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Introduction and Background

Within the transplant community there is a strong perception that accepting and/or utilizing
kidneys with higher Kidney Donor Profile Index (KDPI) scores is correlated with an increased
risk for outcome reviews by the OPTN/UNOS Membership and Professional Standards
Committee (MPSC) or the Centers for Medicare and Medicaid Services (CMS). The number of
patients awaiting kidney transplants increases daily, and research suggests that transplants
from higher-risk donors can yield good outcomes. Still, hundreds of potentially transplantable
high-KDPI kidneys are discarded each year. Utilization of moderate-to-high KDPI kidneys may
impact patient survival rates positively or improve quality of life as opposed to patients lingering
on a waitlist or dialysis.

The Collaborative Innovation and Improvement Network (COIIN) Pilot Program seeks to identify
effective practices correlated to increasing transplantation of moderate-to-high KDPI kidneys,
with moderate-to-high defined by a KDPI score between 50% - 100%. The COIIN Pilot Program
will explore the use of an alternative monitoring process to encourage innovation, and to limit
the perceived risk avoidance behaviors associated with the current outcomes monitoring. The
program also aims to foster improvement efforts via a collaborative framework, and encourage
organizational learning and community sharing to drive improvement.

The COIIN Pilot Program will take a customized approach, targeting performance improvement
within three affinity groups, spanning the continuum of care throughout the kidney transplant
process: Organ Offer and Acceptance; Waitlist Management; and Care Coordination. Pilot
Programs will develop diverse interventions within each affinity group during three 90-day cycles
of improvement called PDSA (Plan-Do-Study-Act).

Participant Benefits

As a participant, your institution will receive customized approaches for:

1. Focused improvement efforts, including:
a. Coaching and education in performance improvement and analytics expertise by
trained staff;
b. Change Package and Intervention Guides;
c. Access to an exclusive and interactive COIIN Collaborative Learning Web portal
with best practices, resources, and tools;
d. Access to educational webinars on key topics;

2. Data Collection and Analytics, including:
a. Access to REDCap™ (Research Electronic Data Capture) with reporting
capability for process measures;
b. Access to Tableau, the COIIN Data Dashboard Tool, providing visual data
displays and personalized dashboards;

3. Networking to directly affect outcomes including:
a. Relational Coordination, a comprehensive, evidence-based approach to
evaluating collaborative relationships within the transplant hospital team
(Appendix D). The Relational Coordination Instrument, a validated survey tool,
will be used to measure timely and effective communication; problem-solving;
shared-goals; shared knowledge; and mutual respect, with baseline and six-
month assessments for all Pilot Programs and partner OPOs;
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b. Coaching from Relational Coordination Interventionists based on Relational
Coordination survey results of the Relational Coordination;

c. Customized Action Plans to help drive improvements in focus areas identified by
the Relational Coordination survey.

Participation in COIIN affords programs the opportunity for innovation while maintaining
accountability through alternative monitoring efforts, and without the burden of regulatory
intervention via MPSC waiver, further explained in Section XIII.

1.  Administrative

Please direct all questions and inquiries regarding this program to:

Michelle Rabold, RN, BSN
COIIN Quality Improvement Nurse
(804) 782-4667

IV. Application Contents

The application, as set forth in Section VI, consists of:

Key Sponsors ldentification Form — Appendix A

CMS QAPI Self-Evaluation Form — Appendix B
Executed COIIN Participation Agreement — Appendix C
Current QAPI Plan and Dashboard

Organizational Chart

2015 Kidney Transplant Program Annual Volume

ogrwnNE

Acceptable formats for responses include: PDF, XLS, XLSX, DOC, DOCX, PPT or PPTX or any
combination thereof. Any confidential or proprietary information must be clearly marked as
CONFIDENTIAL/PROPRIETARY.

Please submit completed applications electronically to COIIN@unos.org by August 31, 2016.

We have included two appendices to further clarify and answer additional questions. These
include:

o Relational Coordination Overview — Appendix D
o UNOS and Participant Obligations — Appendix E
V. Commitment Due Date and Project Schedule

All application contents and signed participation agreements are due to UNOS by August 31,
2016. Any correspondence received after the deadline may not be evaluated for participation.

The following schedule is for informational purposes only. UNOS reserves the right to amend this
schedule at any time.

Late July — August 2016

1. Materials and Participation Agreements Accepted
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2. COIIN Executive Team Review August — September 2016

3. Notification to Selected Participants Sepieayer 201
4. Anticipated Commencement Date of Pre-Work CreifalaEr A0E
Implementation of Improvement Cycles and begin January — September 2017

Data Collection

VI. Requirements for Participation

To be considered for participation in the Pilot Program, participants MUST:
1. Perform a minimum of 45 kidney transplants in the past 12 months or average over the past
three (3) years;

2. Not be currently under OPTN/UNOS Membership and Professional Standards Committee
(MPSC) review for kidney outcomes;

3. ldentify key personnel, meet staffing requirements and have leadership commitment (Appendix
A) from parties listed below:

a. CEO, executive sponsor, clinical leader commitments;

b. Executive sponsor to set goals, promote teamwork, facilitate decision making and
remove internal barriers to participation;

c. Primary sponsor will play key role communicating with COIIN team, holding staff
accountable and allocating necessary resources;

d. Physician/surgeon sponsor to support clinical efforts;

e. Data owner who will be accountable for timely and accurate data submission;

f.  OPO sponsor to commit to data sharing, Relational Coordination surveys, and
participate in meetings and identified improvement efforts;

4. Submit an Organizational Chart for kidney program and for the overall hospital organization;

5. Submit a QAPI self-assessment for the kidney program (Appendix B) and provide a current
QAPI plan and dashboard;

6. Execute the COIIN Participation Agreement (Appendix C).

VII. Participant Responsibilities

1. Abide by the COIIN Pilot Program Application and Participant Requirements and the
OPTN/UNOS Bylaws and Policies, unless explicitly stated otherwise in the COIIN Pilot
Program Application and Participant Requirements. Any potential violations of the COIIN
Pilot Program Application and Participant Requirements or any potential compliance
violations of policies and bylaws outside of kidney performance outcomes could be
referred to the Membership and Professional Standards Committee (MPSC). Please see
waiver in Section XIII.

2. Agree to share aggregated performance data and information with and among other
participants in the COIIN Program to facilitate effective and efficient system
improvements and collaborative learning.
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Expectations and Time Commitment for Key Program Personnel

Key personnel expectations and establish minimum time commitments are set forth in the tables

below:
Data Owner
Job Expectation Time Commitment
Pre-work 1-2 hours/weekly for 1%t 3 months

Submission of process measure data through
REDCap™ for few measures outside of UNet

2 hours bi-weekly; dependent on data deliverables

Approx. 4-8 hours monthly (first three months) and 4 hours thereafter

Program Sponsor

Job Expectation

Minimum Time Commitment

On-site kick off meeting

2 days with travel to Richmond, VA
(1 day travel 1 1/2 day meeting)

Pre-work

1-2 hours for 15t 3 months

Coaching visit

1 day at your center

On-site 6 mos. meeting collaborative

2 days (Richmond, VA)

Quarterly web meeting to report out on transplant
center progress for all participating hospitals

1-3 hours quarterly

Monthly educational group web meeting

1 hour monthly

Monthly report out template filled out and returned

1 hour monthly

Weekly entries and exploration of LMS site

1 hour weekly

Ongoing Pl work outside of structured meetings /
Action Planning

4-6 hours weekly
\Variable per process measures/goals/resources

Approx. 22-30 hours monthly

Executive Sponsor and Medical Leader

Job Expectation

Time Commitment

Support the project/ provide organizational
commitment

1 hour meeting quarterly with program sponsor

Role requirements including Plan review and
Removal of barriers to participation

Variable depending on center need

Approx. 4 hours quarterly

OPO representative

Job Expectation

Time Commitment

Help with the collection of OPO data if chosen
for process measures and support for action

planning

1 - 2 hours bi-weekly
variable depending on action planning when
working on organ offer and acceptance

Approx. 2—4 hours monthly

Pharmacy, etc.)

Transplant team efforts/Program assigned duties
(Workforce key stakeholder requirements — Physicians, Coordinators, SW, RNs,

Job expectation

Time Commitment

On-site kick off meeting (clinical physician lead
and identified program sponsor)

2 days with travel
(1 day of travel and 1 day meeting)
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Homework/ Relational Mapping/ define 2 hours
process measures for first 90 days
Action Planning for Improvement Efforts Variable depending on process measures

Depending on action plans and interventions :
2-4 hours/ week

Complete RC survey Individual Time to complete survey — 2 hrs.

Approx. 8-16 hours monthly

IX. Data Submission Requirements

Most data required for evaluating performance will be based on already-existing submissions
through UNOS via Tiedi®. More timely data submission for some forms may be required to
appreciate cycles of improvement in the short time frame of the project. For example, for any
transplants performed during your year of participation, you will be asked to submit the
Transplant Recipient Registration form within 30 days of completing recipient feedback instead
of the current 60 day requirement.

For additional process measures that may require additional manual data submission, you will
be required to use the COIIN data collection tool (REDCap™ ) in order to: (1) facilitate
aggregated reporting, and (2) meet the requirements for bi-weekly and monthly review of key
process measures.

Process measures are dynamic and may be changed through cycles of improvement and the
life of the project. The data you are required to submit will vary depending on the interventions
chosen by your program.

Data will be reviewed for trends and potential for Accelerated Improvement Process (AIP) as
set forth in Section XI.

X. COIIN Program Termination and Participation Withdrawal Process

The COIIN Executive Team (UNOS Chief Medical Officer, Chief Contract Operations Officer,
and Director Member Quality) may review any potential violations of the Operational Guidelines
and Participant Agreement. The process for potential termination and withdrawal from the
COIIN Pilot Program may include:

e Patient safety concerns identified through other focused areas of review by the
OPTN/UNOS Membership and Professional Standards Committee (MPSC), Centers for
Medicare and Medicaid Services (CMS), or other regulatory agency;

e Unplanned leadership structural changes or vacancies affecting COIIN program
commitments;

e Material non-compliance with the Operational Guidelines and Participation Agreement.

The COIIN Executive Team reserves the right to review these events on a case-by-case basis,
and make decisions on behalf of the OPTN in the interest of public safety.

XI. COIIN Program Performance Monitoring

The COIIN Program will use an Accelerated Improvement Process (AIP) that incorporates the
framework of collaborative performance improvement within the scheduled monthly discussions
with participating pilot hospitals. COIIN Improvement Staff will engage all participating
organizations in:
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e 90-day cycles of improvement incorporating the use of PDSA, process mapping, root
cause analysis and improvement action planning;

e Monthly data review by all participating pilot hospitals using the COIIN Tableau
Dashboard and engaging improvement discussions within the web portal and monthly
collaborative calls;

e Providing key interventions to facilitate an accelerated intervention process including:

o Coaching site visits with faculty expertise in the areas of wait list management,
organ offer acceptance, care coordination, building relationships, leadership and
culture;

o Support in data management and use of reporting tools including the UNOS
ROO report;

o Modification of action plans to remediate gaps in performance.

If unfavorable trends continue beyond the 90-day cycle of improvement, despite focused efforts
of improvement and COIIN staff intervention, further participation in COIIN will be dependent
upon causes of unfavorable trends determined by COIIN Executive Team and the oversight of
HRSA.

If excused from COIIN Pilot participation, the program will return to standard MPSC review of
kidney outcomes.

XIl.  COIIN Program Participation Evaluation and Selection Process

Applications will be reviewed for requirements, results of the QAPI Self-Assessment Tool, and
cross referenced with OPTN/UNOS historical data, including OPTN/UNOS Site Survey results,
MPSC kidney outcomes review, and adverse events documented through Incident Handling.

Final selections will be made by the COIIN Executive Team in consultation with the Advisory
Council and HRSA.

Regional considerations may be made based on the representation within the applicant pool in
association with creating an effective network and promoting the potential expansion of the
network.

Upon review and evaluation, the COIIN Executive Team will contact each applicant with the
determination.

XIl.  MPSC Waiver

The MPSC will provide a waiver from review for kidney outcomes, including graft and patient
survival, to COIIN pilot hospital participants for the time period in which they are participating in
COIIN; however, if the program does not achieve and maintain their participation obligations,
the waiver will not apply. There are two components to the waiver:

e The COIIN pilot hospital participants will be exempt from engagement with the MPSC for
kidney outcomes during the participating year,;

¢ If identified for outcomes review post COIIN participation:

o Ifitis possible to determine from a review of the outcomes data that the program
would not have been identified for lower than expected outcomes if graft failures
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or patient deaths during the year of COIIN participation were removed, the MPSC
will not send an inquiry to the program.

o Ifthe MPSC is not able to determine the effect of graft failures or patient deaths
during the year of COIIN patrticipation, the MPSC would engage with the program
to determine the effect. Focused utilization of moderate to high KDPI kidneys as
part of COIIN participation could be cited as a “unique clinical aspect of the
transplant program” as referenced in Bylaws, Appendix D.11, and Transplant
Program Performance.

XIV. APPENDICES

Application Documents
Key Sponsors Identification Form — Appendix A
CMS QAPI Self-Evaluation Form — Appendix B
COIIN Participation Agreement — Appendix C

Informational ltems

Relational Coordination Overview — Appendix D
UNOS and Pilot Hospital Obligations — Appendix E
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