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Certificate of Attendance
Participants desiring CE’s that are not being offered, should complete a 
certificate of attendance. 
• Certificates should be claimed within 30 days of this webinar.
• We highly encourage you to provide us with your feedback through 

completion of the online evaluation tool.
• Detailed instructions will be emailed to you within the next 24 hours.
• You will receive a certificate via email upon completion of a certificate 

request or an evaluation 
• Group leaders, please share the follow-up email with all group participants 

who attended the webinar. 

Continuing Education Information
Evaluations & Certificates
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Meet Our Moderator

Transplant Quality Consultant

Linda Ohler

Need Assistance?
Contact Us via Zoom Chat, or

info@organdonationalliance.org
786-866-8730

Program Manager
Deanna Fenton

MSN, RN, CCTC, FAAN, FAST

mailto:info@organdonationalliance.org
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Meet Our Panelists

President & CEO

Jan Finn

Vice President, Transplant

Luke Preczewski
RN, MSN, CPTC



Jan Finn
President/CEO

Midwest Transplant Network
AOPO President



Response to CMS Request for Information

AOPO Supports: 
Improvements to Ensure the Most Equitable & Efficient Donation/Transplantation System

Improvements in Equity in Donation & Transplantation

AOPO is dedicated to providing comments to CMS incorporating member best practices 

U.S. Donation & Transplantation System Performance in 2021 is World-Class
• 41,354 transplants 
• 20,401 organ donors



Equity in Organ Donation & Transplantation

Are there revisions that can be made to the transplant program CoPs or the OPO CfCs to 
reduce disparities in organ transplantation?

Are there ways that transplant programs or OPOs could or should consider social 
determinants of health in their policies, such as those relating to requesting consent for 
donation, patient and living donor selection, or patient and living donor rights?

How can those in the transplant ecosystem better educate and connect with these 
communities about organ donation, so as to address the role that institutional mistrust 
plays in consenting to organ donation?



OPO Assessment, Recertification, & Competition

Independent of CMS’ specific outcome measures, what other metrics or attributes reflect 
a model or highest performing OPO?

Are there additional factors or criteria that CMS should consider when determining which 
OPO should be selected for an open service area?

What would be the anticipated impact from consolidation or expansion of the OPO 
community? Would consolidation or expansion of OPOs facilitate increased competition 
and improved performance or have a negative impact?



Organ Transport & Tracking

Are there best practices regarding the arrangement of organ transportation between an 
OPO and a transplant program?

How can the tracking of organs during transport be improved? 

Are there other ways HHS can incentivize creation or use of additional mechanisms to 
reduce the likelihood organs will be lost or damaged after procurement but before 
transplantation?



“Zero Organ Donors” & Discarded Organs

How has the sharing of information on organ offer and acceptance data impacted 
practice, including information on root causes for failure to place organs as well as 
organs that were declined but later successfully transplanted at another center?

We are also interested in ways in which it may be possible to determine an “acceptable” 
baseline rate of organ discards based on medically disqualifying factors and how this 
should be assessed. 



Donation After Cardiac Death (DCD)

What has contributed to the recent rapid increase in DCD organ donation?

What challenges do OPOs face from stakeholders regarding DCD donation and how have 
some OPOs overcome these challenges?

Are there ways to better align the CfCs with the current environment for DCD donation?

Are there requirements that CMS should establish that may facilitate greater acceptance 
of DCD donation while ensuring patient rights and protections?



Additional OPO Categories

- Organs for Research

- Donor Referral Process

- Organ Recovery Facilities

- Organ Tissue Banking Activity & Relationships with other Tissue Banking Organizations

- Vascular Composite Allografts (VCAs)



AOPO Approval Process

January 14 – Advocacy Committee review

January 18 – Approval of Advocacy Committee

January 21 – Submitted to Executive Committee (EC) for review

January 25 – Draft shared with AOPO members

January 27 – Approval of EC

January 28 – Webinar for AOPO members



Questions?



CMS Request for Information

Luke Preczewski 
Vice President, Transplant

January 20, 2022



• 2007  CMS Conditions of Participation for Transplant 
Programs based on Final Rule 3/30/07
– Call for public comment
– ASTS, AST, NATCO, transplant centers responded

• Interpretive guidelines
– 2008, 2016, 2019 Revised 

• Many comments were written; many issues remained
• Revisions from 2019 are still in track changes and there has been limited followup on 

issues raised

Historical Perspective



Current RFI

• CMS is announcing intent to make changes to COP 
requirements for Transplant Programs, OPOs, and 
Dialysis Centers

• Seeking public comment from each group plus patients, 
family members and interested groups

• Deadline 1 February 2022
• Comments can be submitted electronically at 
http://www.regulations.gov/ or mailed.

http://www.regulations.gov/


Soliciting Comments On Ways To:
• 1. Continue to improve systems of care for all patients in need of a transplant; 
• 2. Increase the number of organs available for transplant for all solid organ 

types; 
• 3. Encourage the use of dialysis in alternate settings or modalities over in-center 

hemodialysis where clinically appropriate and advantageous; 
• 4. Ensure that the Centers for Medicare & Medicaid Services (CMS) and the 

Department of Health and Human Services (HHS) policies appropriately 
incentivize the creation and use of future new treatments and technologies; and 

• 5. Harmonize requirements across government agencies to facilitate these 
objectives and improve quality across the organ donation and transplantation 
ecosystem. In addition, we are soliciting information related to opportunities, 
inefficiencies, and inequities in the transplant ecosystem and what can be done 
to ensure all segments of our healthcare systems are invested and accountable 
in ensuring improvements to organ donation and transplantation rates.



Transplant Centers
• Do transplant programs adequately protect the health and safety of living donors and transplant patients? Please 

provide data, research, studies, or firsthand accounts that would be illustrative of how transplant programs are 
performing with regards to adequately protecting patient health and safety.

• How can the current transplant program CoPs be improved in order to incentivize and ensure performance quality in 
organ transplantation?

• Do the initial approval requirements at § 482.80 create barriers to the establishment of new transplant programs? Do 
they require an excessive amount of hospital resources at program launch, resulting in hospitals retaining lower 
performing transplant programs? What alternatives for ensuring quality and oversight should be considered? 

• We are seeking ways to harmonize policies across the primary HHS agencies (CMS, the Health Resources and 
Services Administration (HRSA), and the Food and Drug Administration (FDA)) that are involved in regulating 
stakeholders in the transplant ecosystem so that our requirements are not duplicative, conflicting, or overly 
burdensome. Are there any current requirements for transplant programs, ESRD facilities, or OPOs that are 
unnecessarily duplicative of or in conflict with OPTN policies or policies that are covered by other government 
agencies? What are the impacts of these duplicative requirements on organ utilization and transplant program/ESRD 
facility/OPO quality and efficiency? 

• Are there additional requirements that CMS could implement that would improve the manner, effectiveness and 
timeliness of communication between OPOs, donor hospitals, and transplant programs? 



Transplant Centers (continued)
• The industry as a whole has acknowledged that changes cannot be made solely to one 

part of the transplantation system. Similar to the outcome requirements that OPOs must 
meet, should CMS again consider additional metrics of performance in relation to the 
organ transplantation rate, considering that the number of organs discarded remains 
high? What should these metrics be? Are there additional quality measures that CMS 
should consider to measure a transplant program’s performance? For a meaningful 
evaluation of transplant program outcomes from the recipient point of view, please 
comment on meaningful outcome measures that should be included in the transplant 
outcomes evaluations. 

• In the context of organ shortage and expanded use of marginal, suboptimal quality 
organs, and transplantation into standard and high-risk recipients, we are seeking public 
comments from the recipient perspective and expectations on meaningful measures 
including but not limited to graft survival benefit, shorter waiting list time, frailty 
improvement and quality of life after transplant, and other transplant benefits. 

• How can CMS meaningfully measure transplant outcomes without dis-incentivizing 
transplantation of marginal organs or dis-incentivizing performing transplants on higher 
risk patients? 



Patient Rights Regarding Offers
• Section 482.102 “Patient and living donor rights” provides specific rights for the patients 

on the waiting lists and transplant recipients. However, these enumerated rights do not 
address transparency regarding organ offers made for the patient on a transplant 
program’s waiting list. There is no requirement for the transplant center or surgeon 
to notify a patient on the waiting list that there has been an organ offered for them. 
Research has shown that less than 16 percent of deceased donor kidneys are accepted 
without being declined at least once.9 In addition, as discussed later in this RFI, there are 
concerns that kidneys may be declined for reasons other than organ quality. We believe 
that there should be some degree of transparency between the transplant program 
or surgeon and the patient on the waiting list. Although we believe there should be 
some degree of transparency and accountability, we want to avoid causing the patient 
undue anxiety. Therefore, we are seeking comments on the degree of transparency 
that we should require of programs to ensure that transplant patients on the wait 
list receive the information they need to make decisions about their care and 
ensure that transplant programs and surgeons are accountable and transparent in 
their decisions to decline organs. 

• Specifically, we are seeking public comments on the following question: 1. How can 
transplant programs facilitate greater communication and transparency with patients on 
their waiting list regarding organ selection while limiting undue delays or undue anxiety to 
their patients?



Reducing Disparities
• Are there revisions that can be made to the transplant program CoPs or the OPO CfCs to 

reduce disparities in organ transplantation? 
• Further, are there ways that transplant programs or OPOs could or should consider social 

determinants of health in their policies, such as those relating to requesting consent for 
donation, patient and living donor selection, or patient and living donor rights? Social 
determinants of health are those conditions in the places where people live, learn, work, 
and play that affect a wide range of health and quality-of life-risks and outcomes. Obtaining 
consent for donation is vital to increasing the number of organs available for 
transplantation. However, studies have demonstrated that African Americans are half as 
likely as Whites to agree to donate a loved one’s organs. In addition, studies have shown a 
“lower donation rate among racial/ethnic minorities, specifically including Blacks, 
Hispanics, and Asians”. There are many factors that contribute to these differences, 
including medical mistrust and differing opinions on organ donation and transplantation. 
OPOs have a key role in educating the public on organ donation and reaching out to those 
in underserved populations to address concerns or misconceptions regarding organ 
donation. They must also obtain consent from families in underserved communities with 
cultural sensitivity, awareness, and empathy. In order to ensure that more organs are 
available for transplant to those in underserved populations that need them the most, we 
are therefore asking what role CMS can play to ensure that OPOs can better build trust 
and awareness in historically underserved populations and communities (including racial 
and ethnic minorities). 



Reducing Disparities (continued)
• How can those in the transplant ecosystem better educate and connect with these 

communities about organ donation, so as to address the role that institutional 
mistrust plays in consenting to organ donation? This would include ways that CMS 
can hold OPOs accountable for their outreach and communication to those 
underrepresented communities while maintaining cultural competency, such as 
awareness of various religious beliefs surrounding organ donation. Comments 
should include considerations of how to address issues pertaining to medical 
mistrust, disadvantageous social and economic factors, and the effects of 
systemic racism and discrimination on underserved populations. 

• How can the CoPs/CfCs ensure that transplant programs, ESRD dialysis facilities, 
and OPOs distribute appropriate information and educate individuals in 
underserved communities on organ transplantation and organ donation? 

• What changes can be made to the current requirements to ensure that transplant 
programs ensure equal access to transplants for individuals with disabilities? 

• What changes can be made to the current requirements to address implicit or 
explicit discrimination, such as decisions made based on faulty assumptions about 
quality of life and the ability to perform post-operative care? 



Educate.
Advocate.
Escalate.



Public Comment

• They Have to Listen and They Do Listen
• Important Foundation for Challenges
• Be Responsive But Not Constrained
• Focus on Themes and Goals
• Predict Unintended Consequences
• Volume Matters
• Our Professional Societies are Awesome, but Every 

Voice Counts
• The Transplant Community Can Do This



The road to Hell is paved with good 
intentions.

-Proverb (unknown origin)

In theory, Communism works.
-Homer Simpson



Thank You.



31URL OR SESSION NAME, DAY, DATE2020 NATIONAL
CRITICAL ISSUES FORUM

A Special Thanks to Our Panelists

President & CEO

Jan Finn

Vice President, Transplant

Luke Preczewski
RN, MSN, CPTC
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