.02.021a

Engaging Patients in Quality Assurance and Performance
Improvement (QAPI)
The Network encourages facilities to engage patients beyond just patient care, to include their patient voices in quality
improvement and governance activities. Bringing a patient perspective to the process can help the facility to better
understand issues patients may be experiencing, and in developing patient-centered interventions.
Facilities often say they are concerned that having a patient in a QAPI meeting will violate confidentiality. To preserve
confidentiality, plan the agenda for the meeting so the patient representative is at the beginning of the meeting. Then,
confidential topics can be discussed after the patient has left the meeting.

Benefits of Patient Engagement in QAPI and/or Governance

Benefits of engaging patients in quality improvement activities include:
• Diverse perspectives and ideas can result in solutions that appeal to a wider population. Having that patient
and/or family member involved can give you another perspective to incorporate into your interventions.
• Patients are in a position that allows for the repetitive observation of most initiatives and can report back on
what they are seeing. By nature of the treatment, patients spend several hours, three days a week in the dialysis
facility. They are watching and listening to what is happening around them and they can share what they are
observing.
• Inclusion in the team can dramatically open up a patient perspective and demonstrate the dialysis facility’s
commitment to solving the problem. The patient can go back and share with other patients that the facility is
committed to making improvements and they see first-hand the “bigger” picture of what the facility does to
not just improve their care but care for all.

Steps to Engaging a Patient in QAPI

The process of engaging your patients into the QAPI (or Governing Body) meetings can be broken down into
several parts: selecting and inviting, meeting, and sharing after the meeting.
Patient Selection
Patient selection should be considered with some thought and method behind it. Look for a person who:
• Can see beyond their personal experiences
• Shows concern for more than one issue
• Has a positive outlook on life
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•
•
•
•

Listens well
Shows respect for perspective of others
Interacts with different people
Speaks comfortably in a group with candor

Patient Invitation
There are several key components to successfully inviting a patient to participate:
• Make it personal—invite the patient in-person away from other patients.
• Explain the purpose of the meeting.
• Share reasons why the patient is being invited.
• Review their role during and after the meeting.
• Accommodate the patient’s schedule to attend the meeting.
• If the patient agrees, educate the patient on the topic(s) covered and answer any questions they have.
Before the Meeting
• Remove any Personal Health Information from reports.
• Provide the patient with any policy and procedures that may be relevant to the discussion.
• Determine with the team what areas you would like patient input on or if the patient will participate in the
entire meeting.
• Interdisciplinary team members should all prepare specific, directed questions for the patient.
• Ask the patient how long they would like to stay during the meeting.
• Set an agenda
▪ Include introductions as part of the agenda.
▪ Plan for the first 20-30 minutes to discuss the topics that are a priority for patient input.
▪ Provide the patient with a copy of the agenda prior to the meeting.
During the Meeting
• Introduce all members attending by name and role.
• Ask the patient to introduce him/herself.
• Observe confidentiality requirements.
• Keep to the agenda, observing time limits set, to ensure patient feedback is included.
• Use plain language and explain any acronyms when reviewing reports and data.
• Ask the patient the prepared questions and about their experience with the topic, for example: “We have just
reviewed the data we have on blood stream infections…
▪ Have you ever had an infection since starting dialysis?
▪ What steps do you take personally to help you stay infection free?
▪ How do you think we could help patients with this?
▪ How do you think staff could improve their practices?
After the Meeting
Facility staff:
• Include patient’s attendance and participation in QAPI or Governing Body Committee meeting minutes.
• Follow up with the patient directly on any hot-topic issues prior to the next meeting.
• Check in with team about what can be done to improve the process for the next meeting.
Patient:
• Update patients on the topics discussed.
• Ask for any feedback needed to share at the next meeting.
References
• Dialysis Patient Grievance Toolkit, Kidney Patient Advisory Council, the National Forum of ESRD Networks (2016)
• Institute for Patient- and Family- Centered Care. Advancing the Practice of Patient-and Family-Centered Care in Hospitals-How to Get Started
• Institute for Patient- and Family- Centered Care. Advancing the Practice of Patient- and Family-Centered Care In Primary Care and Other Ambulatory Settings
This material was prepared by Qsource, an End-Stage Renal Disease (ESRD) Network under contract with the Centers for Medicare & Medicaid Services (CMS), an
agency of the U.S. Department of Health and Human Services (HHS). Views expressed in this material do not necessarily reflect the official views or policy of CMS or
HHS, and any reference to a specific product or entity herein does not constitute endorsement of that product or entity by CMS or HHS. 22.Q-ESRD.02.021b
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You’re Invited
On behalf of the entire care team, we would like to invite
you to join us in the clinic’s monthly quality improvement
meeting.
Our clinic calls this meeting:
_________________________________________________
When: __________________________________________
Where: _________________________________________
We would like to partner with you to review the quality and safety of dialysis care we provide and to
look at what we can do to make things better. During the meeting, we will be looking at information
to see how we meet standards and what we can do to improve. Just like the dietitian reviews your
labs with you monthly to see if you are meeting goals, we look at the bigger picture of how all
patients as a group are doing and if the clinic is meeting its goals.
What is the Quality Assessment & Performance Improvement (QAPI)?
QAPI activities involve your physician and your care team at the dialysis center. They are used to
help identify areas where we can improve, make a plan to correct areas that need improvement, and
continuously monitor these improvements in your dialysis center.
Quality Assessment (QA) is how we make sure we are providing quality care to our patients.
Performance Improvement (PI) is the way we monitor the care we are providing to our patients,
find areas that need improvement, and indentify ways to improve.
Looking at improving quality has many names.
Our clinic calls it: _______________________________________________________________.
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Tips for Being Involved in QAPI:
•
•
•
•
•
•
•

Believe you can help
Communicate openly
Be honest
Ask questions
Be open-minded
Avoid assumptions
Be willing to partner and learn from others

•
•
•
•

Be a team player
Thank them for asking for your input
Adapt to different situations
Try not to complain, and instead offer
suggestions on how it could have been
made better.

This month we would like to get your patient perspective on this topic:
_______________________________________________________________________________
During the meeting we would like you to share your thoughts on the following questions from a
patient perspective:
1. What do you think is the biggest concern for patients around this topic?
__________________________________________________________________________
__________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
2. What do you think staff could do to improve around this topic?
__________________________________________________________________________
__________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
3. What do you think patients could do to improve around this topic?
How could staff help?
__________________________________________________________________________
__________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________

For more information or to file a grievance, please contact:
Qsource ESRD Network 10 (IL)
911 E. 86th Street, Suite 30 | Indianapolis, IN 46240
(800) 456-6919 | ESRDNetwork10@qsource.org
Qsource ESRD Network 12 (IA, KS, MO, NE)
2300 Main, Suite 900 | Kansas City, MO 64108
(800) 444-9965 | ESRDNetwork12@qsource.org

esrd.qsource.org
This material was prepared by Qsource, an End-Stage Renal Disease (ESRD) Network under contract with the Centers
for Medicare & Medicaid Services (CMS), an agency of the U.S. Department of Health and Human Services (HHS).
Views expressed in this material do not necessarily reflect the official views or policy of CMS or HHS, and any
reference to a specific product or entity herein does not constitute endorsement of that product or entity by CMS or HHS.
22.Q-ESRD.02.021c
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Monthly QAPI Suggested Checklist
Checklist Question

Action Completed (document in minutes)

What is our progress on the Quality Improvement Topic?

Review CMS goals
Complete Root Cause Analysis (RCA)
Discuss progress with IDT
Staff education ongoing

1. Have we educated all staff on the QI process,
reviewed new resources and goals? How is staff
responding to the quality improvement activity
(QIA)?






3. What has our data shown during this period?

 Use data provided by NW to look for trends

4. Where are we in the P-D-S-A cycle?
 Use PDSA Worksheet/Cycle
What are the patient partnership activities we have done this month?
5. Do we have a Facility Peer Representative? If
not, who would be a good choice at our clinic?
a) If so, how can we engage the FPR? What
are their interests in working with the
team on this improvement activity?
b) Would they be willing/able to attend
QAPI meetings to discuss trends with
QAPI team and provide ideas/feedback?
c) How are we using the FPR to assist with
this activity?

 Identify FPR
 Complete FPR Application
 Discuss with FPR their level of involvement
options

 Invite FPR to QAPI
 Invitation Resource

 Attend QAPI meeting
 Discuss topic and ideas prior to or at QAPI
meeting

 Assisting with Bulletin Boards
 Assisting with other patient engagement activities
Allow patient to be excused once patient engagement topic has been discussed
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Tools for Root Cause Analysis
5 Whys Example
Problem statement

On the way home from work on Monday my
car stops on the freeway.

Why did my car stop?

I didn’t fill it up this
morning.
(physical cause)

Why didn’t I fill up my gas
tank?

Because I can’t bluff when
I have a good hand.
(systemic cause)

It was out of gas.
(physical cause)

Why did my car run out of
gas?

I didn’t have any money.
(physical cause)

Why didn’t I have any
money?

Solution
Don’t gamble on Saturday night and you will
have money on Monday to buy gas.
(Change habit--Systemic)

Quick-Start QAPI Guide
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3.

4.

5.

Why?

Why?

Why?

Why?

Tip: Don't list five
different reasons for the
problem. Instead, dig
deeper into the one reason.

Root Cause Analysis Worksheet: Five Whys Method
Define the Problem:

Why is it happening?
1.

2.

Tip: If the last answer is
something that can't be
controlled, return to the
previous answer.
Individuals should not
be blamed. Instead, the
"why" is being
examined to determine
a solution/resolution.

Action to begin implementing:

esrd.qsource.org
This material was prepared by Qsource, an End-Stage Renal Disease (ESRD) Network under contract with the Centers for Medicare & Medicaid
Services (CMS), an agency of the U.S. Department of Health and Human Services (HHS). Views expressed in this material do not necessarily reflect
the official views or policy of CMS or HHS, and any reference to a specific product or entity herein does not constitute endorsement of that product
or entity by CMS or HHS. 22.Q-ESRD.02.022b
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Cause and Effect Diagram (Fishbone)

Cause

Cause

Provider

Cause

Cause

Cause

Fishbone Diagram

Cause

Health Care System

Cause

Cause

Cause

Cause

Cause

Cause

Organizational

Patient

Cause

Cause

Cause

Technical

PDSA Cycle Planning Tool
Project Focus:_____________________________________________________________________
Target Date for Completion:_________________________

Plan
What are we going to do?
What is our goal?

Act
Are changes needed?
How do we sustain the plan?

PDSA

Study
What were the results?
What does your data tell you?
What were your barriers?
This material was prepared by Qsource, an End-Stage Renal Disease (ESRD) Network under contract with the Centers for Medicare & Medicaid Services
(CMS), an agency of the U.S. Department of Health and Human Services (HHS). Views expressed in this material do not necessarily reflect the official
views or policy of CMS or HHS, and any reference to a specific product or entity herein does not constitute endorsement of that product or entity by CMS
or HHS. 22.Q-ESRD.02.021d

Do
When and how do we do it?
Who does it?

PDSA Cycle
PLAN:
What is your goal?
What are your predictions?
What data do you need to collect?

DO:
What have you done?
When did you do it?
Who are the responsible parties?

STUDY:
What were the results?

ACT:
How will you maintain your goal?
Are further changes needed?

This material was prepared by Qsource, an End-Stage Renal Disease (ESRD) Network under contract with the Centers for Medicare & Medicaid
Services (CMS), an agency of the U.S. Department of Health and Human Services (HHS). Views expressed in this material do not necessarily
reflect the official views or policy of CMS or HHS, and any reference to a specific product or entity herein does not constitute endorsement of that
product or entity by CMS or HHS. 22.Q-ESR D.02.021d
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Additional Resources
Continuous Quality Improvement (CQI) Strategies to Optimize your Practice. (April 30, 2013) The
National Learning Consortium.
https://www.healthit.gov/sites/default/files/tools/nlc_continuousqualityimprovementprimer.pdf
QAPI Toolkit (2010) The Forum of ESRD Networks.
http://esrdnetworks.org/resources/toolkits/mac-toolkits-1/qapi-toolkit
Dialysis Patient Grievance Toolkit (2016). The Forum of ESRD Networks.
http://esrdnetworks.org/resources/toolkits/mac-toolkits-1/new-toolkit-dialysis-patient-grievance-toolkit
ESRD Program Interpretive Guidance for 42 CFR Part 494 Conditions for Coverage for ESRD facilities.
(2008) CMS. http://www.cms.gov/GuidanceforLawsAndRegulations/Downloads/esrdpgmguidance.pdf

For more information or to file a grievance, please contact:
Qsource ESRD Network 10 (IL)
911 E. 86th Street, Suite 30
Indianapolis, IN 46240
(800) 456-6919 | ESRDNetwork10@qsource.org
Qsource ESRD Network 12 (IA, KS, MO, NE)
2300 Main, Suite 900
Kansas City, MO 64108
(800) 444-9965 | ESRDNetwork12@qsource.org
esrd.qsource.org
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