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Introduction

Organ Procurement Organizations (OPOs) are not-for-profit organizations responsible for
the procurement of organs for transplant or research.! The U.S. transplant system is complex, and
OPOs are a vital partner in the “procurement, distribution, and transplantation of human organs in
a safe and equitable manner for all potential transplant recipients.”?> OPOs are legally permitted
to recover organs, as well as provide education and support to donor families.®> Currently, there
are 55 OPOs serving their designated service areas (DSA).* In the DSA model, each OPO serves
as the exclusive entity authorized to procure donor organs for transplant in the geographic area
defined by the Centers for Medicare and Medicaid Services (CMS).>

The Senate Committee on Finance has jurisdiction over health programs under the Social
Security Act.® Under section 1138(b)(1)(A)(i) of the Social Security Act, the Secretary of Health
and Human Services (HHS) has the authority to pay and re-certify OPOs if the organization has
met the standards to be a qualified OPO.” In order to maintain this certification status from HHS,
OPOs must meet the requirements of section 1138(b) of the Social Security Act and are required
to be in compliance with the Federal Conditions for Coverage (CfCs) set forth in 42 C.F.R. Part
486, Subpart G.® CMS oversees this re-certification process for OPOs.

In the entire history of the U.S. transplant system, CMS has never decertified an OPO.°
Stakeholders have argued that because OPOs face little-to-no consequences for underperformance,
CMS’s certification metrics need to be reformed.!’® To address this need for additional
accountability, CMS released a final rule in 2020 titled, “Organ Procurement Organizations
Conditions for Coverage: Revisions to the Outcome Measure Requirements for Organ
Procurement Organizations,” which was included in the Federal Register in February 2021.1* This
rule changed the way CMS measures OPO performance metrics by updating the transplantation
and donation rate measures monitored every year.!2 At the end of each re-certification cycle, each
OPO will be assigned a tier-ranking based on its performance for both donation and transplantation
rates, as well as its performance on the re-certification survey.’®> The goal of the new rule is to
“revise the outcome measures for assessing OPO performance to ensure they are transparent,

L UNOS, Organ Procurement Organizations, https://unos.org/transplant/opos-increasing-organ-donation/.

242 C.F.R. Part 486 at 7814 (Feb. 2, 2021), https://www.govinfo.gov/content/pkg/FR-2021-02-02/pdf/2021-02180.pdf.42.
31d.; Centers for Medicare and Medicaid Services, Organ Procurement Organization (OPO) Conditions for Coverage Final
Rule: Revisions to Outcome Measures for OPOs CMS-3380-F (Nov. 20, 2020), https://www.cms.gov/newsroom/fact-
sheets/organ-procurement-organization-opo-conditions-coverage-final-rule-revisions-outcome-measures-opos.

4 UNOS, supra note 1.

5 Centers for Medicare and Medicaid Services, The Transplant Eco-System: The Role of Data in CMS Oversight of The Organ
Procurement Organizations (Apr. 28, 2023), https://www.cms.gov/blog/transplant-eco-system-role-data-cms-oversight-organ-
procurement-organizations.

6 Senate Finance Committee, Jurisdiction, https://www.finance.senate.gov/about/jurisdiction.

742 C.F.R. § 121.9-10 (2025), https://www.ecfr.gov/current/title-42/chapter-1/subchapter-K/part-121.

8 Centers for Medicare and Medicaid Services, State Operations Manual Appendix Y- Organ Procurement Organization (2018)
at 3, https://www.cms.gov/regulations-and-guidance/guidance/manuals/downloads/som107ap_y_opo.pdf.

9 OPO DATA, FAQs, https://www.opodata.org/fags/.

1042 C.F.R. Part 486, supra note 2.

111d.; Centers for Medicare and Medicaid Services, supra note 3.

1242 C.F.R. Part 486, supra note 2.

13 1d.; Centers for Medicare and Medicaid Services, supra note 5 (By law, OPOs must undergo a regular re-certification process —
currently a 4-year recertification cycle — to ensure that OPOs continue to meet the requirements CMS has defined in the CfCs.).
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reliable, and enforceable; support higher donation rates; help shorten transplant waiting lists;
reduce discarded but viable organs; and increase safe, timely transplants that save lives.”*

This staff report addresses two specific, long-standing concerns the Committee has raised
regarding OPO practices and the inadequacy of HHS oversight of OPOs:

1) The loophole allowing pancreata recovered for research to be
counted toward recertification without adequate verification that the
organs were in fact used to advance research focused on pancreatic
islet cell transplantation.

2) Inadequate transparency and oversight of conflicts of interest among
OPO leaders and governing board members.

While the Committee continues to have serious concerns about other aspects of the
operation and oversight of OPOs, these two issues represent foundational concerns that, if not
adequately addressed, undermine public trust in this vital, lifesaving activity.

We have raised these concerns on multiple occasions, including in a letter regarding an
April 2022 HHS Request for Information (RFI) titled, “Health and Safety Requirements for
Transplant Programs, Organ Procurement Organizations, and End-Stage Renal Disease
Facilities.”® In that letter we called on CMS to “[rJemove the loophole in the 2020 regulations
that enabled OPOs to count pancreata for research in the metrics” and urged CMS to “include the
procurement of pancreata islet cells for transplant rather than the much broader inclusion of all
pancreata for research.”'® We have repeatedly made clear that including only pancreata islet cells
for transplant is consistent with Congressional intent.}” OPQ’s abuse of this loophole, CMS’s
inaction in fully clarifying and addressing the loophole, and the failure to verify every organ
counted toward recertification of OPOs undermines HHS oversight and allows underperforming
OPOs to inflate their performance at the cost of critically ill patients.

Additionally, in the April 2022 letter, we called on CMS to “require robust, independent
oversight by each OPO governing board and medical advisory boards” and require members of
these boards to “follow professional guidelines that require them to attest to serve the public
interest and oversee OPO leadership, policies, and procedures” and “disclose any conflicts of
interest, including any direct or indirect financial arrangements relating to organ donation or
transplantation.”*®

14 Centers for Medicare and Medicaid Services, supra note 3.

15 |_etter from Senators Wyden, Grassley, Young, Cardin, and Moran to the Honorable Xavier Becerra, Secretary, the Department
of Health and Human Services, and the Honorable Chiquita Brooks-LaSure, Administrator, Centers for Medicare and Medicaid
Services (Apr. 7, 2022),

https://www.finance.senate.gov/imo/media/doc/040722%20Wyden%20Grassley%20Y oung%20Transplant%20System%20RF1%
20letter.pdf.

16 ]d.
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A. Investigative History

On March 20, 2023, then-Chairman Wyden and Senators Grassley, Cardin, and Young sent
letters to One Legacy, Donor Alliance, LifeQuest Organ Recovery Services, Indiana Donor
Network, Kentucky Organ Donor Affiliates, Mid-America Transplant, New Jersey Organ and
Tissue Sharing Network, LifeBanc, Lifeline of Ohio, and Texas Organ Sharing Alliance, seeking
data on pancreata recovery rates and processes following the updated regulations by CMS.%° This
investigation aimed to shed light on efforts by OPOs to exploit a CMS-created loophole allowing
OPOs to falsely inflate their performance metrics by reporting pancreata procurements that did not
meet the standard of islet cell transplantation research consistent with regulation and statute.?°

Additionally, on September 11, 2023, then-Chairman Wyden and Senators Grassley,
Cardin, and Young, sent letters to executives and leadership of LifeCenter Organ Donor Network,
Midwest Transplant Network, Versiti Wisconsin, Donor Alliance, LifeShare Network, Gift of Life
Donor Program, Tennessee Donor Services, and New Mexico Donor Services requesting
information about instances in which these executives potentially abused their positions for
monetary gain.?! This investigation focused on potential conflicts of interest and abuse of taxpayer
money by these OPOs and their executives.??

These investigations build on the work Senator Grassley and Ranking Member Wyden
have conducted for nearly two decades to shed light into the organ donation system, and their joint
and individual efforts to bring accountability to appropriate stakeholders at each step in the organ
donation, procurement, and transplantation process. Since March 2023, investigative staff have
reviewed more than one thousand pages of internal research protocols and conflicts of interest
documents produced by all seventeen OPOs. Investigative staff have also met with attorneys,
lobbyists, representatives, and executives from each OPO to discuss their respective responses and
document productions.

This staff report describes how OPOs, with respect to the pancreata investigation, utilized
the loophole created by CMS’s lack of clarity in defining terms and operationalizing oversight in
verifying pancreata islet cell research organs to increase the number of pancreata procured for
certification, creating higher CMS performance ratings for themselves. Finally, the report
examines the processes by which OPOs verify that pancreata used for research was in fact being
used for islet cell research, as required by statute and regulation. The findings of the pancreata
investigation are far reaching as it relates to CMS metrics, patients, and donor trust.

19 Press Release Wyden, Grassley, Cardin, Young Raise Alarm Over Dramatic Increase in Pancreata Procurement

(Mar. 21, 2023), https://www.finance.senate.gov/chairmans-news/wyden-grassley-cardin-young-raise-alarm-over-dramatic-
increase-in-pancreata-procurement-.

2,

21 press Release, Wyden, Grassley, Cardin, Young Investigate Organ Donation System for Potential Self-Dealing and Financial
Conflicts of Interest (Sep. 11, 2023), https://www.finance.senate.gov/chairmans-news/wyden-grassley-cardin-young-investigate-
organ-donation-system-for-potential-self-dealing-and-financial-conflicts-of-interest. (These letters were sent to Barry Massa of
LifeCenter Organ Donor Network, Jan Finn of Midwest Transplant Network, Colleen McCarthy of Versiti Wisconsin, Jennifer
Prinz of Donor Alliance, Jeff Orlowski of LifeShare Network, Rick Hasz Gift of Life Donor Program, Marty Sellers of
Tennessee Donor Services, and Wayne Dunlop of New Mexico Donor Services.)
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This staff report also describes how OPOs, with respect to the conflicts of interest
investigation, identify, make known, and handle conflicts of interest between executives and
employees of the OPO. Additionally, it highlights the varying degrees of definitions of conflicts
of interests OPOs utilize and submit to CMS. Further, the report examines the issues related to
the conflicts of interest forms and disclosures, specifically that there is currently a lack of clarity
as it relates to the definition of conflicts of interest, as well as what should be included when
disclosing those conflicts. Finally, this staff report discusses the implications of how OPOs
identify and handle conflicts of interest without having clarity from CMS.

Key Findings
A. Pancreata

1. OPOs surveyed by the Committee reported an 850% increase in
the total number of pancreata recovered for research without
reporting a clear corresponding research benefit.

2. The language of the OPO final rule and the subsequent practices
at some OPOs has resulted in a framework that is inconsistent with
the legislative requirements of 42 U.S.C. 273(c).

3. Differences in this verification process arose between OPOs that
worked with researchers vs. biobanks vs. third-party research
clearing houses in their ability to verify actual use of pancreata
reported to CMS as recovered for research, as well as the details
of research protocols. In essence, OPOs are unable to verify that
pancreata sent to biobanks and third-party research clearinghouses
were used for bona-fide pancreatic islet cell transplantation
research.

B. Conflicts of Interest

1. Each OPO independently developed their own policies to define
and deal with conflicts of interest, which vary among the OPOs in
critical details, generally making the review of conflicts difficult.
Despite having regulatory authority and oversight of OPOs, CMS
has not required uniform conflicts of interest policies and
procedures.

2. There are key differences among the various conflicts of interest
policies which the OPOs operate under. Those differences include
whether employees are covered or just the directors and officers,
whether and how the board of directors may approve a transaction
despite a conflict, and whether conflicts of interest include those
which arise from ethical or political conflicts or solely financial
conflicts.



3. OPO conflicts of interest policies in general are vague on what
details must be reported, as well as how those conflicts are
recorded, reviewed, and kept for the record. This makes the task
of identifying conflicts in future transactions, after they have
been reported, difficult.

4. Notably, while OPO conflicts of interest policies varied
significantly in application, every conflicts of interest policy
focused on corporate conflicts and the interests of the OPO
without a focus on conflicts to the national needs of the organ
donation system in the public interest.

Pancreata: The Loophole
A. Overview

Senators Grassley and Wyden have been sounding the alarm on the pancreata loophole for
over three years. In April 2022, the Senators raised this issue to Secretary Becerra and
Administrator Brooks-LaSure in a letter regarding CMS’s transplant system RF1.Z In that letter,
the Senators requested CMS include only the procurement of pancreata islet cells for transplant
for recertification rather than the much broader inclusion of all pancreata for research, because the
total number of reported pancreata for research doubled in 2021 after remaining steady for years
prior.* In July 2022, Secretary Becerra responded stating, “I also appreciate your concern
regarding the inclusion of pancreata procured for research...CMS will be monitoring the
procurement of pancreata to evaluate for potential gaming of the metrics by OPOs and will take
actions as needed.”? Then, in March 2023, the Senators wrote letters to ten OPOs seeking data
on pancreata recovery rates following the updated regulations and raised preliminary findings with
senior CMS officials at a July 11, 2023, oversight roundtable on the topic.?®

Other stakeholders and members of the public have also raised concerns with CMS. In
response to the OPO final rule, several commenters opposed the inclusion of pancreata for research
“since procuring pancreata for research is not a normal function of OPOs and is highly dependent
upon the demands of the local researchers,” and that “including the pancreata for research would
lead to artificial inflation of the organ transplantation rate; that we should use a third performance
metric to assess performance for pancreata procured for research; and that we did not properly
define the scope of ‘pancreata procured for research.””?’ Diabetes researchers have raised similar
concerns. In a March 2024 Washington Post article, Mark Atkinson, a longtime University of
Florida researcher of Type 1 diabetes, who works with organizations that distribute pancreata for

23 |etter from Senate Finance Committee, supra note 15.

2 d.

% |etter from the Honorable Xavier Becerra, Secretary, the Department of Health and Human Services, to Senators Wyden,
Grassley, Young, Cardin, and Moran (July 2022), On File with Senate Finance and Judiciary Committee Staff.

2% Press release, supra note 19; Press Release, Bipartisan Senators Meet With HRSA, CMS Officials To Discuss Organ Transplant
Modernization And Reform (July 11, 2023), https://www.grassley.senate.gov/news/news-releases/bipartisan-senators-meet-with-
hrsa-cms-officials-to-discuss-organ-transplant-modernization-and-reform.

2785 F.R. 77898, at 169, https://www.federalregister.gov/d/2020-26329/p-169.
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research, said, “[m]y fear is that what was meant for good, in terms of pancreas donation, is being
bastardized for self-preservation” by OPOs. He added that he was aware of the increased efforts
by some OPOs to collect the organs but had not seen a corresponding increase in researchers’ need
for them.?®

The legislative history, statutory requirements, and CMS’s statements in the preamble to
the 2020 Federal Register Notice (FRN), make clear that the definition of pancreata used for
research should be narrowly constructed to include only pancreata utilized in bona fide research
focused directly on pancreata islet cell transplantation as a treatment for Type | diabetes.?®
However, as currently written, OPOs have interpreted that the current regulations would allow for
recovery of all types of pancreata research, not just islet cell research.*

Additionally, CMS noted in the OPO final rule that, “[w]e will continue to monitor the
trends of pancreata procured for research and will use the survey process to conduct further
investigation into any anomalies that such monitoring reveal.”! The legislative history pertaining
to the inclusion of this requirement makes clear Congress’s intent that only pancreata procured to
facilitate research to advance pancreatic islet cell transplantation should be counted for the
purposes of OPO recertification. In fact, the Pancreatic Islet Cell Transplantation Act of 2004, the
bill that created the language in 42 U.S.C. 273(c), requiring that research pancreata be counted for
purposes of recertification, states that the intent of the Act is to

[A]mend the Public Health Service Act to increase the supply of
pancreatic islet cells for research, and to provide for better
coordination of Federal efforts and information on islet cell
transplantation.®2

If this were not clear enough, the House of Representatives report accompanying H.R.
3858, the Pancreatic Islet Cell Transplantation Act of 2004, states the goal of the legislation is to
expand “the capabilities of pancreatic islet cell research.”®® Finally, CMS’s language in the
preamble to the December 2020 FRN states:

28 |_enny Bernstein, Lawmakers probe whether organ procurers are ‘gaming the system, (Mar. 21, 2023), WASH POST
https://www.washingtonpost.com/health/2023/03/20/organ-transplant-groups-pancreas-collection/; 85 FR 77898, supra note 27.
2985 FR 77898, supra note 27.

30 Donor Alliance to Senators Wyden, Grassley, Cardin, and Young (Apr. 14, 2023) (6400% increase in pancreata place for
research between 2021-2022.); Indiana Donor Network to Senators Wyden, Grassley, Cardin, and Young (Apr. 7, 2023) (747%
increase in pancreata place for research between 2021-2022.); Lifebanc to Senators Wyden, Grassley, Cardin, and Young (Apr. 7,
2023) (2000% increase in pancreata place for research between 2021-2022.); Lifeline of Ohio to Senators Wyden, Grassley,
Cardin, and Young (Apr. 6, 2023) (392% increase in pancreata place for research between 2021-2022.); LifeQuest Organ
Recovery Services to Senators Wyden, Grassley, Cardin, and Young (Apr. 21, 2023) (267% increase in pancreata place for
research between 2021-2022.); Mid-America Transplant to Senators Wyden, Grassley, Cardin, and Young (Apr. 3, 2023) (56%
increase in pancreata place for research between 2021-2022.); OneLegacy to Senators Wyden, Grassley, Cardin, and Young
(Apr. 7, 2023) (390% increase in pancreata place for research between 2021-2022.); Texas Organ Sharing Alliance to Senators
Wyden, Grassley, Cardin, and Young (Apr. 6, 2023) (216% increase in pancreata place for research between 2021-2022.); NJ
Sharing Network to Senators Wyden, Grassley, Cardin, and Young (Apr. 7, 2023) (89% increase in pancreata place for research
between 2021-2022.); and Kentucky Organ Donor Affiliates to Senators Wyden, Grassley, Cardin, and Young (Apr. 21, 2023)
(10% increase in pancreata place for research between 2021-2022.).

3185 FR 77898, supra note 27.

3242 U.S.C. § 273(c).

33 H.R. Rep. No. 108-726, at 2 (2004).
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Pancreata procured for islet cell research are included in the
outcome measures of this final rule. We carefully considered other
options to address pancreata procured for research, such as creating
a process measure for these organs, creating a unique outcome
measure, and counting these organs in the outcome measures of this
final rule as less than the full value of a transplanted organ.
However, these alternative policy approaches did not meet the PHS
Act, which states that “Pancreata procured by an organ procurement
organization (OPO) and used for islet cell transplantation or
research shall be counted for purposes of -certification or
recertification . . . .3

CMS further stated, “[w]e think that the impact of pancreata for research on the overall
rankings of OPOs will continue to be minimal” and that “only bona fide research conducted by a
qualified researcher using a pancreas from an organ donor would be counted, and it would be
counted as a single research project regardless of the number of research activities performed using
that one pancreas and its islets.”® Finally, CMS stated that it intends to “continue to monitor
the trends of pancreata procured for research and will use the survey process to conduct further
investigation into any anomalies that such monitoring reveal,” making clear the need to monitor
this requirement for potential abuse and issue clarification as necessary.*® OPOs continue to take
advantage despite the efforts of CMS to clarify their intent.

B. Findings

In order to determine the efficacy of the rule allowing OPOs to use pancreata for research
as a recertification performance metric, the Senators asked ten OPOs to provide copies of the
research protocols for each study that OPOs provided pancreata for between 2018 and 2022.%7
Despite CMS’s belief that this requirement would continue to have minimal impact, the Senators’
investigation shows that OPOs are reporting pancreata procured for research at a troubling rate
and that many cannot show that reported organs are being used for bona fide research, let alone
the bona fide islet cell research, that is consistent with the legislative intent. Since the rule was
finalized, OPO reporting of pancreata recovered for research has increased by more than four-fold,
with some OPOs recovering hundreds of pancreata and labeling them as “research,” not “islet cell
research.””3®

Among the ten OPOs Senators Wyden and Grassley contacted regarding procurement of
pancreata for research, the total number of pancreata recovered for research increased from 169 in
2018 to 1,606 in 2022, representing an 850% increase.”® These ten OPOs reported that in 2018
(before the CMS metric was created) 148 of the 169, or 87.6%, of pancreata recovered for research

34 85 FR 77898, supra note 27. (emphasis added).

3 |d. (emphasis added).

361d.

37 Press release, supra note 19.

38 42 C.F.R Part 486 at 7814, supra note 2.

39 Goldberg DS et al., Open. Procurement of Pancreatic Tissue for Research From Deceased Donors Before vs After the CMS
Final Rule in 2020 (Sep. 6, 2023), https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2808963.

40 |_etters from OPOs, supra note 30.


https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2808963

were used on research specific to islet cell transplantation.** However, in 2022—one year after
the final rule was enacted—the same ten OPOs self-reported that only 769 of the 1606, or 47.9%,
of the pancreata recovered for research were used on research specific to islet cell transplantation.*?
This alone is a shocking indication that OPOs are abusing the lack of clarity in the regulatory
language.

This data may not fully capture the number of pancreata actually used, or not used, for
research specific to pancreatic islet cell transplantation. Some OPOs, including those subject to
the Senators’ investigation, reported that, in many cases, they are unaware of, or barred from
knowing, the research protocols of organizations they have provided pancreata to for research.*

The Senators’ investigation found that OPOs suddenly increased the procurement of
pancreata for research and established—or greatly expanded—relationships with researchers with
a focus on pancreata.** OPOs also provided research protocol documentation, as well as
documents regarding the usage of pancreata procured for research. These documents had
significant variation, which calls into question whether the research conducted legitimately
advanced pancreatic islet cell transplantation—consistent with federal law.*® These arrangements
fell loosely into three categories:

e Third party research, including federally funded studies and other
studies conducted under Institutional Review Board protocols at an
academic research center, and other research generally seen as bona
fide research;

e In-house research conducted by the OPO or a closely affiliated
research entity; or

e Research clearinghouses and biobanks.

Based on the OPOs disclosures to the Senators, we found, as it related to third party
research:

e Significant variation of due diligence conducted by the OPO to
validate that the research protocols were consistent with the CMS

4 d.

42 d.

43 OneLegacy, supra note 30 at 8 (“OneLegacy performs due diligence to ensure that it is only supplying research pancreata to
reputable, third-party laboratories and institutions with which it has long-standing relationships, OneLegacy does not
substantively evaluate or approve the research protocols of those entities. Doing so would exceed its area of expertise as an organ
procurement organization.”); Lifebanc OHLB, supra note 30 at 2 (“Due to confidential contractual obligations with the
researchers and the nature of the researchers’ proprietary information, we are providing information which is not otherwise
protected. These responses are blinded and summarized to protect the active and ongoing research of these scientists”);
LifeQuest, supra note 30 at 4 (“Neither reviews or approves research studies or accompanying protocols that research entities
undertake, nor does it track financial transactions associated with each research study. It is the role of research institutions to
communicate with researchers about approved projects.”).

44 Letters from OPOs, supra note 30.

45 etters from OPOs, supra note 30.
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requirement that pancreata counted for recertification be used to
facilitate bona fide pancreatic islet cell transplantation research;

e Questionable practices to validate whether pancreata were actually
used for research; and

e Third party research arrangements provided more robust
documentation of research protocols and actual organ usage, though
OPOs reported variability in being allowed to review those
protocols and determine whether the research was related to
pancreatic islet cell transplantation.

In-house research arrangements were less common and allowed for validation of research
protocols and usage, but research protocols often did not appear related to pancreatic islet cell
transplantation.®® In fact, some OPOs egregiously benefited from the loophole, inflating their
performance metrics without advancing research, which directly contradicts the law’s intent.*’

Finally, as it relates to clearinghouses and biobanks, the investigation found serious
concerns as OPOs had little-to-no ability to verify the usage of the pancreata procured or the
appropriateness of research conducted.*® While some of the research facilitated by clearinghouses
and biobanks may indeed offer benefits, these arrangements were severely lacking in
documentation necessary for adequate oversight of OPO performance and appeared to represent
egregious manipulation of the loophole.*°

In response to the Senators’ inquiry, many of the OPOs stated that it is the responsibility
of the research facilities or institutions receiving the pancreata to inform the OPOs on the purpose,
methods, and efficacy of the research being conducted on the pancreata and other organs that OPOs
supply.®® Therefore, many of the OPOs did not submit research protocols for some or all of the
projects for which they supplied pancreata.>® This failure on the part of some of the OPOs to verify
to CMS that the pancreata they procured for research were for “bona fide research”—Ilet alone

46 |_etters from OPOs, supra note 30.

47 Letters from OPOs, supra note 30 (Showing that of the 10 OPOs who were asked to provide research protocols for the
institutions which they sent organs for research, only 4 could affirm that pancreata went toward islet cell research); see also 42
C.F.R. Part 486 at 7814, supra note 2.

“8 |_etters from OPOs, supra note 30; A biobank is a facility that stores and preserves biological samples for potential use in
future research while third-party research clearing houses include organizations such as the International Institute for the
Advancement of Medicine, which several OPOs reported working with to provide organs for research to qualified medical and
scientific professionals without insight into the protocols, qualifications, or even identities of the researchers.

49 etters from OPOs, supra note 30.

%0 OneLegacy, supra note 30 at 7 (“As an OPO, OneLegacy’s involvement in research is as a procurement source for pancreata
and other organs, including lung, liver, kidney and bladder. While OneLegacy performs due diligence to ensure that it is only
supplying research pancreata to reputable, third-party laboratories and institutions with which it has long-standing relationships,
OneLegacy does not substantively evaluate or approve the research protocols of those entities. Doing so would exceed its area of
expertise as an organ procurement organization.”); LifeQuest, supra note 30 at 4 (“LifeQuest provides pancreata specimens to the
CTSI Biorepository, which provides a number of services, including providing biospecimens; biospecimen processing services;
and secure, monitored storage to assist researchers. The storage facility allows researchers to access pancreas tissue for years
after it has been received. LifeQuest neither reviews or approves research studies or accompanying protocols that research
entities undertake, nor does it track financial transactions associated with each research study. It is the role of research institutions
to communicate with researchers about approved projects.”).

51 OnelLegacy, supra note 30; LifeQuest, supra note 30; LifeBanc, supra note 30.
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toward islet cell research—flies in the face of the spirit of the regulations and the purpose of the
national transplant system.> It is especially concerning because many of these OPOs have sent
pancreata to biobanks and other institutions or facilities that hold pancreata for an unknown period
to be used for purposes that may be undefined or nonexistent.>

Not all OPOs are similarly situated in this regard. Several included thorough presentations
of the criteria which entities must meet prior to a pancreas being sent for research.>* Additionally,
these OPOs included the research protocols and study purposes at the institutions and facilities
which received the pancreata.>® It is thus apparent that OPOs have the ability to provide robust
documentation, indicating that the onus can and should be placed upon the OPOs to ensure that
the pancreata they provide for research can be traced to a research purpose in line with the law’s
intent.

C. Current Status

In an August 2024 memorandum regarding OPO CfCs, CMS stated that it expects that,
“OPOs will maintain documentation that the pancreas has been accepted for use in bona fide islet
cell research conducted by a qualified researcher.”® However, the findings of this investigation
demonstrate that despite CMS’s expectations, many OPOs do not maintain documentation
showing, or cannot independently verify, that every pancreata procured for research was in fact
used for islet cell research.

Prior to the August 2024 memorandum, on January 18, 2024, CMS released a
memorandum clarifying that the definition of donor in the OPO CfCs included only pancreata
“used for islet cell transplantation or research.”®’ CMS stated that the term “research” within the
definition “specifically refers to research for islet cell transplantation,” meaning that the intent of
Congress and CMS—that “research” in this context referred specifically and exclusively to
research for islet cell transplantation—is clearly outlined in both statute and regulation.>® This
memorandum further clarified that OPOs are not to include pancreata procured for research as a
procurement if the organ was procured for “potential” research alone.>® Thus, if an OPO “cannot
validate the actual use of the organ for islet cell research,” they cannot count it as a procurement
in their reporting metric.®® CMS therefore made clear, since January 2024, that OPOs are required
to keep documentation on pancreata submitted for islet cell research so that CMS can verify that
data.

52 Department of Health and Human Services, Organ Transplantation Issues and Recommendations, Report of the Task Force on
Organ Transplantation (1986), at 86,

https://books.google.com/books?id=_dFePOIDKBNY C&pg=PR23&source=gbs_selected_pages&cad=1#v=onepage&q&f=false.
53 Letters from OPOs, supra note 30.

54

14

%6 Centers for Medicare and Medicaid Services, Center for Clinical Standards and Quality, Organ Procurement Organization
(OPO) Conditions for Coverage — Reporting Data Related to Pancreata Procured for Research (Aug. 29, 2024),
https://www.cms.gov/files/document/qso-24-19-opo.pdf.

57 Centers for Medicare and Medicaid Services, Center for Clinical Standards and Quality, Organ Procurement Organization
(OPO) Conditions for Coverage — Definition Clarification (January 18, 2024), https://www.cms.gov/files/document/qso-24-04-
opo.pdf (emphasis in original).

58 Id

59 |,
6 |
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In the current survey process, the State Operations Manual mentions “islet cells” twice.%!
Both instances require the number of organs used for research per donor, including pancreata used
for islet cell research, to be reviewed.®> However, despite the expectation that OPOs will “maintain
documentation that the pancreas has been accepted for use in bona fide islet cell research
conducted by a qualified researcher,” CMS does not require surveyors to review more than just
the number.®® The current survey guidance is silent on the types of documents that CMS expects
OPOs to maintain.®*

I\V. Conflicts of Interest
A. Overview

In order to maintain certification status from CMS, OPOs must meet the requirements of
section 1138(b) of the Social Security Act (the Act) and are required to be in compliance with the
CfCs set forth in 42 C.F.R. Part 486, Subpart G.%° CMS surveys OPOs every four years to
determine compliance with these requirements.®® As described by CMS, “[t]he purpose of the
survey process is to determine whether the OPO meets all applicable statutory and regulatory
requirements.”®  Surveys are unannounced and accomplished through observations, interviews,
and document/record reviews.®® As part of this survey process, OPOs must have bylaws in place
to address conflicts of interest.® Specifically, the “OPO must have bylaws for each of its board(s)
that address potential conflicts of interest, length of terms, and criteria for selecting and removing
members.”’® Additionally, OPOs must “[e]nsure that the written bylaws for each of the currently
operating boards of the OPO address at a minimum:

a) Potential or appearance of conflicts of interest for board
members (define conflict and measures to identify and prohibit
conflicts);

b) Length of terms for members; and

c) Criteria for selecting and removing members.”’!

Conflicts of interest within the transplant system, including OPOs and the Organ
Procurement and Transplantation Network (OPTN) Board and committees, has long been a

61 Centers for Medicare and Medicaid Services, State Operations Manual, Appendix Y — Organ Procurement Organization
Interpretive Guidance (2018), at 37, 39, https://www.cms.gov/regulations-and-
guidance/guidance/manuals/downloads/som107ap_y_opo.pdf.

62 1d. at 37 (The number of organs used for research per donor, including pancreata used for islet cell research.).

8 1d.

64 1d.

%1d. at 3.

% 1d. at 36.

71d. at 3.

68 |d.

69 1d. at 5-6.

701d. at 51. Z094 (Rev. 115, Issued: 05-23-14, Effective: 05-23-14, Implementation: 05-23-14) (Standard) §486.324(d).
d.
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concern of the Senators. Specifically, in 2020, Senators Wyden, Grassley, Cardin, and Young sent
a letter to then-HHS Secretary Alex Azar that noted, “OPOs have greater financial incentives to
focus more on tissue recovery compared to their incentives to recover lifesaving organs.”’?
Further, in August 2022, the Senate Committee on Finance held a hearing titled, “A System in
Need of Repair: Addressing Organizational Failures of the U.S.’s Organ Procurement and
Transplantation Network.””® The bipartisan staff report associated with this hearing highlighted a
2012 case involving the Alabama Organ Center (AOC) and its Executive Director being charged
for his role in a scheme to receive kickbacks from a funeral home.”* According to a whistleblower
complaint, the AOC Executive Director participated in a “money laundering” scheme and other
financial improprieties and alleged AOC violated its own “Standard Operating Procedure.””

Additionally, in November 2022, Senators Wyden, Grassley, Cardin, and Young sent a
letter to Dr. Victor J. Dzau, then-President of the National Academies of Sciences, Engineering,
and Medicine (NASEM), raising concerns about potential conflicts of interests that may have had
an undue influence on a NASEM report entitled, “Realizing the Promise of Equity in the Organ
Transplantation System,” which included recommendations for HHS to improve the OPTN.”® The
letter noted that groups in the transplant industry, such as UNOS and the Association of Organ
Procurement Organizations (AOPO), were lobbying HHS to implement these recommendations.”’
The letter also highlighted that several NASEM committee members were engaged in consulting
agreements with OPOs who could stand to gain financially if HHS implemented the NASEM
recommendations.’

As a result of these and other apparent financial conflicts between OPQOs and outside
entities, Senators Grassley and Wyden sent a letter on September 5, 2023, requesting answers
about certain OPOs’ financial interests and business relationships.”® Despite clear evidence that
OPOs need to address the numerous allegations of conflicting business and financial relationships,
the OPTN is currently not required to collect financial information such as details on financial
relationships, board member compensation, or affiliated businesses. Further, the Senators’
investigation has shown that even when formal complaints are made about financial conflicts of
interest, the OPTN, and its current contractor UNOS, have failed to act. In light of these failures

72 etter from Senate Finance Committee to the Honorable Alex M. Azar, Secretary, Department of Health & Human Services,
(Oct. 23, 2020), https://www.finance.senate.gov/imo/media/doc/FinalSIGNED%20-
%20Grassley%20Wyden%20t0%20HHS%20230ct2020.pdf; see also Paul Rosenberg et al., Transforming Organ Donation In
America (2020), https://www.bridgespan.org/getmedia/4905f7a5-41d7-4240-bd31-0017ec500029/Bridgespan-OPO-Report-
FINAL-Appendix-A.pdf.

3 4 System in Need of Repair: Addressing Organizational Failures of the U.S.’s Organ Procurement and Transplantation
Network, Before Sen. Comm. on Finance, 117th Cong. (Aug. 3, 2022),
https://www.finance.senate.gov/imo/media/doc/UNOS%20Hearing%20Confidential%20Memo0%20(FOR%20RELEASE)%200n
%20website.pdf.

d.

5 1d. (The Committee found that the United Network for Organ Sharing (UNOS), the OPTN contractor, deemed this
whistleblower complaint to fall outside of OPTN policies.).

76 |etter from Senate Finance Committee to Victor J. Dzau, President, National Academies of Sciences, Engineering, and
Medicine (Nov. 17, 2022),
https://www.finance.senate.gov/imo/media/doc/111722%20Wyden%20Grassley%20Cardin%20Y oung%?20L etter%20t0%20NA
SEM%20-%20conflicts%200f%20interest%20organ%20procurement.pdf.

7
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79 Press release, supra note 21.
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and lack of reporting requirements, additional transparency is needed to ensure these financial and
business relationships do not place Americans in need of a lifesaving organ transplant at risk.

B. Findings
a. Basic Conflict Definitions

As previously mentioned, there are concerns regarding the lack of CMS regulations related
to how OPOs should define conflicts of interest and administer their conflicts policies. As part of
this investigation, Senators Wyden and Grassley asked eight OPOs to disclose their conflicts of
interest policies. Based on the responses received, there are ambiguities within the industry as it
relates to OPO conflicts of interest policies. This presents an opportunity for CMS to clarify what
conflicts of interest are in the context of organ procurement.

As an initial matter, each of the OPOs assert that conflicts of interest can be actual or
potential, that is, could be perceived as an actual conflict even if it may not be, and treats both
instances alike.8% Further, all of the OPOs under investigation agreed that conflicts arise when a
covered person, or their immediate family member, has an ownership or investment interest in
another business with which their OPO is doing, or will do, business and whether covered persons
have a “compensation arrangement” with another entity.®® For seven of the OPOs,
“[c]ompensation includes direct and indirect remuneration as well as gifts or favors that are
substantial in nature.”®?

The OPOs did, however, differ in what each of their conflicts of interest policies cover.
The conflicts of interest policies for LifeShare, TN/NM Donor Services, LifeCenter, and Gift of
Life Donor Program do not include non-officers or non-directors (employees) as covered
persons.®® On the other hand, Midwest Transplant Network (MTN), Donor Alliance, and Versiti
do extend their conflicts of interest policies to cover all employees, not just officers and directors.®*

b. How Conflicts Are Reported

All OPOs require covered persons to sign an annual conflicts of interest form asserting
they have read and understand each OPOs’ conflicts of interest policy.®® If these covered persons
have a conflict, all OPOs, except Gift of Life Donor Program, stipulate that the covered person
must disclose the conflict on that annual conflicts of interest form.2® Aside from these annual
forms, Versiti and Donor Alliances’ policies mandate that any possible conflict must be reported
by covered persons as soon as it is known to them or should be known.®” All of the OPOs require

8 MTN 000940; LifeShare 000861; DA-SFC-000808; DCIDS-SFC-000001 (Covers Tennessee Donor Network and New
Mexico Donor Services); GLDP-SFC 00196; GLDP-SFC 00199; GLDP SFC 00202; LODN 000676; Versiti Conflicts of Interest
Policy (page 4 of 7).

81 |d

8 MTN 000941; DCIDS-SFC-000001-2; Versiti Conflict of Interest Policy (page 2 of 7); LODN 000675.

83 LifeShare_000860; DCIDS-SFC-000001.

8 MTN 000940; DA-SFC-000808; Versiti Conflicts of Interest Policy, Exhibit B, at 1.

8 MTN 000941; LifeShare 000861; DA-SFC-000811; DCIDS-SFC-000004-05; Versiti Conflicts of Interest Policy, at 4;
LODNO000678; GLDP-SFC-00196; GLDP-SFC-00199; GLDP-SFC-00200.

8 1d.; LODNO00678.

87 DA-SFC-000811; Versiti Conflicts of Interest Policy, at 3.
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disclosure of actual or potential conflicts when a conflicted transaction or arrangement emerges,
that is, before their employer enters into a conflicted, or possibly conflicted, deal.® Additionally,
five of the eight OPOs specify to whom the conflict is reported, whether it be to human resources,
the President/CEO, or board of directors.®

c. Allowing Conflicted Transactions

Aside from MTN, each of the OPOs include conflicts of interest policies allowing for the
board of directors to approve a conflicted, or potentially conflicted, transaction.*® For the most
part, these policies follow a general pattern: the board can move ahead with a transaction in which
there is an actual or potential conflict if 1) there is a full disclosure of the material facts of the
conflict by the director or officer who has an interest in the transaction; 2) that interested board
member leaves the board meeting; 3) the remaining disinterested board members hold a majority
vote approving the transaction; and 4) the transaction is fair to the OPO and is legal.**

TN/NM Donor Services, LifeCenter, and Versiti include more robust oversight, tasking the
board with exercising due diligence to determine if there is an alternative transaction that the OPO
could enter into that would not be conflicted.®> Upon determining that there is an alternative
transaction, there must be a majority vote on whether the conflicted transaction is still more
beneficial than the non-conflicted alternative.®®

d. Types and Numbers of Reported Conflicts
Between 2015 and 2023:

e MTN reported 20 conflicts involving outside employment, 2
outside board membership conflicts, and 1 reported
shareholder/investment interest;

e LifeShare reported 22 outside employment conflicts, 8 outside
board membership conflicts, and 3 conflicts involving family
members of covered persons;

e Donor Alliance reported 7 outside employment conflicts, 8
outside board membership conflicts, 1 family member conflict,
and 4 non-profit/foundation membership conflicts;

8 MTN 000941; LifeShare 000861; DA-SFC-000811; DCIDS-SFC-000004-05; Versiti Conflicts of Interest Policy, at 5-6;
LODNO000676; GLDP-SFC-00202

89 | ODNO000676 (Board of Directors or committee handling a proposed transaction); GLDP-SFC 00196; GLDP-SFC 00199;
GLDP-SFC 00202 (Relevant board or President/CEO); Versiti Conflicts of Interest Policy, Exhibit B (Board Chair, President &
CEO, Board Committee Chairperson, or Chief Compliance Officer), at 3; MTN 000941 ("Immediate Leader or CEO”); DA-SFC-
000811 (President/CEO).

9 LifeShare 000860; DA-SFC-000809-10; DCIDS-SFC-000002-03; LODN 000676; Versiti Conflicts of Interest Policy, at 5-6;
GLDP-SFC-00196; GLDP-SFC-00199; GLDP-SFC-00202.

91 See generally 1d. (The policies differ slightly in their language but the above captures the spirit and legal landscape of each
policy).

92 DCIDS-SFC-000002-03; LODNO000676; Versiti Conflicts of Interest Policy, at 5-6. .
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e TN/NM Donor Services reported 2 outside employment
conflicts, 2 outside board membership conflicts, 1 family
member conflict, and 1 shareholder conflict;

e LifeCenter reported 53 conflicts involving outside employment,
6 conflicts involving family member employment, 6 ethical
conflicts, and 18 financial conflicts;

e Gift of Life Donor Program reported 7 conflicts involving
outside board service, 5 financial conflicts, and 8 conflicts
involving outside employment, and

e Versiti asserted it did not have any conflicts.

It should be noted that the conflicts reported were often the same people (i.e., one person
could have both an outside employment and an outside board membership conflict) over
successive years. It is unclear from the disclosure forms whether these are actual or potential
conflicts, and there is no indication as to how they were reviewed or handled by the OPOs. Many
of the covered persons also included very little information on their forms, simply naming a
hospital, for example, without an explanation as to their role at that hospital or how their disclosure
conflicted or potentially conflicted with their role at the OPO.%*

V. Recommendations:
A. Pancreatic Islet Cell Research Recommendations

a. CMS should further clarify the requirements and expectations of OPOs reporting
pancreata to be counted toward certification or recertification in a manner
consistent with the statutory requirements and legislative intent.

CMS’s actions in January 2024 to clarify that reported pancreata must be “used for islet
cell transplantation or research” to be counted toward certification or recertification and their
attempt in August 2024 to clarify that OPOs must “maintain documentation that the pancreas has
been accepted for use in bona fide islet cell research conducted by a qualified researcher” are steps
in the right direction.®®> However, CMS must take further steps to ensure compliance.

CMS should update the State Operations Manual to specify that surveyors must review
documentation to validate the ultimate disposition of pancreata for bona fide islet cell research by
a qualified researcher. To this end, CMS should define “bona fide pancreatic islet cell
transplantation” research to facilitate the adequacy of documentation received and maintained by
the OPOs.

94 On File with Senate Finance and Judiciary Committee Staff.
9 Centers for Medicare and Medicaid Services, supra note 57.
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We acknowledge the limited benefits of 42 U.S.C. 273(c), requiring pancreata procured for
pancreatic islet cell research be counted for purposes of recertification and recommend that
Congress consider revising the statute. The original intent of the legislative provision was to
increase researcher access to pancreata to be used in bona fide pancreatic islet cell transplantation
research. However, stakeholders have argued that the incentive to procure pancreata for such
research by including those organs in the calculations to determine OPO performance is
unnecessary.® Specifically, as mentioned in this report, procuring pancreata for research is not a
normal OPO function and depends highly on the needs of local researchers, which can lead to
skewed or inaccurate comparison of OPOs.?” Including pancreata procured for pancreatic isle cell
research as part of the CMS recertification metric has been “bastardized for self-preservation,” and
despite the increased efforts to procure pancreata for islet cell research, there has not been a
corresponding need from researchers for these organs.®® Finally, we noted that the current
provision may create undue burden for CMS, the OPTN, and OPOs to adequately track utilization
of pancreata for research in a way not required for other organs recovered for research.

B. Conflicts of Interest Policy Recommendations

a. CMS should further clarify the requirements and expectations of OPOs regarding
conflicts of interest to make clear that OPO governing boards and medical
advisory boards, as well as CMS surveyors, should monitor actual and potential
conflicts of interest.

The Task Force on Organ Transplantation, established by the National Organ Transplant
Act of 1984, noted in its 1986 report that donated organs should be considered “a national resource
to be used for the public good” and that “the public must participate in the decisions of how this
resource can be used to best serve the public interest.”® This laudable goal cannot be achieved
without transparency into actual and potential conflicts of interest of those authorized to make
critical decisions, which impacts potential donors, how donors and donor family members are
cared for, and how procured organs are handled prior to transplant.

To this end, it is critical that those entrusted with leadership responsibilities at federally
certified OPOs disclose conflicts of interest, including direct or indirect financial arrangements,
relating to organ donation or transplantation. CMS should clearly define the expectations and
requirements to be addressed in OPO conflicts of interest policies and the roles of OPO governing
boards, medical advisory boards, and CMS surveyors in reviewing and evaluating those policies
and conflicts.

% Association of Organ Procurement Organizations, AOPO Statement on Senate Finance Committee Letters to OPOs on
Pancreata for Research (Mar. 21, 2023), https://aopo.org/aopo-statement-on-senate-finance-committee-letters-to-opos-on-
pancreata-for-research/.

7 1d.

% Lenny Bernstein, supra note 28.

9 Department of Health and Human Services, supra note 52.
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b. OPOs should adopt universal standards clearly defining policy coverage, scope of
conflicts, and disclosure procedures.

Every OPO enumerated which levels of staff are covered under its conflicts of interest
policy. However, both LifeCenter and Gift of Life Donor Programs’ corporate compliance policies
appear to capture additional groups of covered employees.’?® In the interest of clarity for
employees, OPOs should clearly define who is covered under their official written conflicts of
interest policy.

Further, each OPO should clearly define the scope of conflicts covered under its policy.
While each OPO recognized that a conflict of interest may be “actual or potential,” and framed
conflicts around financial interests, LifeCenter and Versiti also acknowledge that conflicts may be
personal, ethical, or political in nature.'®! In the interest of clarity for covered employees, and in
the interest of the national transplantation system, OPOs should better define the scope of conflicts
covered in their official written conflicts of interest policies and ensure consistency across any
supplemental materials.

Several OPO conflicts of interest policies, including Life Center and Donor Alliance,
incorporate robust provisions defining outside work and what is required of, or prohibited by,
persons covered.!%? Because of the potential for outside employment raising actual or potential
conflicts of interest, such as outside employment at a transplant center or biobank, each OPO
should clarify their policies regarding outside work, including whether and when it is necessary to
get approval and what activities are prohibited. This recommendation applies to OPO board
members who concurrently sit on the board(s) of other organizations. Outside board membership
can have an outsized impact on an organization. Each OPO should clearly define the policies for
board members who also sit on other boards. The policy should clearly state that such outside
board membership is a conflict, and outline how those conflicts are to be reported, reviewed and
adjudicated.

Lastly, each OPO should clearly state the procedures for disclosing actual or potential
conflicts of interest. Most policies outline the individuals or entities to which employees must
make disclosures.’®® Additionally, many policies gave employees multiple options for who they
can report to—whether it be to various executives, boards, or committees.'®* Given the importance

100 See LifeCenter Organ Donor Network By-Laws of Board of Directors, Exhibit A, Conflict of Interest Policy; LODN000675
(Conflicts of interest policy applies to “Directors, principal officers, or members of a committee with governing board delegated
powers”); LifeCenter Corporate Compliance Program, at 10; LODN 000485 (Suggesting the conflict of interest policy also
applies to “employees, board members, medical directors, and assistant medical directors”); Gift of Life Donor Program
Governing Board of Directors Conflict of Interest Agreement, GLDP-SFC 00196; Transplant Foundation Board Member
Conflict of Interest Agreement, GLDP-SFC 00199; Gift of Life Family House Board Member Conflict of Interest Agreement,
GLDP-SFC 00202 (Conflicts of interest policy applies to all three boards); Gift of Life Donor Program and Its Affiliates,
Corporate Compliance Program, Principle 4, GLDP-SFC 00186 (Requiring employees to consult the President and CEO if they
have questions about actual or potential conflicts).

101 See LifeCenter Corporate Compliance Program, at 10; LODN 000485; Versiti Conflicts of Interest Policy, Exhibit B, at 2.
102 |_ifeCenter Corporate Compliance Program, LODNO000485, at 10; Donor Alliance COI at DA-SFC-000810.

103 | ODNO000676 (Board of Directors or committee handling a proposed transaction); GLDP-SFC 00196; GLDP-SFC 00199;
GLDP-SFC 00202 (Relevant board member or President/CEO); Versiti Conflicts of Interest Policy, Exhibit B (Board Chair,
President & CEO, Board Committee Chairperson, or Chief Compliance Officer), at 3; MTN 000941 ("Immediate Leader or

CEO”); DA-SFC-000811 (President/CEO).
104 14.
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of establishing a clear chain of command for disclosures, each policy should clearly (1) identify to
whom employees must make conflicts of interest disclosures and (2) state what information must
be included in the disclosure.

c. OPOs Should Ensure Board Involvement, Oversight, and Recording.

Most OPOs allow for their board of directors to approve a transaction or contract where
one or more of its members have an actual or potential conflict but some do not have written
procedures. For example, MTN does not address this issue within their conflicts of interest policy,
making it unclear what the board’s procedure is when confronted by an actual or potentially
conflicted transaction.'®® Without written policies and procedures in place, it is difficult to assess
the board’s approval after the fact. OPO policies should clearly describe the process to disclose
and confront actual or potential conflicts.

On the subject of oversight, each OPO should include in their conflicts of interest policies
a provision detailing which conflicts are to be reported, when they are to be reported, and how they
are reviewed. It is unclear where conflicts are reported and what the internal decision-making
process is when a conflict occurs. This provision should also describe how these conflicts are
recorded and the records are to be maintained to allow for future audits.

Each OPO submitted conflicts of interest disclosure forms but they didn’t require details
with respect to the transactions at issue. In order to ensure appropriate and meaningful oversight
of those reported conflicts, OPO conflicts of interest disclosure forms should include the material
facts related to the reported conflicts of interest. Each policy should ensure that when conflicts
are reported the details of that actual or potential conflict, such as where the person has outside
employment, their duties, where their spouse holds employment, among other issues, should be
disclosed.

V1. Conclusion

While the Senators continue to assess the information each OPO provided, this
investigation has revealed that additional consistency, transparency, and clarity is needed to
strengthen the integrity of the organ procurement network. Making these improvements will help
ensure the health and safety of organ donors and recipients. By providing further clarity with
respect to pancreata being recovered strictly for bona fide research on pancreatic islet cell
transplantation, CMS can close the pancreata loophole, which has allowed OPOs to inflate their
recertification numbers. Additionally, policies and procedures that require consistent and
transparent information regarding conflicts of interest will assist CMS and OPOs to ensure
improper financial relationships are exposed early.

To date, since 1988, there have been over 500,000 organ donors, with nearly 1.1 million
transplants occurring during that same time period.’%® Additionally, as of 2024, there were 170

105 See generally MTN Conflict of Interest Policy, MTN 000940.
106 Organ Procurement and Transplantation Network, National Data, https://optn.transplant.hrsa.gov/data/view-data-
reports/national-data/.
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million people in the United States registered as organ donors.’®” The Senators’ decades-long
oversight of the OPTN, including this investigation into select OPOs, shows there is significant
room for improvement. We believe the recommendations to modernize and clarify the pancreata
for islet cell research rule and conflicts of interest policies are key steps in ensuring that the 170
million registered organ donors can trust the system and the system works for them and organ
recipients. Congress stands ready to work with OPOs, CMS, HRSA, the OPTN, and other
stakeholders to improve the United States organ procurement and transplant industry. We urge
OPQOs and CMS to implement the recommendations from this staff report.

107 Donor Alliance Organ & Tissue Donation, How Many People are Organ Donors? (Apr. 2, 2024),
https://www.donoralliance.org/newsroom/donation-essentials/how-many-people-are-organ-
donors/#:~:text=As%200%202024%2C%20170%20million%20people%20in%20the,donation.%20That%E2%80%995%20why
%20more%20willing%20donors%20are%20needed.
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If you have any questions regerding the contents of this letter, please do not hesitate to contact me
at:

Sincerely,

Aaron Cutler

Counse{ for Danor Alliance
Partner

D_-
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Donor Alliance’s Response to the Letter of March 20, 2023

Before tuming to the Requests in the March 20 Letter, we would first like to offer some context
about Donor Alliance. By way of introduction, Donor Alliaice is the federally designated, non-
profit OPO serving Colorado and most of Wyoming. Our community depends on us during some
of the most vulnerable times in their lives. Those waiting for a transplant rely on us for a second
chance at life, while the families of donors depend on us to honor their loved ones’ heroic decisions
to-give the gift of life.

Donor Alliance is a Malcolm Baldrige' National Quality Award-winning organization. The
Baldrige Award, which is designed and managed by the Nationa! Institute of Standards -and
Technology (“NIST”) of the U.S. Dcpartment of Cominerce, is the nation’s only Presidential
award for performance excellence. According to NIST, it is the highest level of national
recognition for performance excellence that a UU.8. organization can receive. Donor Alliance is
one of only three OPOs to have cver received this prestigious award; however, our work: is not
done.

Donor Alliatice is committed to our mission of saving and healing lives through donation and
transplantation. Every year from 2015 to the present, Donor Alliance has increased the number of
organs procured for transplantation. Even during the pandemic, we were able to maintain
continuity and continue Donor Alliance’s trend of year over year growith. -

Dae to Donor Alliance's efforts, Colorado and Wyoming maintain some of the highest percentages
of individuals joining the state dorior registries in the country. Colorado led the country in 2022.
‘with a 66% registration rate, Wyoming was in the top five with a 61% registration rate, and both
states consistently surpass the national average of 51%. These high registration rates have helped
fucl Donor Alliance’s growtli, In 2022, 'fbl‘_ example, Donor Alliance facilitated §29 organ
transplants. (exclnding pancreata for research), which is a Donor Alliance record and a 29%
increase over 202 | performance.

Donor Alliance also recognizes the iniportarice of advancing medical research through procuring
all suitable research organs. Beginning in November 2021, Donor Alliance partnered with the
University of Colorado to supply pancreata for research. In 2022, the first full year of our
partnership with the University, Donor Alliance successfully placed 130 pancreata for research.
As you will see in our responses to Requests 1, 3, and 4, thie data show a significant increase in the
number of pancreata recovered by Donor Alliance and accepted for research by the University of
Colorado. Within the University of Colorado system, the pancreata are specifically being uiilized
by the University of Colorado Anschutz Medical Campus Biobank for its ongoine research
projects. As.a result of this successful effort, Donor Alliance and the University of Colorado-are
exploring opportunities to expand our partnership.

Despite our improvements in performance, we tiever rest in-our comitment to honor all donors
and donor familics through donation and transplantation. We continue to invest in tools and
techniology to maximize all donation -opportunities in our quest to maintain Tier 1 status for
donation rate under the CMS performance mefrics aud reach Tier 1 status for transplant rate.
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Danor Alliance is committed to continuous mmprevement and remains steadfast in its goal of
ensuring that the United Statés remains the leader in organ donation and transplaniation,

Hok o

Request 1: The total number of pancreata recovered by your OPQ, per year, from 2018 to 2022,

Response to Reguest I: Donor Alliance presents the following table showing, in the first
row, the total number of pancreata recovered by the OPO, per year, from 2018 to 2022. In the
interest of completeness, Donor Alliance s also providing data on pancreata recovered with intent
to place for transplant or research, but that were subsequently discarded due to. concerns about
organ suitability. This data is feflected in the second row. Although these pancreata-were
recovered, but not ultimately used, they are not reflected in Donor Alliance’s performance metrics,
as reported to CMS. -Nor are-these pancreata included in Donor Alliance’s response to Request 4.

Jan 1-Dec 31 2018 2019 2020 2621 2022
Pancreata 13 20 Ii 25 161
Recovered

Pancreata 0 4 2 6 BE

Recovered and
Discarded (unable
to place for
transplant or
research)

Donor Alliance recognizes the importance of increasing: both transplantation and the utilization of
pancreata for research. Ofnéte, the 161 pancreata recovered by Donor Alliance in 2022 incliudes
the 130 pancreata successfully placed for research referenced above. Donor Alliance’s research
partnership with the University of Colorado is the single-most important factor responsible for the

increase in pancredta recovered in 2022,

Reguest 2: The total number of pancreata successfully placed for transplant by your OPO, per
‘year, from 2018 to 2022,

Response tg Request 2: Donor Alliance presents the following -tabll_a showing the total
number of pancreata successfully placed for transplant by the OPO, per vear, from 2018 to 2022,

Jan 1-Dec 31 | 2018 2019 2020 2021 2022
Pancreata | 1] 15 7 17 25
Successfully
Placed for
Transplant _ o
Request 3: The total number of pancreata placed for research by your OPO, per year, from 2018
to 2022.
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Response to Request 3: Donor Alliance presents the following table, which shows the total
number of pancreata aceepted for research, per year, from 2018 to 2022,

Jan 1-Dec 31 | 2018 2019 2020 2021 12022 |
Paricreata 2 1 2 2, 130 !
Accepted for f
Researcls i

Request 4: The total number of pancreata recovered for research and transplant reported as part
of CMS’s performance metric caleulations, per year, from 2018 to 2022.

Response to Request 4: Donor Alljance presents the followingtable, which shows the total
number of pancreata recovered for research and transplant reported by the OPO as part of CMS’s
performance metric caleulations, per year, from 2018 to 2022,

Jan 1-Dec 31 | 2018 2019 2020 2021 2022
Pancreata 13 16 9 19 155
Recovered
for Research
and
Transplant
Combined

1

Request 5: The total number of pancreata recovered for research specifically focused on siet cell
transplantation by your OPQ, per year, from 2018 to 2022.

Response to Request 5: Donor Alliance presents the foi_lowing.__table, which shows the total
number of pancreata recovered by the OPQO for research specifically focused on islet cell
transplantation, per ycar, from 2018 to 2022. The data in the table reflects partnerships maintained
between Donor Alliarice and the University of Colorado’s Barbara Davis Center for Childhood
Diabetes and the International Institute for the Advancement of Medicine (“IIAM™), respéctively.
The Barbara Davis Center’s fesearch mission entails identifying preventive therapies, treatments,
and a cure for Type 1 Diabetes.! [IAM isa lighly speclahzed noh-profit organization that partners
with OPOs and global research institutes to provide “nen-transplantable organs to the medical
research community for purposes of combatting and curing disease.”?

| Jan 1-Dec 31 12018 2019 2020 j2021 2022
Pancreata 2 1 2 2 1
Recovered for
Research
Focused on
Isiet Cell
Transplantation

! https://medschool.cuanschutziedu/barbara-davis-center-for-diabetes.
* https:#/iiam.org/about-ifany/,
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For context, Donor Alliance is aware of only one islet cell research program -within its donor
service area (DSA), which is the University of Colorado’s Barbara Davis Center for Childhood
Diabetes. In 2017, Donor Afliance entered into.an agrecment with the Barbara Davis Center for
islet cell research. Inan effortto supply more recovered pancreata for résearch generally, and islet
cell research in particular, Donor Alliance entered into the aforementioned, research agreement
with the Un1v0151ty of Colorado’s Biobank in November 2021. As part of this collaboration, the
Barbara Davis Center will hiave incieased access to functional pancreata islet cells for ongoing.
research projects. As a result, Donor Alliance expects (o see an iheréase in pancreata islet cell
research within its DSA in the coming years.

Reguest 6: How many total donors your OPO reported as part of CMS’s performance mettic
calculations, per year, from 2018 o 2022,

Response to Request §: Donor Alliance presents the following table; which shows-the total
number of donors thie OPO reported as pari of CMS’s performance metric calculations, per year,
Trom 2018 to 2022,

Jan 1-Dec31 | 2018 2019 2020 2021 2022
Donors 160 191 215 232 272
Reported as
Part of CMS
Performance
Metric
Calculations

This table, with a 70% increase in donations from 2018 to 2022, iilustrates the streng basis upon
which Donor Alliance has achieved and maintained its Tier 1 status for donation rate.

Request 7: How many total donors your OPO reported as part of CMS’s performance metric
calculations who only had-a pancreas removed for research, per year, from 2018 to 2022, Any
guidance documents on protocol for pancreas recovery produced by the OPO staff from 2018 to
2022,

Response. to Request 7: Doror Alliance presents. the following table, showing the total
number of donors the OPO reported as part of CMS’s performance metric calculations who. only
had a pancreas removed for research, per year, from 2018 to 2022.

Jan 1-Dec 31 | 2018 2019 2020 2021 20622
Doriors Who | 0 0 0 0 0
Oniy Had &
Pancreas
Removed for
Research.

As a matter of practice, Donor Alliance only facilitates an organ recov ery with intent to transplant
on¢ or more organs, Donor Alilance does not facilitate cases to only recover pancreata for

6
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research. Nevertheless, there are instances in which Donor Alliance facilitates an organ recovery
with intent to transplant-an organ that is later niot accepted by a transplant eenter. In these cases,
Donor Alliance may be able to facilitate a pancreas for research. In 2022, for example, of the 272.
organ donor cases facilitated by Donor Alliance, 15 of these cases resulted in a total of 44 organs
with intent to transplant being rejected by transplant centers. Of these 44 organs, 15 pancreata
were successfully accepted for research by the OPO’s partners.

Finally, Donor Alliance is providing two standard operating procedures related to protocols for
pancreas recovery produced by the OPO staff from 2018 to 2022. First, Donor Alliancc is also
providing the OPQ’s standard operating procedure entitled, “Organs for Research (OP-540.01),”
at DA-SFC-000001 — DA-SFC-000002. This document outlines the procedure utilized to ensure
that organs are recovered for research if they cannot be placed for transplantation and where
authorization for research has been obtained. Second, the OPO’s standard operating procedure
entitled, “Organ and Tissue Research Sample Request Approval Process,” at DA-SFC-000003 —
DA-SFC-000007. This document outlines Daonor Alliance’s process for reviewing and approvmg
outside requests for organ and/or tlsbue to be used for research and/or education.

Request 8: Finally, we request copies of the research protocols, along with documentation of
review and approval of these protocols for each study the OPO is providing pancreata for research
and the number of pancreata procured for each study, per year, from 2018 to 2022. Please include
any financial transactions between your OPO and the associated researchers or their institutions
related to thijs research,

Responise to Request 8: Donor Alliance is producing copies of the associated research
protocols for pancreata procured for each study, per year, from 2018 to 2022, as well as supportmg
documents. See DA-SFC-000008-000102:

e The University of Colorado Research Protocol 21-4748 (attached at DA-SFC-000027 —
DA-SFC-000027; DA-SFC-000028 ~ DA-SFC-000028) functions as-an umbrella protocol
for specimens provided by the Donor Alliance to the University of Colorado Biobank
Pathology Shared Resource (“PSR"), an institutional wide facility that provides research
and clinical trial services to the research community at the University of Colorado
Anschutz Medical Campus and beyond. The specimens provided under the following.
studies were used for research projects at-the University of Colorado Anschuiz Medical
Campus.

o Studies under the umbrella of the University of Colerado 21-474% Protocol include:

»  University of Colorado Cancer Center: Organoid and Tissue Modeling
Shared Resource (“OTMSR™).

There is no separate rescarch (IRB) protoco] for this stiudy as it is covered
under umbrella protocol 21-4748; HHS Grant P30CA046934 (award
abstiact. from the HHS.Gov website attached at. DA-SFC-000102) Cancer
Center Support Grant, PI: Richard Schulick, MD.
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Pancreatic specimens are used. to develop methods to be able to establish
pancreatic organoids both for the establishment of normal organoids from
donor specimens as well as to develop and finetune methods to be able to
develop-organoids from pre-malignant and malignant lesions of pancreatic
specimen from patients. Established normal organoids are available to
investigators and tesearch programs investigating pancreatic diseases.

University of Colorado Department of Immunology: Control of Cytotoxic
Lympliocytes by Polymorphic KIR3SL3.

‘There is no separate research (IRB} protocol for this study -as it is covered

under umbrella protocol 21-4748. This study utilizes pancreatic speciinens
in support of ongoing funded research: 1R56A1155729-01; Pi: Paul Norman
PhD. and Liycn Loh PhD,

Major Goals: KIR ‘are among the most polymoiphic human genes, and-in
addition to differential control of infections and cancets, their diversity is
associated with susceptibility to reproductive disorders and autoimmunity.
In this project, the researchers describe the biological function aad
immunotherapeutic potential of KIR3DL3, a putative inbibitory receptor of
undetermined function and tissue distribution. Manuscript under review:
Journal: Science Immunology, Manuscript Number: ade5343, Title:
Polymorphic KIR3DL3 e-x_prc_séion modulates tissue-resident and innate-like
T cclls (draft attached at DA-SFC-000066 — DA-SFC-0001013.

» Studies not under the umbrella of 21-4748 with separate attached protocols:

e Protocol 17-1933: Dynamics of Human Pancreas Function a_nd. COMIRB
Approval, PI: Richard Benninger PhD, Barbara Davis Center for Diabetes, at DA-
SFC-000008 — DA-SFC-000009; DA-SFC-000010.— DA-SFC-000014.

* Protocol 21-2599; IPMN tissue analysis and establishment of CAM assay, P1: Sana
Karam, MD, PhD-Associate Professor Radiation Oncology ~ Anschutz; at DA-
'SFC-000015 - DA-SFC-000026.

e Protocol 17-2159; Human Imimune Tissue Network Protoca!, PI: Roberta Pelanda
PhD. Professor of Immunology and Microbiology Anschutz School of Medicine,
at DA-SFC-000031 — DA-SFC-000040,

e The IIAM Islet Cell research protoco! is also attached at DA-SFC-000029 - DA-SFC-

000030.

Also attached are certain supporting documents helpful for understanding the research protocols:
1) the University of Colorado Materials Use Agreement (DA-SFC-000041 - DA-SFC-000047)
and 2) the ITAM recovery agreement {DA-SFC-000050 —~ DA-SFC-000065).
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Additionally, Donor Alliance presents the following table, which shows, in the first and second
rows, the total number of pancreata procured by the OPO for research, per year, from. 2018 to
2022, in partnetship with the IIAM and the University of Colorado, respectively.

Jan 1-Dec 31 | 2018 2019 12020 2021 2022 i
ITAM: _ 2 1 2 1 I
Pancreas for
‘Research
Accepted
University of | 0 0 0 1 129
Colorado:
Pancreas for
Research
Accepted

With respect to financial transactions between Donor Alliance and thi associated researchers or
their institutions related.to research involving the recovery of pancreata, Donor Alliance presents
‘the following table. This fable shows, in the first row, fees paid to Donor Alliance from rescarch
organizations to cover the costs associated with the recovery of each paricreata for research, in the
__seéond row, the table shows the dollar amount of research grants funded by the Donor Alliance
Foundation for medical research specific to pancreata. The Foundation was created by Donor
Alliance in December 1993 as a nonprofit 501(c)(3) and re-established in August 2017. The.
Foundation operates exclusively for charitable, scientific and educational purposes. Among other
areas, the Foundation provides financial support to social and clinical research grantees, The goal
of the grants shown in the second row is to seed larper scale research efforts with respect to
paricreata within the OPQ’s DSA 3

' Jan 1-Dec 31 2018 2019 2020 2021 2022 ;
‘Fees Paid to Donér | $4,000 0 $4.000 $2,000 $2,000
Alliancc.on
Reimbirsement
‘Basis from
Researchi
Organizations for
Pancreata
Donor Alliance 0 0 0 $15.000 $20.000
Foundation-
Funded Research
Grants for Medical
Research Specific
to Pancredta 1

s

¥ hteps:#éwww.donoralliance.org/who-we-are/foundation/.
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CONFIDENTIAL
April 7, 2023
VIA ELECTRONIC MAIL TO COMMITTEE ON FINANCE STAFF
The Honorabie Ron Wyden The Honorable Charles E. Grassley
United States Senate _ United States Senate
221 Dirksen Senate Office Building 135 Hart Senate Office E’.mldmEr
‘Washington, DC 20510 Washingten, DC 20510
The Honprable Ben Cardin The Horiorable Tedd Young
United States Senate United States Scnate
509 Hart Senate Office Building 185 Ditksen Senate Office Building:
Washmgton DC 20510 Washington, DC 20510

RE: March 24, 2023 Letter to Indiana Donor Network

Dear Chairmant Wyden, Senator Grassley, Senator Cardin, atd Senator Young:

We submit this. letter on behalf of Indiana Donor Network in response to your letter of
March 20, 2023. Your Jetter sets forth requests for certain information concerning Indiana Donor
Network’s recovery of pancreata for research purposes——particularly after CMS chose. to include
such pancreata in its transplant performiance metric under the 2021 QPO Final Rule. Indiana Donor
Network appreciates the Committee on Finance’s continued work to improve the U.S. organ
douation and transplantation system and is happy to accominodate your requests.

Information responsive to your requests is set forth below. Documents containing
respouisive information have alse been coliected from Indiana Donor Network and will be sént to
our staff via separate FTP. The password for the 7-zip file containing those documents will be:
* Indiana Donor Wetwork requests confidential treatment of all
documents and information produced to the Committee.

BACKGROUND

Indiaria Donor Network in no way relies on the recovery of research pancreata to drive
performance, In fact, removing pancreata for research entirely from the equation, Indiana Donor
Network’s records reflect that transplanted organs have increased by 53%—more than 330 organs
per year—since 2018, ag a result of Indiana Donor Network’s transpiant recovery efforts.

AMSTERDAR: + ATLANTA « BENIRG - BOSTON - BRISBANE - SRUSSELS - CHICAGO - GLEVELAMD - COLUMBUS « DALLAS + DETRON
DUgal -« DUSSELDORF « FRAMKFURT p HONG KOKG + HOUSTON « JRVINE. * LONDOM « LD ANGELES » MADRIQ « MELBOUANE
WMERIGD §ITY - HM-!'J*I ©OMSILAN - MINMEAPDLIS - WMUNIGH - HEW YORK - PARIE « PERTH - PITTEHURGH - SAH DIEGO. = SANFRLNIIESO
EAC PAULD - SAUDI ARABIA - SHANGHAI + SRICOMVALLEY : SIRGAPORE + SYONSY - TAPEN + TOKYD -+ WASHINGTON
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Pancreata arc uscd by Indiana Donor Network in cotinection with research-only if rejected
Jor iransplant, and Indiana Donor Network staff have never entered an operating room with the
intention solely to recover a pancreas for research. As detailed below and refleéeted in documents
being produced in response to Request No. 7 in your March. 20 letter, there wers enly six cases
from 2018 t0 2022 where the sole organ recovered was a pancreas used in research—and all
involved situations where other organs intended to be recovered for transplant were deenied not
viable. During that same time, Indiana Donor Network cared for 1,206 organ donors in total, as
calculated by the CMS performance metric, meaning that less than 0.5% of the total had only a
pancreas recovered for research, Indiana Donor Network allocated 133 pancreata for transplant
during that same period.

Atthough inereasing the total number of organs transplanted is and always will be Indiaha
Denor Network’s overriding foeus, Indiana Donor Network also believes in the importance of
organ research. The OPO thus takes pride-in the fact that it has built a robust, multi-organ research
program over the past several years. Its extensive research partnerships includecollaborations with
internationally renowned -acideriic centers on subject mattér as varied -as liver perfusion and
xenotransplantation. Indiana Donor Network also operates its 6wn organ and tissue recovery center
in Indianapolis, which compared to recovering in a hospital, yields better outcomes, reduced,
healthcare costs, and a better experience for donors’ families, while frecing up resources for
Indiana Denor Networks pariner hospitals. To make this system work, Indiana Donor Network
must continually educate recovery center staff on clinical operations; research organs—including
pancreata—are 4 necessary-element in this education and ‘development. Indiana Donor Network
documents alt pancreata and other organs placed for such research purposes. And pancreata
represcnt-a small part of thesc research efforts, comprising only 22% of research organs recovered
by Indiana Donor Network since the start of 2018, according to Indiana Donor Network’s records,

Notwithstanding the virtues of encouraging such organ research, Indiana Donor Network
‘has never supported CMS’s decision to inelude rescarch pancreata in.the transplant performance
metric under the 2021 OPO Final Rule. A siandalone metric for research organ recovery might
make good policy. but CMS’s decision to include research organs among transplanted organs for
puiposes of the metric has made little sense: Indiana Donor Network, in fact, does not even track
pancreata placed for research when internally assessing its recovery performance,

Yet the reality is,.CMS did choose to assess the performance of Indiana Donot Netwaork,
and all other OPOs, hased in part on the number of pancreata placed for reséarch. In doing so, the
regulator grading Indiana Donor Network’s performance has signaled the importance of such
research recovery efforts, and Indiana Donor Network has sought to comply. Although a minimal
part of the OPO’s overall organ recovery operation, Indiana Donor Network has made recovery of
research pancreata, consistent with its understanding of CMS’s OPO Final Rule, a greater focus
since 2021, as reflected inIndiana Donor Network’s intemal data presented below.
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RESPONSES TO REQUESTS IN MARCH 20 LETTER

REQUEST NO. 1

The total number of pancreata recovered by your OPO, per year, Jrom 2018 1o 2022,

The fdllowing table provides the total number of pancreata recovered by Indiana Donar
Network yearly from 2018 to 2022 according to Indiana Donor Network’s records,

REQUEST NO. 2

The total number of pancreata successfully placed for transplunt by your OPQ, per year,
Srom 2018 to 2022.

We were uncertain whether Request No. 2, in requesting data on pancreata “placed for
transplant,” seeks annual information on the totdl number of pancreata successtully rransplaited
or the total number of pancreata successfully allpcated to a transplant center. To accommodate the:
Committee, the tables below provide both sets of data from 2018 to 2022, according to Indiana
Daénor Network’s fecords.

TOTAL 133. TOTAL 161
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REQUEST NO. 3

The total number af puncreati placed for-research by your OPQ, per year, fiom 2018 to

The table below sets out the fotal number of pancreata Indiana Donor Network placed
annually for research from 2018 to 2022, according to Indiana Donor Network’s records. Asnoted
above, sirice 2021, Indiana Donor Network has placed a greater emphasis on placing reseaich
paticreata in light of the CMS 2021 OPO Fina! Rille.

Near
2018 2
2019 9
2020 5
2021 17
2022 144

TOTAL 177

REQUEST NO. 4

The total number of pancreata recovered Jor research and transplant reported as part of
CMS's perforinance metric calculations, per yvear, firom 2018 to 2022,

The following: table presents the total nuinber of pancreatd Indiana Donar Network
recovered for research and transplant and reported to CMS as part of CMS's performance metiic
calcudations from. 2018 through 2022, according to. Indiana Donor Network’s records.

2015 27
2020 34
2021 45
2022 174

TOTAL 310
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REQUEST NO. 5

The total number of pancreata recovered for research specifically focused an islet cell
transplaniation by your QPO, per year, from 2018 10 2022,

The-table: below sets forth the annual total number of pancreata Indiana Donor Network
recovered for research focused on islet cell transplantation yearly from 2018 to 2022, accordig to
[ndiana Donor Network's records.

REQUEST NO..6

How many total donors your OPQ reported as part of CMS’s performance metric
calculations, per year, firom 2018 to 2022.

The following table presents the total number of donors Indiana Donor Network reported
to.CMS as part of CMS's performance metric calcnfations annually from 2018 to 2022,
according to Indiana Donor Network’s tecords.
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REQUEST NO. 7

How mariy fotal donors your OPQO reporfed as part of CMS’s performance metric
calculdations who only had a pancreas removed for research, per vear, from 2018 to 2022, Any
guidarice documents on protocol for pancreas recovery produced by the OPO staff from 2018 1o

The following table réflects the total number of donors Indiana Donor Netwaork reported to
CMS yearly from 2018 to 2022 where the donor only had a pancreas recovered for research (with
no other organs recovered from the danor for any other purposc), according to Indiana Donoer
Network’s records.

2018

0

2019 0
2020 0
2021 1
2022 5
TOTAL 6

Addittonal support for the foregomﬂr figures, as well as documentation and data identified
as responsive to Regquest Nos. 7 and 8 in your March 20 letter; will be included among the
documents being sent separately to your staff by FTP. Some of the documents bear redactions of
UNOS ID numbers pursuant to health privacy laws. No documents identified as responsive to the
requests have been withheld.or redacted on the basis of any privilege.

If you have any questions, please contact me.

Respectfully,

& o s

E. Stewart Crosland

Enclosure (via separate FTP)
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Saving and Healing Lives through
Organ, Eye, and Tissue Donation

April 7, 2023

The Honorable Ron Wyden The Honorabie Mike Crapo
Chairman Ranking Member

Commitiee on Finance Comimittee on Finance

United States Senate United States Senate

Washington, DC 20510 Washington, DC20510

The Honprable Charies E. Grassley The Honorable Benjamin L. Cardin
Member Member '
Committte of Finance Commiittee on Finance

United States Senate. United States Senate

Washington, DC 20510 Washington, DC 20510

The Honorable Todd. Young
Member

Committee on Finance
United States Senate
Washington, DC 20510

Dear Chairman Wyden, Ranking Member Crapo and Commiittee Members:

We are pleased to provide the U.S. Sénate, Commnittee on Finance {the Committee] the -
information requested regardmg Lifebanc’s {OHLB or Lifebanc) recovery practices specifically
Felated to pancreata recovered for both research and. transplantation from 2018 to 2022. We
applaud this Committee’s efforts in ensuring the integrity and usage of the precious gifts that
thousands of Americans donate upon thejr death each year.

Lifebanc has proudly served Northeast Ohio’s communities:with the opportunity for organ and
tissue:donation since 1986 when established-as one of the original seven independent organ
procurement organizations (OPO) in the U.5. We have been committed to upholding the
standards of not only the regulatory bodies that regulate our daily practices including the
‘Centers for Medicare and Medicaid Services {CMS), but most important!y the individuals and
their families who make the generous decision to donate organs, tissues.and corneas. Their
donations provide those waiting with not only their onily option to live in some cases, but also
the ability to impact thousands of others through research and education.

Lifebanc has ensured that the precious gifts on which donors and their families authorize us to
conduct research are matched only with bona fide research endeavors. Some of these notabie

4778 Richmond Road | C!eveland OH 44128-5919 ]— | Fax_i Lifebanc.org
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studies over the years include, but are nat limited to, the National tnstitutes of Health’s (NIH)
APQLLO research study to improve outcomes after kidney donation and kidney
transplantation’, research in the. advancement of Vascular Compasite Aliografts, including, face,
limbs, and uterustransplants, SUID Tissue Consortium (Sudden Unexpected infant Death), as
weli as advancement in organ perfusion technologies to further the ability of organs for
transplantation.

In response to the core matter raised in your inquiry in-questicn #8, we provide to you our
approach to research project selection which demonstrates our strict adherence to bona fide
research. For Lifebanc, this-process includes a formal internai procedure by which a designated
committee reviews and analyzes various research programs.and chooses the most appropriate
programs to ensure the legitimacy and compliance of the researcher(s). Lifebanc holds the
research programs and projects in which we participate to the highest standards. We provide -
organs for research and education.to projects or studies available through established scientific
institutions or organizationsthat folfow guidelines ensuring the organ is being utilized for bona
fide research, In addition and to develop.the surgical skill competency to support the approved
research projects limited pancreata were recavered in 2022 by internal and external staff to
‘ensure proper technique and preservation were utilized to meet the researcher requirements.

In Northeast Ohio, we are uniquely positioned to have world renowned health systems-and
research hubs with-whom we can partner. Part of this guality assurance process for ongoing-
research projects includes entering into contractual agreements with the researchers which
provides Lifebanc with a measure of accountabhility. Those agreements require the researcher
to represent and warrant their duties to compliance with the law as well as provide information
to-share with donor families about the nature of their research. Due to confidential contractual
obligations with the researchers and the pature of the researchers’ proprietary information, we
are providing infarmation which is not otherwise protected. These responses are blinded and
summarized to protect the active and ongoing research of these scientists. In response to your
guestion #8, we provide the following summary of the projects in which pancreata were
supplied for research in the years 2018 through 2022, including any financial transactions:

o The researcher facilitates in-depth analyses of neonatal to adult pancreata and other
tissues from organ donors. This research heips scientists better uriderstand the tissue
and cellular organization of the pancréata as well as the pathophysiology of diseasés
and disorders that are common to the grgan. A key focus of the research is devoted to
studying Type: 1 Diabetes (T1D} to develop a comprehensive view of how T1D develops
at the different physiological levels.

-2 Available at: ‘https://www niaid .nih;govk:linic'a_l-triarsfapnll o-study.
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# The researcher facilitates in-depth analyses of neonatal to.aduit pancreata and other
tissues from organ donors who have T1D or the autoantibodies that make them
susceptible to the disease, Type 2 Diabetes (T2D), as weil as from heaithy donors, to
develop a comprehensive view of how T1D and T2D develops at the different
physiological levels,

o The researcher wil utilize the pancreata to isolate cells that are involved in maintaining
blood glucose in our body. They will study processes that can prevent people from
developing diabetes.and chronic pancreatitis. Their goal is to improve their process of
islet cell isolation from the pancreata and perform cutting edge biomedical research
that wiil develop new therapeutics for pancreatic diseases.

» The researcher is examining the pancreatic islet cells to evaluate all types of diabétes
including T1D and T2D to evaluate and study the changes in endothelial cell morphoiogy
and function.

o The researcher is {ooking to find the ultimate diabetic cure by identifying early diabetes
marker(s] and designing an effective prevention plan through her examination of the
human pancreatic islet cefls.

With respect to the use of pancreata for research, it is the practice of Lifebanc to count the.
pancreata and/or islet cells supplied for research based on CMS’s metrics in effect. In other
words, we have not tounted them as a transpiant before August 1, 2022 based on the prior
CMS regulations. Lifebanc has not attached a cost to research organs, outside of additional
sUpplies or equipment necessary for-any independent research studies. When appropriate,
Lifebanc has received a nominal fee from the International institute for the Advancement of
Medicine | L S

. e
rovided involved:no final nsactions-during this:time frame. Lifebanc provides board
approved sponsorships through our inde pendent foundation to support research, community
outreach, and-innovation pertaining to organ and tissue studies. However, it is important to '
note that these funds have come from third party donation sources and are not related to any
funding from the acquisition and placement of organs.

We will address the remainder of the Committee’s requests in the order in which you
requested them.

Lifebanc takes pride. in not only our research compliance, but aiso on our overall compliance
with the complex CMS fegulations involving organ procurement génerally. As the Committee is
likely well aware, healthcare regulations and specifically OPO regulations, involve a complex
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interplay between past reguiations, certification and reporting cycles, and a delayed publication
of OPO performance metrics. Therefore, before providing additional responsive material, we
find it necessary to note that the timeframe in which the Committee requests information
referencing 42 CFR Part 486° falls- under two separate governing guidelines. During years 2018-
July.2022, the former version of the CMS guidelines and metrics were applicable. For the
timeframe on and after August 1, 2022_, the new and now current metrics and accreditation
guidelines are in effect (the Updated Regutations}. The Updated Regulatians wili be used to
assess OPO performance and subseguently determine an OPO’s re-ce rtification eligibility in
2026 hased oh the performance years 2022-2026 which will be measured based on the
Updated Reguiations.

Congress through the Updated Regulations created a 3-tiered performance structure such that
OPOs whose performance falls into'the Tier 1 category, the highest category, wili be
automatically recertified begmnmg in.2026. OPOs whose performance falls in Tier 2 will need to
re-bid and show improvement action plans to be re-certified. OPQOs in Tier 3 will be-ineligible for
recertification. But the key change in the Updated Regulations and the most on point to your
inquiry is the calculation of organs donated. As you point aut in you rletter, ““only bona fide
research conducted by a qualified researcher using a panicreas from an organ donor” will be
counted in CMS's performance measures’ [referencing the Updated Regulations]. Note that in
the prior regulatlons pancreata used for research were not counted as transp!anted organs and
were not otherwise part of the CMS measurement system. By Congress’s addition of this very
specificinclusion?, it intended to target such additional efforts by measuring OPOs inthis
fashian,

Although Lifebanc contributed to organ research prior to these Updated Regulatians, it is.clear.
that all OPOs instituted a renewed focus on pancreata donation for research with the recent
Updated Regulations. in response to your question #1, “Total number of pancreata recovered
by Lifebanc per year from 2018 to 2022”7, we' report as follows:

2018: 12; 2019: 19; 2020; 13; 2021: 21; 2022: 81.

Simitarly, based on the CMS.interim performance reports provided. in March 2022, 90% of OPO
Tier 1 performers participated and received credit for pancreata research. Deemed top

2 Published at BS FR 77898, available at: https://www.federalregister. gow‘document5f2020_.!'12,f02;"2020-
26329frned|care~and medicaid-programs-organ-procurement-organizations:conditions-for-coverags- revisions-to,
85 FR 77902, Availabile at: https://www.govinfo.gov/content/pkg/FR-2020-12- 02/pdf/2020-26329.pdf ; “We
.carefully considered other options-tc oddress pancreata pracured for resedrch, such as creating o process measure
for these argans, creating a unique cutcome measure, and’ counting these orgons in the outcome meosures of this
finai rule as less thon the fult value of a transplanted organ. However, these alternative policy approoches did not.
meet the PHS Act, which stotes thot “Pancreata procured by on organ pracutrement arganization { OPO} and-used
for islet cell transplantation or resenrch sholl be counted for purposes of certification or recertificatian . ...” Tc
meet this statutory requifement, we hove chasen ta include poncreata for research in the. outcame meosures in the
Some woy thot organs procured for-transplontatian are inciuded:”
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performers by the CMS standards, these Tier 1 OPOs show similar results with the
implementation of the Updated Regulations and collectively increased pancreata for research
by 43% between the 2021 and 2022 interim reports. Thus, it is reasonable to-suggest that when
CMS established naw guidelines, that we would see this increased trend in pancreata data. As a
practical matter and-as mentioned above, pancreata and islet cel} research: provides substantial
insight into-specifically the causes of diabetessince the pancreas is responsibie for the
production of insulin. As one of the costliest chronic diseases plaguing Americans, “with a
disproportionate burden among our minority population”* OPOs are weli- -poised to provide
researchers with additional opportunities to find the cause and potentially eradicate this
terrible disease with these Updated Regulationsand ultimately decrease the need for
transplant in this underserved population.

2. While the overall trend in pancreata recovery has increased over the requested time
period, another important factor the Committee should consider in its review are factors
affecting donation outside of the Updated Regulations. Forexample, it is.important to note.that
pancreata transplants across thenation suffered a dramatic decressé over the years of 2020
and 2021 due COVID related concerns. Lifebanc's transplanted pancreas trend.shows marginal
annual growth between 2018 and 2022.

The total number of pancreata successfully placed for transplant by Lifebanc is as follows:
2018:5; 2019: 12; 2020: 11; 2021: 14; 2022: 16.

3. Another of these outside factors to consider is the availa bility of research projects—an
institution’s ability to take new pancreata. it is important to note that during the years of 2020
and 2021, there were a limited number of research opportunities due to the COVID pandeniic
and we have since seen an increase in requests and opportunities to place non-transplantable
argans for.active research projects. Qur opportunities to pair non-transplantable pancreata
and/or islet cells have increased since more public attention has been brought to the.
availability of this precious gift, not only as a result of the Updated Regulations, but also by the
public opinion on.the importance of research since the pandemic and advances in scientific
research and epidemiology. Lifebanc’s research partrierships are'based on the need of the
scientific community and the variation of inquiries and opportunities will fluctuate from year to
'year. In ‘other words, Lifebanc works to ensure that no organ donation is unusable.. By year,
the total number of Pancreata placed for research by Lifebanc is as follows: 2018: 3; 2019: 3,
2020:1; 2021: 3 and 2022: 63,

4. As with the prior outside factors, public awareness also plays a key role inour
performance. Donation success strongly hinges on-donors’ and their families’ understanding of
what donation can doto save a-life. This includes not only transplant to recipient, but also-
research which can prevent and cure-disease. As part of our mission to educate, Lifebaric shares

* "Fighting Diabetes' Deadly Impact on Minorities." FDA, 10 Apr. 2020, www.fda. gov/consumers/consumer-
updatesfﬂghtmg diabetes-deadly-impact-minaritias, Accessed 3. Apr. 2023,
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ali donor outcomes with the donor’s family, including research impact. Donor families have.
shared that knowing their loved ones’ donations to research can uitimately impact thousands.
of lives through new discovéries and innovation has been the motivation to continue this
practice and spurned potential donors to make this important decision. Our data for this
question is as follows:

Total organs provided by year and specific to pancreata research and transplant:

2018: Pancreata for research and transplant: 8, Tatal number of ALL research organs recovered: 104
2019: Pancreata for research and transplant: 13, Total number of ALL research organs recovered: 72
2020; Pancreata for research and transplant: 12, Total number of ALL research organs recovered: 40
2021: Pancreata for research and transplant: 16, Total number of ALL research organs recovered: 78
2022: Pancreata for research and transplant: 79, Total number of ALL research organs recovered: 92

5. With the recent publicity surrounding the Updated Regulations, researchers have a new
heightened awareness and are looking to develop islet-specific research programs now that
there are potentially more pancreata availableé primarily from donors whose pancreata are
unusable for transplant but stilf useful in research. Because the specifics of some studies, like
those completed through 1AM, are blinded we are unable to give a complete.number for each
of the pancreas provided specifically for islet research. We can however comment on the
research projects reviewed by our committee, all of which are focused exciusively on islet cell
viability and related Type.1 and Type 2 diabetes-based research to determine genetic p'a_tte'r-lns _
related to theislet, islet response to alternative perfusion technologies, and islet yield
determination studies. In addition, Lifebanc has been able to provide one pancreas for the.
purposes of islet ceil transplantation in the year of 20225,

6. Lifebanc is proud of the growth it achieved in the five-year period for which the
Committee has requested data. With each subsequent year, Lifebanc has implemented
continuous improvement measures to further increase the humber of organ donors willing to
save the lives of others. Our key mission is to help save and hea! lives. That includes educating
and sharing the power of organ donation. Since there are always more candidates waiting than
matchable organs available, we must work tirelessly to-help increase donation awarenéss and
support advancement of medicine efforts to reduce disease burden on our communities. I
cansideration of the overlapping regulations on the time period of data requested, the

$Witkowski P, Philipson LH, Kaufman DB, Ratner LE, Abouljoud MS, Beilin MD; Buse JB; Kandeel F, Stack PG,
Mulligan DC, Markmann IF, Kozlowski T, Andradni KA, Alejandro:R, Baidal DA, Hardy MA, Wickrema A, Mirmira RG,
FungJ, Becker YT, Josephson MA, Bachui PJ, Pyda IS, Charlton M, Miilis iM, Gaglia JL,-Stratta Ri, Fridell JA,
Niederhaus SV, Forbes RC, Sayant K, Robertson RP, Odorico 1S, Levy MF, Harland RC, Abrams PL, Olaitan OK,
‘Kandaswamy R, WeilenJR Iapour AJ, Desai C5, Naziruddin B, Balamurugan AN, Barth RN, Ricordi C; "lslets for US”
‘Colfaborative, The demise of islet allotransplantation in the United States: A call for an urgent regulatory update.
Am ! Transplant. 2021 Apr;21{4):1365-1375. doi: 10.1111/ajt. 16397, Epub 2021 Feb 10. PMID: 33251712; PMCID;
PMC8016716.
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following numbers are reflected based on the CMS performance metrics applicable to each
year along with the Updated Regulations calculation and represents the total donors we
‘reported as part of CMS’s performance metric calculations, peryear, from 2018 to 2022:
2018, Priorlto Aug. 1, 2022 Regulations: 162 CMS donors, Updated Regulations: 153 CMS donors

2019, Pri_nr to.Aug. 1, 2022 Regulations: ;51'CMS donors, Updated Regulations: 137 CMS donars

2020, Prior to Aug. 1, 2022 Regulations: 170 CMS donors, Updated Regulationis: 154 CMS donors

2021, Prior to Aug..1, 2022 Regulations; 182 CMS donors, Updated Regulations: 163 CMS donors

2022, Prior to-Aug. 1, 2022 Regulations: 231 CMS donors, Updated Regufations: 205 CMS donors

7. Lifebanc has only had one single pancreas “recavered for research purposes only” inthe
year 2022 and none for the prior years requested. Even in this specific case, Lifebanc was -
actively placing transplantable organs up until the time of recovery when all transplantcenters
declined for transplantation, At that time, the donor family authorized research recovery for
their loved one as well as tissue and cornea recovery which. took place and was successfully
recovered. It is important to note that Lifebanc offers and exhausts all efforts to place organs
far transplant. Unfortunately of ALL the argan offers made in the jast three (3) _y'e'ars, 2020-
2022, approximately 50% were declined for transplant by ail U.S. transplant centers.$
Transplantation opportunities are always the primary intention and research tc advance
medicine is a consideration when all offers have been declined by all U.S. Transplant Centers
the donor has authorized, we shift focus to research opportunities to honor each donar’s gift to
the fullest-potential possible.

We realize that our responses to these questiens are highly summarizing in hature to be
responsive yet respectful of the Committee’s time. As you can see, OPO regulation is a complex
frarnewark which requires an in-depth understanding of the fegal and practical factors invalved,
Wae re-iterate Lifebanc’s commitment to operating with integrity as the recipient of federal
funding. It is unfortunate to think that some would-game the system and operate outside the
rules. Lifebanic has and will continue to surround itself with information, education and
compliance advisors who assist'us in our endeavor to remain compliant. Our goal is to keep
saving and healing fives and to-do that we need an organ procurement system that operates
with integrity.

To that end and for that reason, we would like to extend an invitation to any Committee
member or member(s) of your staff to visit our OPO to gain a better knowledge and
understanding of our day-to-day practice and commitment to saving and healing lives.in the-
great state of Ohio and beyand. We continue to stand true in our commitment te honor each
donation opportunity and will continue to-advocate for each donor, their families and the many
individuals waiting on the US. transplant list.

£ O_PT_N_' Data Files, “Three Years of Organ Offers”, avaitable at: htipsi//optn.transplant.hrsa.gov/data/; accessed on
04}’0_3/_2023.
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in tlosing, and most importanitly, our growth and lives saved through donation continué to
reflect our daily mission and are aligned to meet the goals of the Updated Regulations.

Lifebanc is on pace to be Tier 1 by the end of 2023 whether pancreata for research are included
in‘tha certification process or not.

Not including pancreata for research donors, Lifebanc increased our trans planted donor rate
by 12.9% from 2021 to 2022 and through our best performing first quarter ever we are on
pace for an additional 30% increase for 2023, meaning significantly more lives will be saved
by the incredible gifts entrusted to us from ourdonors and their loved ones.

Respectfully,

Gordon Bowén, Lifebanc CEO



April 6, 2023

The Honorable Ron Wyden

Chairman The Honorable Charles.E. Grassiey
Committée on Finance Committee.on Finance

United States Senate United States Senate

219 Dirksen Senate Office Building 219 Dirksen Senate Office Building
Washington, DC 20510 ‘Washington, DC 20510 '
The Honarable Benjamin Cardin The Honorable Todd. Young
Committee on Finance Committee on Finance

United States Senate United States Senate

218 Dirksen Senate Office Building 219 Dirksen Senate Offica Building
Washington, DC 20510 Washington, DC 20510

Chaitman Wyden and Senators Grassley, Cardin and Young,

The purpose of this letter is to provide responses to the request on March 20, 2023, from the U.S. Senate
Finance Committee for data from Lifeline of Ohio on pancreas procured for research. Lifeline of Ohio
welcomes the opportunity to share the information requested and is grateful to the Committee far
ehsuring the highest level of performance among stakeholders in the donation and transpiantation system,

As the organ procurement organization serving Central and Southeastern Ohio and two countiesin West’
“Virginia, Lifeine of Ohio’s mission is to save and heal lives through the gift of donation. Weé ackriowledge
our role-as described in the Centers for Medicare and Medicaid Services’ {CMS) Final Rule, “Organ
Pracurement Organizations Conditions for Coverage: Revisions to the Outeome Measure Requirements for
Organ Procurerment Organizations™ as “critical to ensuring that the maximum possibie number of
transplantable human organs is avajlable to individuals with organ failure whor are on a waiting list for-an
organ transplant.”

To that end, we exhaust every opportunity to recover organs for transplant first-and then for research and
horior the génemusldecision of heroic donors and their families to help others through the gift of donation.
Since 2018, Lifeline of Ohio has increased the total number of all donated research organs, excluding:
pancreas, by 170%, with lungs being the most recovered organ for research year over year.

Lifeline of Ohio follows the regulations set forth by our regulatary bodies, iricluding CMS and the OPO Final
Rule. The following narrative provides responses to the inquiries by the U.5.Senate Finance Commitige
Fegarding pancreata recovered for transpiant and research by Lifeline of Ohio from 2018 to 2022.

Be assured that our commitmerit to our donors; their families, those suffering from organ diséase is
steadfast, and we are dedicated to ¢ollaboration with the greater organ donationand transglantation
community to Increase the opportunity to save and heal fives through danation.

Regards,

Andrew 5. Mullins.
Chief Executive Officer




Lifeline of Ohio Summary: Pancreata Recovered for Transplant and Research

A summary of data below (Tabie 1) provides responses to questions 1 through-6 of the U.S. Senate Finance
Committee requests for information received March 20, 2023, related to Lifeline of Ghio's pancreas.
recovered from 2018 — 2022,

Table 1: Responses to Questions 1 — 6-from Senate Finance Committee on Pancreas for Research

Senete Finance Committee Requests 2018 2019 2020 2021 2022

1. Tot! number of pancreata recovered

Z. Total number of poancreata successfully
placed for tigrisplant

3. Total number of poncreata placed for
résearch.

4. Tatol-number af pancrests recovered for
research and transplint reported as part of
CMS perfarmance metric calculations

5. The.total number of pancreata recovered
for reseorch specifically focused oh istet cel]
transplantation by your-OPO, per year, from
2018 ta 2022,

6. Tatal donors youi OPQ repotted as port of
CMSs perfermonce metric colailations, per
vear, from 2018 ta 2022, : 124

137 | 154 | 162 | 155 |

S—

(Data presented based on CMS definition of o
donor as-of August 1, 2022 )




Lifeline of Ohio prioritizes the recovery of pancreas far transplantation. We only recover a pancreas far
research when.1) a dorior is already donating an argan and 2} the waiting list has been exhausted fora
pancreas suitable for transplant, following regulations and standards set forth by CMS.

Table 2 provides the number of donors who anly had pancreas removed for research, All donors indicated
in this data were either 1) neonate donors {planned donations when a congenital disorder is found during
pregnancy anddanation for research can occur after birth) or 2} donars whose organs were determined-to
be not transplantableé by transplant centers after recovery, feaving the option of research. Additionally,
eéight-ofthe nine donors below donated more than ane organ and/or tissue to- research,

Lifeline of Ohio Guidance for Research Protocol between 2018 and 2022 can be found in attachments Cl-
126 Resaarch for Solid Orpans And Tisslie 1a. — 12, and Research Flowsheet 2, {attached)

Table 2: Pancreas-only donors far research

2018 2019 2020 2021 2022

7. How many total donors yoiy OPD reported as. % ;
port of CMS's performance metric catculations 0 0 0 1! a8
who only hud o puncrens removed for research, | f : ; ;
per yeor, from 2018 to 2022.




in alignment with the QPO Final Rule and specifiad by CMS, Lifeline of Ohia only provides pancreas for
-“bona fide research conducted by a qualified researcher using pancreas from an organ donor.” Lifeline of
Chio maintains longstanding reséarch partnerships to provide organs and tissues for research, Amang
those, we have provided three organizations with pancreats for rasearch including th"e-lnterna'tion'_al'
‘nstitute for the Advancement of Medicine (1AM}, Natioriwide Children’s Hospital Research [nstitute Il and
The Ohio State University Comprehensive Transplant Center, Biorepository.

A breakdown of the numberof pancreata lifelire of Ohio procured for each prograrm, per year, appears
below (Table 3) and alsc provides financial transactions related tothe pancreata recovered for these
research programs, Qur longstanding practice of partnering with the lecal research community keeps costs
minimal, and reimbursement generally covers costs associated with recavery services.

Table 3: Financial Transactions/Number of Pancreata Procured for Each Research Study

8. Finolfy, we requestcopies of the research protocals, ofong with dormenatioh of review and approval of these protacols for ench
study the OPCis providing pancreata for research and the'number of pancredta procured for ench study. per vear, from 2018 to
022, Please friclude anyfinancial tronsactions betweén your 0PO and-the ossacivted researchers or their mstitutions relted to this
resegreh.

Research Institutions. 2018 2019 2020 2021 2022

internctizngl Inskityte for* ; i
the Advancement of 00 2 $3,780 ? 1
Medicine fliAM) : !

!
i

$2,000 : 1 §2,600 e 11 §4500% 0 1

Nationwide:
CHidren’s Hospltal,
Rese_qrch Institcte

H

43,134,456

H
!
H
H

The Dhig Stote University
Comprehensive Transplont
Ceniter, Biarepositary

#

*|ncludes réimbursement for recovery services of muitiple organs recovered for research:




Lifeline of Ohic provides pancreata for research to Nationwide Children's Hospital {(NCH}, the only U.5.
pediatric hospital with a dedicated on-site islet isolation facility. A request for this research was made by
Principai Investigator Balamurugan Appakalai, PhD., a pancreatic islet isclation expert.

-Copies of research protocols for Netienwide Children’s Hospitai research and a response request for
research can be found inattachments 3a.— b. A description of this research can be found inattachment.
3c. orin this video from Nationwide Children’s Hospital-at the foliowing link:

https://www.youtube.com/watch?vs-BxlIDsPSaZ0

Lifeline of Ohio holds approved agreements with 1AM and The Ohio State University Comprehensive.
Transplant Center, Biorepository to provide organs donated for research. These agreements ensura:

« Organs provided for research-are deemed non-transplantable.
» Pancreata provided to research organizations follow organizational policies and pracedures that.
meet industry standards.

Examples of research benefitting from pancreata placements can be found:in attachments IlAM letter
to ©PO 4. for IAM and CTC Biorepository 5. for The Ghio State University Comprehensive Transpiant
Center, Biorepository.




KIRKLAND &.ELLIS LLP

_AND AFFIUATED PARTNERSHIPS

4304 Pe_nnsyl_\rania'mn_enue._ N,
Washington, D,C, 20004

Reg Brown, P.C. Unlted States
To Call Wiiter Diractly; Facsimile:
[ ] '
I

wvay Kirkland,.com

April 21,2023
CONFIDENTIAL TREATMENT REQUESTED
VIA EMAIL

The Honorable Ron 'Wyden
Chairman

Committee on Finance

United Stares Senate

219 Dirksen Senate Office Building
Washington, D;C. 20510

Dear Chairman Wyden:

On behalf of LifeQuest Organ Recovery Services (“LifeQuest”), we are writing torespond.
to the letter dated March 20, 2023 from the Senate Commitiee on Finance (the “Committee” D We
appreciate your Wll!ll‘lg]‘lﬂ‘i‘i to dccommodate LifeQuest with an extension of tinie tw provide a.
response in light of the Easter holiday.

The stated mission of LifeQuest, one of the nation’s 56 organ procurement organizations
(*"OPQ™}is: “To honor individuals’ donor deqlgnatmns to ensure families’ opportumtles o' donate
and maxitnize the Gift of Life through organ and tissue donation.” In its service area, LifeQuest
works with more than 70 hospital partners to manage referrals and on-site evaluation for patential
organ donats, and to be the steward of the Gift of Life for those who choose to donate-and the
patients who uitimately receive a life-saving transplant. Beyond the organ donation, LifeQuest
continugs engaging with the families of organ donors, providing aftercare support and outreach
opportunities for these families.

In addition to facilitating the clinical aspects of organ donation, LifeQuest also works with
the hospitals in ifs service area to provide training and education to critical care healthcare
professionals. involved in the ideatification and referral of potential donors. LifeQuest also
provides pubhc education to encourage positive decisions ahout donation and works closely with
public agencies, whe facilitate donor registrations anpudlly.

LifeQuest respectfully responds to the questions posed in the March 20, 2023 lettér as
follows:
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CONFIDENTIAL TREATMENT
REQUESTED

1. The total number of pancreata recovered by your OPO, per year, from 2018
to 2022. '

Plcasc see the total nuiniber of pancreata recovered by LifeQuiest from 2018 1o 2022 below:

2018 26
2019 16
2020 23
2021 121
2022 200
2. The total number of pancreata successfully placed for transplant by your

OPO, per year, from 2018 to 2022.

Please see the toral number of pancreate successfully placed for transplanit by LifeQucst
from 2018 to 2022 below:

2018 21
2019 15
2020 18
2021 18
2022 20

The total number of pancreata placed for research by your OPO, per year,

from 2018 to 2022,

_ Please see the total number of pancreata placed for research by LifeQuest froni 2018 to
2022 below.
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4. The total number of pancreata recovered for research and transplant reported

as part of CMS’s performance metric calculations, per year, [rom 2018 to 2022.

Please sce the total number are the total number of pancreata recovered for research and
transplant reported as part of CMS’s performance metric calculations from 2018 to 2022 below:

2021 120

2022 200
3. The total number of pancreata recovered from research specifically focused

on islet.cell transplantation by your OPO, per year, from 2018 to 2022,

LifeQuest recavered no pancreata from research specifically focused on islet cell
transplantation at any point from 2018 to 2022, despite attempts to do so by following the UNOS
match run for pancreas and kidney-pancreas transp[antanon on each denor.

6. How many total donors your OPO reported as part of CMS’s performauce
metric calcilations, per year, from 2018 to 2022.

Please see the total number of donors that LifeQuest reported as part of CMS’s
performance metric calculations from 2018 to 2022. The listed figures for 2018 to 2021 dre based
on the CMS donor definition in that year's regulatory cycle, For 2022, the listed figure is based
on the 2022 CMS darior definition for the regulatory cycle sfarting August 2022

2018 163
2019 185
2020 203
2021 217
2022 242
7. How many total donors your OPO reported as part of CMS’s performance

anetric calculations who only had a panereas removed for research, per year, from 2018 to
2022.



AUTHORIZED FOR RELEASE BY
SENATORS GRASSLEY & WYDEN

KIRKLAND & ELLIS LLP

The Honorable Ron Wyden CONFIDENTIAL TREATMENT
April 21, 2023 REQUESTED
Page 4

Pleasc see the total number of donors that’ LifeQuest reported as part of CMS’s
performance metric calculations who only had a pancreas removed for resedreh from 2018 to 2022.

ir
2018 0
2019 0
2020 0
0

-

2021
2022

7.0) -Any guidance documents on protocol for pancreas recovery produced by the
OPO staff from 2018 to 2022.

The enclosed documents bearing Bates numbers LQ-SFIN-00000001 — LQ-SFIN-
00000033 are gnidance documients on.protocol for pancreas recovery.

8. Finally, we réquest copies of the research protocols, along with documentation
of review and approval of these protocols for each study the OPO is providing pancreata for
research and thé number of pancreata procured for-each study, per year, from 2018 to 2022.
Please include any financial transactions between your OPO and the associated researchers
or their institutions related to this research.

LifeQuest currently has relationships with three rescarch entities to which it provides
pancreata for research. Its longest-standing relationships are with the International Institite for
the: Advancement of Medicine (“IIAM™) and the Network for Pancreatic Organ Donors (“nPOD™)..
LifeQuest also beganworking with the Clinical and Translational Science Institute {*“CTSI™) at the
University of Florida, which was founded to advance scientific discoverics into improved heaith
for patients by strengthening the university’s ability to conduct translational research. CTSI is
supported by multiple NIH grants and is accredited by the College of American Pathologists
Biorepository Accreditation Program. LifeQuest provides pancreata specimens to the CTSI
Biorepository, which ‘provides a2 number of services, including providing biospecimiens;
biospecimen processing services; and secure, monitored storage to assist rescarchers, The storage
facility allows researchers to access pancreas tissiic for years after it has been received, LifeQuest
neither reviews or approves research studies or accompanying protocols that research entities
undertake, nor does it track financial transactions associated with each research study. Ity the
role of research institiitions to communicate with researchers about approved projects.
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Please sce the total number of pancreata procured for each research entity from 2018 to
2022 below:

2018 0
2019 0
2020 0
2021 43
2022 175

2018 3
2019 1
2020 0 i
2021 2
2022 0

' 0
2019 0
2020 0
2021 3

-2
=
]

“

= ® ok * *

LifeQuest does not, by this response or any subsequent production, intend to waive. any
applicable privileges arising from common law or the U.S. Constitution, or other legal basis
undér which information mdy not be subject to production. In providing this production,
LifeQuest has taken reasonable steps to prevent-the disclosure of privileged material. If it were
found that any of the.enclosed information constitutes disclosure of otherwise privileged matters,
such disclosure would be inadvertent. Byathe provision of such information, LifeQuest does not
intend to waive and has not waived the attomey-client privilege or any other protections.
LifeQuest respectfully reserves the right to supplement ifs production to th¢: Cominittee, as
appropriate.
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We appreciate the opportunity to provide this information.

Sincerely,
- Qi ey
Reginald J. Brown Allison Murphy.
Kirkland -& [Filis LLP Kirkland & Ellis LLP

Enclosures

ce:  The Honorable Charles E. Grassley
The Henorable Benjamin L. Cardin
The Honorable Todd Young



Mid-Amertica
TRANSPLANT

Insgiva by life
April 3, 2023.

Lnited States Senate
Committee on Finance
Washington, 0.C. 20510

Dear Senate Finance Committee Members:

Mid-America Transplant appreciates the-oppartunity 1o provide additional information on its pancreata piaced for
research, Our organization supports Congressional efforts to improve the organ donationsystem:

Mid-America Transplant believes that pancreata research-only donars should not be included in the Centars for
Medicare and Medicaid's performance metrics to evaluate. OPDs. At Mid-America Trapsplant, we move forward with
suthorized organ donors.only when we believe there is an opportunity for transplantation. If the donar’s pancreas is
tdeemed unviable for transpiant, we provide the pancreas for research at one of ourtwo local academic medical centers.

We offer the following information requested in your March 20, 2023, latter;

1. Totalnumber of pancreata recovered by Mid-America Transplant, per year frorm 2018 to'2622:
2018; 32
2019; 44
2020: 116
2021:'179
2022: 257

Total: 628

2. Total number of pancreata successfully placed for transplant by Mid-America Transplant, per year, from 2018t
20232
2018:23
2019:19
202Q; 25
202127
202314

Total: 108

3. Total humber of pancreata placed for reseatch by Mid-America Transplant, per year, from 2018 to 2022:
2018:5
.2019:.20
2020: 85
2021: 138
2022: 215
widsmericatransgbnt.onmg
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4. Total number of pancreata recovered for research and transplant reported as part of CMS' performance metric
<aleulations, per year, from'2018 to 2022;
2018: 728
2019: 39
2020: 110
2021+ 165
2022; 229

Total: 571

5. Total number of pancreata recovered for research specifically focused on islet cell transplantation by Mid-
America Transplant, per year, from 2018 to 2022
2018: 0
2019: 0
2020: 20
2021: 100
2022: 125

Taotal: 245

6. How many total donors Mid-America Transplantreported as part of CMS’ performance metric calculatioris, per
yaar, from 2018 to 2022:
2018:; 187
2019: 257
2020: 263
2021%: 246
2022. 279

Total: 1,232

7. How many total donors Mid-America Transplant reported as part of CM&* performance metric calculations who
only had a pancreas removed for research, per year, from 2018 to 2022
2018: 0
2019: 0
2020:5
2021:13
2022:.22

Total: 40

widanarisatransplantarg
1110 Hightsrads Plaza D, Bast. Suite L0S
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Since 2017, Mid-America Transplanthas partnered with researchers at Saint Louis University and 'Wéshington
University in St Louis to Support pancreas research, as we recoghize that medical advancements through
research may better help treat diseases, like diabetes, and ultimately reduce the number of pegple who one day
need an organ transplant. Our research partnerships are not limiited to pancreata; we currently’have 35 active
research agreements. with researchers at the above-mentioned institutions for- Organs and tissues that cannot be
trarisplanted. Al organs, including pancreata, are provided to the researchers at no charge.

Per the Senate FInance Committee’s request, attached are copies of résearch protocols, {as outlined in Mid-
America Transplant’s Material Transfer Agreements) and documentation of reviews 2nd approvals of such
protocols with three researchers from academic medical institutions in Mid-America Tra nsplant's DSA. These
researchers are;

= Yiing Lin, MD, PhD, Associate Professor of Surgery at Washington University Schoo! of Metli'cine’;

* GinaL.C. Yosten, PhD, Associate Professor, Pharmacology and Physiology at Saint Louis University School
of Medicine and Grant R. Kolar, MD, PhD, Assaciate Research Professor, Department of Pathologyat
SaintLouis University School of Medicing; and

. _Mdhamm_ed A. Zayed, MD, FED, Associate Professor of Surgery at Washington University School of
Medicine,

‘To facilitate the equitable distribution of research pancreata, Dr. Lin is primariy respons:bie for recovering the
pancreata within our DSA, ‘evaluating the research quality of the pancreata that cannot be transplanted, and
distribyting:the pancreata amongst the above-mentianed researchers accardingly, As such, ane pancreds may
be used by one researches, or may support two to three different research studies. Regardiess of how many
studies it supports, Mid-America Transplant countsieach research pancreas Unlv once.

Mid-America Transplant has inciuded letters from the aforementioned researchers out‘l'ining-_édﬂi"tidﬁai '
information about their projects.

The number of pancreata procured for or by Dr. Ling’s research and distribution, per year, from 2018 to 2022,
are as follows:-

2018: 5

2019:20

2020:'85

2021:/138

2022: 215

Total: 463
sigdumnerinnty ans ey
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There area total of 20 attachments supporting our research protocals. These are:

1. Research Agreements {also known as Material Transfer Agreements (MTAs})) with each Research. (11}
2. Researcher Applications, along with an example of the application review, (4)

3. Researcher Letters of Support, {3)

4. Supparting Documentatian for Drs. Yosten and Kolar. {2)

Mid-America Transplant would be willing to faciiitata conversations with the researchers identified above if it
would provide value te the Senate Finance Committee.

Thank you for your time and the opportunity to respond to this requast.

Sincerely,

Kevin ). Lee
President and CEQ

) midamericatransylantom
P alcolm Baldrige: 1110 Highiands Plaza OF. East, 514e 100

e el 8t Leois. MO 63312 | ¥ [
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CONFIDENTIAL

Aprii 7,2023

VIA ELECTRONIC MAIIL

The Honorable Ron Wydeti The Honorable Charles E. Grassley
Chairman Member-of Congress

Committec .on Finance United States Senate

United States Senate 135 Hart Senate Office Building
219 Dirksen Senate Office Building Washington, DC 20310
Washington, DC 20510

The Honorable Benjamin L. Cardin The Honorabie Todd Young
Member of Congress. Member of Congress

United States Senate United States Senate :
509 Hart Senate Office Building 185 Dirksen Senhate Office Building
Washington, DC 20510 Washington, DC 20310

Re:  First Respotise to March 20, 2023 Letter to OneLegacy

Dear Chairman Wyden and Senators Grassley, Cardin, and Young:

We represent OncLegacy and are writing in response to the Senate Finance
Committee’s (the “Committee™) letier; dated March 20,.2023 {the “Letier™), fequesting the
production of certain documents and inforniation about pancreata recovered for research-in
accardance with the Centers for Medicare and Medicaid Services’ (*CMS™) Final Rule;
*Organ Procurement Organizations Cenditions for Cov crage. Revisions.to the Qutcome
Meaﬁure Requirements for Organ Procurement Organizations” (the “Final Rule”). The
Leuter appears focused, in particular, on the Final Rule’s inclusion of pancreata for research
for purpases of calculating the organ transplantation rate and donation rate,

We appreciate the Committee Jooking into the number of pancreata recovered and
ensuring the ones earmarked for research are meeting the standard of and goiing toward
legitimate research purposes. We are pleased to provide you with this first response to your
Letter.
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As you know, research into islet cell recovery, isolation, and culturing is critically
needed to address the rise of diabetes in this country’, When CMS revised the Final Rule in
2020, it further elevated the importanice of pancreas research, finding that *“[pJancreata
ptocuu.d by-an organ procurement organization and used for islet cell transplantation or
research shall be counted for purposes of certification or recertification-under subsectian
{b).” The elcvation of this critical rescarch by CMS was appropriate.as the research and
advancement in treating diabetes would have a direct impact on addressing kidney failure
and the need for kidney transplant.

Like many otber organ procurement or gamzations (*OPOs”), OneLegacy has long
placed orgaris that are not viable for transplant with research laboratories. For aver 25 years,
Onchaacy has been working with a number of reputable islet cell research agencies,
including two National Institute of Diabetes and Digestive and Kidney Diseases (NIH- .
NIDDKY}? laboratories: City of Hope National Medical Center ( “City of Hope") and Prodo
Laboratories/Scharp-Lacy Research Institute (“Prodo/SLRI”). These provider centers are
two of only five national islet isolation centers in the Integr ated Jslet Distribution Program
(IIDP)*.. The IIDP is sponsored and funded by the U.S. Government through the NJH-
NIDDK, and, since Augustof 2018, the IIDP has distributed 250 million islets worldwide to-
350 research studies resulting in 640 peer-reviewed publications.® OneLegacy is proud to
have contributed to this NIH-NIDDK sponsored research.

'Diabetes 2030: Insights from Yesterday, Today, and Future Trénds: “[]n spite of mcdical advances and
prevention cfforts, diabetes presents a major hgalth crisis in terins of prevalence, morbidity, and costs, and:
that this crisis will worsen significantly over the next 15 years. . Aggwswe eiforts are urgently necded if
we want to significantly reduce the diabetes epidemic by 2030.” See
htips:fiwwiw.nehi.nlnnib, pov/pme/articles/PMCS2 78R 08/, Study: Diabetes increasing among US. Yout:
“The ‘estimated number of U.S. residents under. age 20 with type | diabetes increased 45% from 2001 to
2017 10 215 per 100,000, while the number with type 2 diabetes increased 95% 1067 per 100,000, See
httpst/iwwyw.aha.oremews/headline/202 1 -08-24-study-diabetes-increasing-among-us-youth,

* The National Institute of Diabetes and Digestive and Kidney Diseases (NIH-NIDDK) is part of the Natjonal
Institutes of Health (NIH), the nation’s medical research. ageney. [t condusts arid Support bivmedical
research, dlbbemll‘ldﬁl‘lg tesearch. ﬁﬂdll‘lgb and health information to the-publie, and is pirt of the U.S.
governmeit under the Department of Health and Human Services, See htipsiéavwwe, NIH=
NIDDK.nih sov/about-NIH-NIDDK/fags#wliat-is-NIH-NIDDK.

¥ The IIDP consists of the Nafional Institute of Didbetes and Digestive and Kidney Disedses {NIDDK) Projeci.
Scientist and Prograim Qfficial, an External Scicntific Panel, and.the Coordm.ttml;, Center at City of Hope.
Selection of the five {5) member ceriters were made followm{t a thorough review of all applicants
responding to an [IDP-issued RFP, inciuding a scientific revicw conducted by multiple experts in human
islet biology, isolation, and distribution. See hipsy/fiidy. cohorg/Cenlers. _

* See fittps:#www.citvothope.orgfresearch/ggs-institute/depaniment-o f-diabetes-and -cancer-discovery-.
science/intetrated-islet-distribution-program,
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The OnelLegicy data presented below show a notable increase in the placement of
paticreata for research singe the implementation of the Final Rule, with over 99.6% of
Onelegacy’s recovered research pencreata being allocated to.these two [IDP éenters since
the start of 2022%. With Congress having identified pancreatic research as a priority. in
mitigating diabetes and the need for- kldncytransplantatlun OnelLegacy has ensured that it
has maximized every recovery oppartunity for research panereata and has. furtlier prioritized
supplying those recovered pancreata to laboratories and programs that are supported by the
US. Government through the NIH-NIDDK.

We note that orpan donation for medical rescarch is a specific election. Every organ
donor has the opportunity to opt out of medical research, whether by first person donar
regislry or authorization provided by donor family members. Notwithstanding that faet,
OneLcgacy does not end has not pursued an organ donor solely for purposes of recovering a
research pancreas. During the relevant timeframe between 2018 through 2022, there were
only two instances {0.2G% of the 762 rescarch pancreata recovered by OnelLegacy during this
period) where a research panereas was the only organ recovered, and inl both instances, the
surpgical recovery was commenced with the objective of ofgdn {ransplant, but the surgeon
deemed the organ unsuitable for transplant and did not remove any transplantable organ.
The pancreas was then recovered incident to the attempted recovery of a transpiantable.
organ. These research pancreata were then allocated to bona fide research-laboratories in
furtherance of Congress® objective:

In addition to supporting Importantpancreatlc research, OneLegﬂu_\, recovered a
record 647 donors in 2022— a 9.5 percent increase fram the previous year. Thesc donors,
through their gencrous gift of life, allowed OneLegacy to facilitate the transplantation of
1,628 organs. This growth continues, with over 700 doriors recovered and over 1,700 organs
transplanted in tle past 12 months.

FWith the 1mpl|_mentahcn of the CMS Final Rule.in 2022, the most relevant data poinis for research panercas
alloeation would be in- 2022 and theresfler. 589 pancreata were récovered for rescarch by Onelegacy in
valendar year 2022 and Q] of 2023, and of these, 387 were pluced for research with cither Gity of Hope or
Prado/SLAT. The remaining twa (2).-pancreata were allocated to the University of Florida.
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Turning to specific requests in the Letter, we are producing with this response
information that we hope the Committee will find helptul to'its inquiry.

This letter contains some of OneLegacy’s confidential, trade secret, and/or
proprietary information. We have marked this letter “Confidential™ and request that it not be
disclosed beyond the Commiittee of made public, We ask that you treat this letter as a
confidential committee record in accordance with Standing Rule of the Senate XXIX, clause
5, afford it the maximuim protection available to information provided to the Committee, and
that you inform us of-any proposed use by the Committee of the information contained
herein and provide OneLegacy with an opportunity to be heard prior to.any such proposed
use.

The information contained in this response is-based on OneLegacy’s best-efforts
undertaken- within the timeframe provided and based «on its understanding of the terms of the
Letter. The representations made in this respense are based on information reasonably
available to the Organization and may not reflect all existing relevant information,
OneLegacy reserves the oppoertunity to supplemtent information in this response. In providing
information and materials responsive to the Letter, OneLegacy does not waive any rights,
privileges or legal options relating to the Commmee $ Iquiry.

Request 1:

The total number of pancreata recovered by your OPO, per year, from 2018 to
2022,

Respaonse:

Please tind the requested data in the chart below:

2018 12019 1 2020 [ 2021 § 0924
Total Pancreata Recovered: | 152 | 131 |82 [139 {460
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Request 2;

The total number of pancreata successfully placed for transplant by your OPQ,
per year, from 2018 to 2022.

Response:

Please find the requested data in the chart below:

201852019 {2020 ; 2021 ;2022
Pancreata Provided for 34 37 29 39 17
_Transplant: i
Request 3:
The total number of pancreata placed for research by your QPO, per year, from
2018 to 2022. '
Response:

Plcase find the rcqﬂestcd data in the ¢hart below:

2018 | 2019 | 2020 | 2021 | 2022
Pancreata Recovered for 106 182 {43 90 441
Research; _ : |

Request 4:

The totat number of pancreata recovered for research and transplant réported
as part of CMS’s performancé metric calculations, per year, from 2018 to 2022.

Response:

Please find the:requested data in the charl below:

i 3018 | 2010 | 2020 | 2021 | 2022 |




AUTHORIZED FOR RELEASE BY
SENATORS GRASSLEY & WYDEN

GIBSON DUNN

The Hon. Ron Wyden
April 7,2023
Page 6.

CONFIDENTIAL

Total Pancreata Recovered
for Research or Transplant:

140

119

129

4581

Request S:

The total niumber of pancreata recovered for research specifically focused on
isiet cell transplantation by your OPO, per year, from 2018 to 2022,

Response:

Please find the requested data in the chart below:

201812019 { 2020 | 2021 | 2022
Pancreata Recovéred for Islet | 106 |82 43 90 441
Ceil Research:
Request 6:

How many total donors your OPO reported as part of CMS’s performance
metric calculations, per year, from 2018 to 2022.

Respanse:

Please find the requested data in the chart below:

20182019 {2020 | 2021 | 2022
Total Donors Reported 515 1557 | 548 |591 647
{(Using Prior Metric):
Total Donors Reported 468 1500 {476 {527 1401
{Using New CMS Metric):
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Request 7:
How many total donors-your OPO reported as part of CMS’s performance
metric calculations who only had a pancreas removed for research, per year,
from 2018 to 2022. Any guidance documents on protocol for pancress recovery
produced by the OPO staff from 2018 to 2022,

Response:

Please find the requested data in the chart below:

2018 1 2019:1 2020 { 2021 | 2022
Pancreds-Only Donors 0 0 0 0 2
Reported:

OneLegacy does not and has not pursued as o1 ‘guit donor solely for purposes of
recovering u research pancreas. During the applicable timeframe, there were 2
instances where a research pancreas was thie only organ recovered, and in hoth cases,
the surgical recovery was corimenced with the objective of organ transplant, but the
surgeon deemed the organ unsuitable for transplant and did not remove any
transplantable organ. To honor the wishes of the dorior and/ordonor’s family to give
the gift of tife, including through research, the pancreas was then recovered incident
to the attempted recovery of a transplantable organ.

Request 8:

Finaily, we request copies of the research protocols, along with documentation of
review and approval of these protocols for each study the OPO is providing
pancreata for resedrch and the number of pancreata procured for ench study,
per year, from 2018 to 2022, Please inciude any financial transactions between
your QPO and the associated researchers or their institutions related to this
research.

Response:

As an OPO, OneLegacy’s involvenient in research is as 4 procurement source for
pancreata and other organs, including lung, liver, kidney and bladder. While
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OneLegacy performs due diligence to ensure-that it is only supplying research pancreata
to reputable, third-party laboratories and institutions with whicb it bas long-standing
relationships, OneLegacy does not substantively evaluate or approve the research
protocols of those entities, Doing so would exceed its area of expertise as an organ
procurement organization,

& * *

Please feel free to have your staff contact ine with any questions concerning this
response.

Sincerely,

Michael . Bopp
Partner

cc:  The Honorable Mike Crapo
Ranking Member
Senate Committee on Finance

1062382922
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The Honotable Ron Wyden The Honorable Charles Grassiey
United States Senate United States Senate

221 Dirksen Senate Office Buiiding 135 Hart Serate Office Building
Washington, DC 20510 Washington, DC 20510

The Honorable Benjamin Cardin The Honhorable Todd Young

United States Senate United States Senate

509 Hart Senate Office Building 185 Ditksen Senate Office Building
Washington, DC 20510 Washington, DC 20510

Dear Chairman Wyden, Senator Grassley, Senator Cardin, and Senator Young;

Texas Orpan Sharing Alliance (TOSA) received your letter dated March 20, 2023, expressing concerns
that organ proocurement organizations (OPOs) are falsely inflating performance wietrics with
(questionable paicreata donation practices. The letter additionally requested information mlated fy
pencreata recovered and donated for research. TOSA appreciates the Committee’s interest in th_c effects
of the Center for Medicare and Medicald Sexvices® (CMS) iiew OPO rule adopted in 2021 on organ
donation and in ensuring the new rife operdtes 05 intended, which is to increasc- procurement
opportunities for transplantation, increase organ utilization, and ultlmatei}' save imore lives. Although
TOSA can only speak for itseif and its activities, TOSA welcomes this opportunity to share with the
‘Comunittee the successful actions we have undertaken in tecent years; in-collaboration with others, to
save lives and honor doners’ gifis through organ recovery, transplantation, and research.

Attached fo this lettel are teports and supporting information felating to your eight speeific requests. It
is our hope that this letter and-the data provided shows the remarkable. success TOSA has had with the
establishmenit of a dedicated recovery center to increase. recovery and transplantation rates, as well as
TOSA's efforts to partner with. valued research centers to provide organs for rescarch aimed at
addressing serious health issues facing TOSA’s minotity-majority population.

As you will.note from the information provided, TOSA has achieved marked increases in the annual
numberof organ recoveries and transplantations since 2019 —an accomplishment in which we take jgreat
pride, TOSA achiéved these increases by implementing an improved staffing model, hiring a full-time
recovery surgeon, and, in large part, by succeéssfully establishing our new dedicatéd organ recovery
center, the Ceiifer for Life (CFL) at the Unwcts:ty Hospital (UH). The CFL is a specialized donar care.
facility, which hassince been recommended in The National Academies of Scierices’ 2022 report on the
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organ transplantation system. Planning for the CFL started in 2017 and opened on February 2020, and
since its opening, TOSA has dramatically inereased the number of organs recovered -and organs
transplanted per donor in the CFL, as well as increased its collaboration with University Health
Transplant Institute (Transplant Institute), which is a partnership between UH and University of Texas
Health San Antonio (WTHSA).

TOSA’s mission is to recover as many organs as possible for the purpose of transplant, and as a whole,
we have achieved a 30% increase in all organs tldnbp[anted from deceased donors within the last year
since the new rule became effective. For example, in 2019, TOSA recovered 723 organs, with 620
transplantations, representing 555 lives saved. In 2021, the yeai during which the new OPO rule was
adopted, TOSA recovered 946 orpans with' 861 transplantations (as defined in the OPQ cule),
1epmsc’nting 691 lives saved. In 2022, TOSA recovered 1033 organs with 1003 trausplantations {as
defined in the QPO rule), répresenting 727 lives saved, These increased recoveries and transplants could
not have been possible without the CFL.

Under the new tule,.2 donor is defined a3 “a deceased individual from whom at least one vasculatized
organ is transplanted, notJust procured for transplant, or an individual from whom-a pancreas is procured
and is used for research.” As with all organs, TOSA always first seeks o make recovered paneteata
availabie for transplant. Unfonunately, not every recovered organ is medlcally viable or accepted for
transplant,.and when transplant is-not possible, TOSA seeks research opportunities to ensure that the
donot’s gift is lionored, and that the organ does not go to waste. TOSA has historically had challenges
placing pancreas for transplant, eéven though TOSA exhausts the search every time a pancreas is
available for transplant. Nevertheless; TOSA is obligated to honor donors’ gifts by séeking research
oppottunities for organs that cannot he transplanted., Oftentimes, the determinative factor in the donation
rate of organs for research is the demand, or lack thereof, that research facilities have for certain orgatis,
based on-a research factlity’s partieular criteria and needs,

University Health’s Tt ansplant Institute has munaged an organ bjorepository since 2007; however, the
establishment of the CFL on UH’s grounds in 2020 created an opportunity for the Transplant Institute
to locate a bmrepos;toqf (Biorepository) within the CEL to enhance the collaboration between TOSA s
CEL and the Transplant Institute’s Biorepository. The Biorepository, which is independently controlled
and operated by the Transplant Institute, expanded.their operations in 2021, and thoseexpansion efforts
have directly resulted in their increased demand for and TOSA’s subsequent donation of critical organs
for research, inchiding fivers, kidneys, and pancrcata, The longstanding Biorepository is currently the
largest blolepomtmy of Hispanit liver and kidneys available for research in the United States, Its goal is-
to reseatch Hispanic-specific issues related to diabetes, pancreatic cancer, COVID+ donor research, and
oxidative stress analysis, among others, potentially including research relating to cardiothoracic organs:
in the future, After the successful eollaboration between the CFL and the Transplant Tnstitute in 2021,
the Transplant Institute began requesting qualified organs recovered outside of the CFL for donation to
the biorepository ini 2022, the result of which constituted a significant increase in the number of
pancreata, liver, and kidneys donated to the biorepository for research.

Regarding pancreata in particular, and to specifically address Item 7 in your letter, we will note that
TOSA did nat have & single donor reported as part of CMS’s performance metric calculations who only
had a pancreas removed for research, forany year from 2018 through 2022. Nor do pancteata represent

| National Research Council, Realizing the Promise of Equily in the ()_, gan Transplantation Systen, Washington, DC:
The. National Academies Press (2022), p. S-12, available at, Wipsy/napnativnalacademies.org/cataiop/26364
{Recommendation 11 recommends that each OPO create; estabtish, and manuge a donor care unit (DCUY).
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the largest percentage increase of donated organs for iesearch from TOSA to the Transplant Institute’s
Biotepository in 2022. In fact, from 2021 to 2022, the percentage increase in donation of both kidneys
and livers recovered by TOSA and donated tothe Biorepository was greatcr than that of pancreata, For
example; tlie Biorepository received 3 livers, 11 kidneys, and 42 pancreaia from TOSA during 2021,
compared to 38 Jivers, 95 kidneys, and 146 pancreata in 2022, which represents percentage increases to
the Biorepository of 1,167% in liver donations, 764% in kidney donations, and 248% in pancreata.
donations, respectively.

When the CFL vvas established, TOSA and UH intended increased collaboration between the CFL and
the Transplant Institute for the purpose. of improved outcomes in both transplantation and research,
While the incréase in recovery activities at the CFL increased overall the number of recovered organs,
the Transplant Instifute’s ¢utrent immediate need for Biorepository organs singularly explains the
increase in TOSA’s donation rates of pancreata, livers, and Kidneys. As such, any incicased performance
meteics under the hew OPO rule is an incidental outcome of increased feseaich déemand and imptoved.
collaboration among TOSA, UH, and UTHSA, and not the mottvation for such donations.

Jillian Woodworth, the Transplant Institute’s Manager-of Research Operations, recently said: “We don’t
take for granted the enormous privilege it is to-have access to such precious resources, and I sée a huge
opportunity for collaborative research over the coming year” With this in mind, TOSA expects
collaboration with. the Transplant Institute’s Biorepository to. continue. As fong as the Transplant
Institute’s research need for organs persists, TOSA will continue to offeir organs that are not able to be
placed for transplantation. Should CMS change the rule pertaining to pancreata and the definition of
donor, TOSA will-continuc our best efforts to fulfill our obligation to honor donor gifts by seeking every
opportunity for fransplantation or donation to bone fide research facilities. '

We hope the information expressed above and the information provided along with this letter assists the
Committee with undeistanding TOSA's activitics and addresses the eoncerns the Committee conveyed
in its March 20, 2023 letter. We trust that after thorough review, the Commiiteéc will observe that ll
organs TOSA has donated for research were donated to hona fide research facilities and made in the
pursuit 6f TOSA’s mission of saving lives and honoring donors’ gifts — not to gamie-a system.

If the Committee has any other questions or concerns, TOSA welcomes.the opportunity to wotk with
the Commiitee and others. to save morc lives and effeclvate improveinents in organ recovcry,
transplantation, and donation for research.

Respectfully,

wlr. Joseph Nespral

President & Chief Exceutive Officer
Texas Organ Sharing Alliance

5051 Hamilton Wolfc Dr.

San Antonio, Texas 78229-4455
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National Finance Conunittee Requests:
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[

The total number of pancreata recovered by yowr OPO, per vear, firom 2018 to 2022,

Early 2017, TOSA began develaping a specialized donor care facility with the primary focus to
provide a dedicated organ recovéry center to increase opportunities to save more lives. The
facility includes an orfan recovery center, tissue recovery ceriter, University Health's Transplant
[nstitute donor biorepository, and perfusion lab. The Transplant Institute extended their existent
biarepository to the donar population as part.of the Center for Life accepting all non-

transplantable donor organs available for tesearch beginning in 2021. Siarting in 2022, the

biorepository was able o start accepting rescarch organs from outside of the CFL.

The totaf number of pancreata successfidly placed foi transplang :ﬁ)-‘ vour OPO, per vear, from
2048 102022

TOSA has historieally and continues to have a difficult time placing pancreata for ransplant. In
2022, TOSA exhausted the match run 81.5% (226) of the pancreata (277) we offered out to the
transplant programs but were not accepted for transplant.

The totcl niember of pancreata placed for research by your OPO, per year, from 2018 10 2022,

Pancreata has also been difficuit to place swith research entities throughout the country even with
aa §3% authorization rate for research, The success of the donor bierepository in placing.
pancreas for researchi is evident in the table below. TOSA also saw z significant inercase in
kidneys and livers aceepted for research in the donor biorepository.




4. The rotal mnnber of pancreata recovered for reseavch-and iransplant reported as peirt of CMSs
performance metric calculations, per vear, from 2018 1o 2022,

TOSA strives to fulfill every deciston made by the dogor families and donor heroes by placing
each precious gift for-transplant or reseaich, The donor biorepository has given hope fo many
donor families who have generously given life through research,

5. Thetotal iiember 6f pancreatu recovered for research specificalh focused on islet cell
transplantation by your OPQ, per year, from 2018 1o 2022.

£ How mamy total donoss your OPOveporied as part of CMS s pepforimunee meiric ealculations,
per year, 1810 2022,

TOSA’s current CEO started in 2017 with a charge to increase denatien and save more lives:
TOSA begai operating under a new business framework with strategic objectives guiding the
organization to imprave pracesses and outcomes to maximize each donation opportunity,

165 190 178

How many fotal dorors your OPO reported-as part-of CMS's performance ntetric calculations
who 0nly had a pancreas removed Jor research, per vear, front 2018 to-2022. Any guidance.
dociments.on protocols for pancreas vecovery produced by the OPO staff from 2018 t0. 2022,

-~

See TOSA’s Work [nstruction — WiCL-11 Organs for Research on next page,




gimrin
Network

saving lives through
organ. and lssuee donatian

April 7, 2023

The Honorable Ron Wyden The Honorable Charles E. Grassley
Chairman Member

Senate Committee on Finance ' Senate Committee on Finance

219 Dirksen Senate Office Building 219 Dirksen Senate Office Building
Washington, DC 20510 Washington, DC 20510

The Honorable Benjamin L. Cardin The Honorable Todd Young
Meniber Member

Senate Committee on Finance Senate Committee on Finance

219 Dirksen Senate Office Building 219 Dirksen Senate Office Building
Washington, DC 20510 Washington, DC 20510

Re:  Response to the Letrer dated March 20, 2023
Dear-' Chairman Wyden and Senators Grasgley, Candin, and Young:

Please accept this correspondence in response to your letter dateéd March 20, 2023, In this 1ettu
we provide detuil inresponse to your questions.

By way of background, The New Jersey Organ and Tissue Sharing Network (NJ ‘Slari ing
Network or NJSN) proudly serves the majority of New lersey as a federally-designated 501(c)(3)
non-profit organ procurement organization {QPQ), Established in 1987, NJ Sharing Network
stewatds the g gft of life through the recovery and placement of donated organs and tissue for
those in need of a lifesaving or ilfe-enl}ancmg transplant. NJSN also provides a strong network:
-of care and support for the courageous donor families who help save and enhance lives throu**h
donation. Additianaily, through NJ Sharing Network's fully aceredited Histocompatibility.
Laboratory (NJSN Laboratory), NJSN Laboratory performs histocompatibility testing for
deceased and living organ donors andrecipients as well as cutting-edge research that is
continnally *tiansforming transplantology’ to save more lives.

Beginning in 2019, NJ Sharing Network redoubled its efforts. to save lives through organ
donation by increasing the number of on-site clinical. response staff. As a result, NI SN has:
apptoached significantly more families in each of the past 4 yéars. The number of recovered
organs increased accordingly and continued to increase through 2022, when we reacbed an all-
time high in the number of organ donors and organs transplanted.

:On December 23, 2019, the Centers for Medicare & Medicaid Services (CMS)issued a proposed
rule to clarify how organs are counted for the ptirposes of determining the orzan transplantdtion
rate, CMS’s proposed rule suggested excluding organs procured for research but not
transplanted ffom their definition of countable organs, except for pancreata procured for islet cell

New Jesey Clrgan and Tissue Shading Network, fng;

&by Cenlral Avenne, New Providence, W) D7971 - * _
winwwrjsharingaetwork. arg . LiKe us & facebookeom/njshaingnetwarlk o Foliow es on tertter 2 njsharing
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transplantation or research {transplanted or-not), as-is required by Section 37 1{c) of the Public
Health Service Act (42 U.S.C. 273).7 On December 20,2020, in its response to comments on the
proposed rute CMS’s explained:

[t]he PHS Act, which states that “Pancreata procured by an
organ procurement organization (OPQ) and used for islet
cell transplantation or research shall be counted for
purposes aof certification or recertification...” To meet this
statutory requirement, we have chosen to include pancreata
for research in the outcome measures in the same way that
organs procured for transplantation are included.

As'required by federal regulation, NJ Sharing Netwotk complies with regulations governing
organ procurement organizations, including the Conditions for Coverage?, which require that we
subrmit data to the Organ Procurement and Transplantation Network {OPTN). Our data is
continuously submitted to OPTN via UNet.* UNét includes some of the lollowing software
platforms: Waitlist™ (transplant candidate data); DonorNet® (organ donor data); TransNetS™
(safeguarding organ transport); Data Services (insights for improverment); and TIEDI® {pre/post-
transplant data). Our data is submitted to UNet pursuant to the statutory definitions. Qur
reporting to OPTN complies with the regulations and cavefully tracks the definitions provided for
both “*donor” and “organ.”

“Donor™* s defined as:
... a-deceased individual front whom at least one
vascularized organ (heart, liver, lung, kidney, pancreas, or
intestine) is transplanted. An individual also would be
considered a donor if only the pancreas is procured and is.
used for research or islet cell transplantation.

Similarly, “organ™” is defined as:
... a human kidney, liver, heart, lung, pancreas, or intestine
(or multivisceral organs when transplanted at the same time
-as an intestine). The pancreas counts as an organ, even if it
18 used for research or islet cell transplantation;

' 84 FR 70628 (2019) Federal Register htns:www.federalregister. gov/d/2019-27418 Accessed April 4,2023.

42 CFR 486.302; sde also 42 CFR 486,328, Condition: Repoting of data; see also 42 CFR 121,11(b)(2).

3 MNet infonnq_tion._hilns:.ffunns.um:’lccImu]hm‘:-a‘unet-"Acccs'scdip\pril 4, 2023,

+2 CFR 486.302 htipsy/www.ect.zov/eurren tititle-a2/chapler-1Visubcliapter-Chipart-286 fsubpart-Gifsection-48a6:302 Accessed
Aprit 4, 2023, _

? 42 CFR 486.302 hitps:ihvww et onv/enmentaitle 427 chapter-I Visnbehapter-Cirpart-A86/aibpart-Giseotion.d8a6 302 Accessed
Aprit 4, 2023,

Page |2



AUTHORIZED FOR RELEASE BY
SENATORS GRASSLEY & WYDEN

Sh
ggggrk

saving lives through
argan and tissie danation

Therefore, NJ Sharing Network complles with the federal regulatlons by reporting pancreata
recovered for.research-as an organ sinee the definition of “organ™ includes “[t]he pancu.as equnts
as an organ even if 1t is used for research or islet cell transplantation.”

The pancreata, and. indeed any organs or tissues recovered by NJ Sharing Network and sent for
research, are provided to research organizations, researchers, and research projects which adhere
to the non-profit’s mission to save and enhance lives. Researchers who have Tulfilled these
qualifications since 2018 inchide: NJSN Laboratory/Personalized Transplant Medical Institute
(NJSN Laboratory/PTMI)}, the non-profit International Institute for the Advancement of
Medicine (IIAM), and the Pancreatic Islet Transplantation. Program at Beta Cell Core at the
University of Chicago (UChicago).

NJ Sharing Network sent pancreata for research to NJSN Laboratory/PTMI. Attached is the
protocol utilized for the research completed at the NJSN Laboratory, “PTMI Pancreas {3}, (See
attached bates stamped documents, NJSN 001-002). The research resulting from this protocol-
was detailed in the article “Differentiation of Hurnan Deceascd Donor; Adipose-Derived
Mesencliymal Stem Cells in Functional Beta Cells”.® This research manuscript published-in the
Journal of Stem Cells & Regenerative Medicine details the need for cell replacement therapy for
the treatment of Type 1 diabetes, and that using deceased donor adipose tissue resulted in a
promising therapeutic approach for cell replacement therapy to treat patients with Type 1
diabetes. (NJSN 003-012).

NJ Sharlng Network provided pancréata for research to IIAM. The pancreas sent to IIAM in
2018, was provided pursuant to the research protocol for “IIAM Pancreas, Lung, Intestine,
Spleen, Nodes, Blood — nPOD Project Number 1, which focuses on Juvenile Diabetes research.
(NJSN 013- 015) IIAM provided a letter dated July 13, 2018, specifically detailing how this
‘pancreata was utilized for Type 1 diabetes research. (NJ SN 016) The pancreas sent to IIAM in
2020, was provided pursuant to the research protocol for “IIAM Pancreas with Blood - VUM™,
‘which focuses on Type 1 diabetes research. (NISN 017-018). IIAM provided a letter dated
Naovember 23, 2020, specifically detailing the research objectives regarding this Type 1 didbetes
research, (NJSN 019). The pancreas sent to [IAM in 2021, was provided pursoant to the research
protocol for“IIAM nPOD RP 12 Panc”, which foéuses on Juvenile Diabetes research. (NJSN
020-021). IIAM provided 2 letter dated March 10, 2021, specifically detailing the research
objectives for this regarding Type 2 diabetes tesearch. (NJSN 022-023).

‘NI Sharing Network sent pancreata for research to UChicago for the Pancreatic Islet.
‘Transplantation Program at Beta Cell Core; Attached is the research protocol utilized for

% Riio, P., Dew, D., Marchioni, M., “Differentiation of Human Deceased Donor, Adipose-Derived Mesenchymal Stem Cells in
Functiena! Beta Cells,” Joirsial ufbfem Cells aud Regeneiadive Medicine {Accepied 14:0ct 2020: Publishied online 11 December
2020,
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UChicago.. (NJSN 024-025). In a letter dated December 6, 202f2] to NJ Shating Network,
UChicagoe detailed how the human pancreatd provided for reseafch were used to optimize
different steps of the islet isolation and cell processing technique. (NJSN 026-027), The research
resulted in transplantation of islet isolations providing a direct benefit to patients with Type |
diabetes and transforming the patients' lives by atlowing them to stop insulin itjections, thereby
resuming an msulm-mdependent life, (NJSN (026-027). The research resulting from this protocol
was detailed in “Pcri~operative Reparixin therapy resulted in 50%.5 year-insulin independence
rate: The University of Chicago experience”’ This research manuseript, published in, Clinical
Transplantation The Journal of Clinical and Translational Research, conilvmed the long-térm
benefits of islet transplantation 10 patients with Type 1 diabetes and problematic h.ypog]yceml_a.
(NJSN 027-030).

With regard to your specific questions, NJ Sharing Network’s responses are as follows:

1. The total number of pancreata recovered by your OPO, per year, from 2018 to 2022.

RESPONSE: The total namber uf pancreata recovered by NJ Sharing Network, per year,
from 2018 to 2022 are as foliows:

2. The total number of pincreata successfully piaced for transplant by your OPQ, per
year, from 2018 to 2021.

R_ESPONSE: The.total number of pancreata successfully placed by NJ Sharing Network
for transplant, per year, from 2018 to 2022 are as follows:

? Letter 1o tse Editor, Peter Wilkenvskl, Transplantation Instilnte, Depaniment of Surgery; University nl‘Cthngn, Chicaga, 1L,
LJSA; “Peri-operative Bepariain therapy ressifed in 50% 5 ycar—msnhn independence rate: The University of Chicage
experience’ Clinkeal Trinnpipriation The Jownal of Clinicul imd Transiazional Research (Avcepted 13 March 20623, Pubiished 4
April 20233, htips-Honkinelibrare.wiley.comdai 10111 1 /atr, 14981
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3. The total number of pancreata placed for research by your OPO, per year, from 2018
to 2022, '

RESPONSE: Due to NJSN's increased investment in ¢linical staff and the overall
increase.in the number of organ donors, as well as the regulatory change as described
above, the total number of pancreata placed for research has increased from 2018 to
2022. In order to fulfill its mission to-save.and enhdnce lives, NJ Sharing Network sent
panereata to IIAM, NJSN Laboratory, and UChicago. Siice IIAM only accepted three
pancreata for the years 2018-2022, more pancreata were placed with NSSN Labozatory
and UChicago in accordance with their research protocols. The total number of pancreata
placed by NJ Sharing Network for research, per year, from 2018 to 2022 are as follows:

4, The total number of pancreata recovered for research and transplant reported as part
of CMS’s performance meiric calculations, per vear, from 2018 to 20232.

RESPONSE: NJ Sharing Network does not recever any single pancreas for the dual
purpose “research and transplant” as per the question above. We assume the intent of the
question is 1o elicit the total number of pancreata recovered, and either provided for
trangplant, or if declined for that purpose, utilized for research. 1f a panereas is recovered
for transplant, but the organ is not suitable for transplant or rejected, the panecrens may be

Page | §
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sent for research if the donoi autherized such use. This fulfills ourobligation to donors
and to our purpose that al] the precious gifts made by donors be put to their highest
possible humanitarian use. NJ Sharing Network does not directly report the data to CMS.
NJ Sharing Network-reports its data to OPTN pursuant to 42 CFR. 121.11{b)(2), and
OPTN, in tumn, provides data to CMS. There is additionial information as discussed in our
responge to nuniber #7, However, if the question is asking for the total number of
pancreata recovered for research or transplant by NT Sharing Network, pet year, from
2018 to 2022, the infonnation is .as follows:

5. The'total number of pancreatn recovered for research specifically focused on islet cell
transplantation by your OPO, per year, from 2018 to 2022,

RESPONSE: The total number of non-transplantable pancreata recovered by NJ Sharing
Network for research specifically focused on islet cell, per year from 2018 to 2022 are as
follows:

Page | 0



St
Netwik

saving lives thraugh
orgen and tissue denation

6. How many. total donors your QPO reported.as part of CMS’s performance metric
calculations, per year, from 2018 to 2022.

RESPONSE: NI Sharing Network does not directly report the dataas part of CMS’s
performance melric calculations, NJ-Sharing Network reports its data to the OPTN,
which, in turn, provides-the data to CMS. NJ Sharing Network’s fotal number of organ
donors using the CMS definitions® per year from 2018 to 2022 are as follows:

7. How many total donors your OPO reported as part of CMS's performance metric

calculatons who only had a pancreas removed for research, per year, from 2018 to
2022,

RESPONSE: NJ Sharing Network does not commence the surgical recovery from.any
organ donot solely forthe purpose of research. NJ Sharing Network always attempts to
place organs for wansplant first. Pursuant to the definition of “organ™, the pancreas-is
included in the definition of an organ even if the pancreas is used for research or islet cell
transplantation. 42 CFR 486.302. Also, as a clarification, NJ Sharing Network does not
directly report the data as part of CMS’s performance metric calculations.

? “Orpan™ means a human kiduey, liver, heart, lung. panereas, o intestine (or noeltivisceral orgons when transplanted ot the same

“time as m intesiine). The panicr¢éas counts as an organ even if it is uyed for research or islet celi transplaniation. 42 CFR 486, an2
QOrpnn™; see also 42 CFRA86.302 “Donor™

Page i’
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8, Finally, we request copies of the research profocols, along with documentation of review
and approvat of these protocols for each study the OPO is providing pancreata for
research and the numbey of pancreata procured for each study, per year, from 2018 to
2022, Please include any financial transactions between your QPO and the associated
researchiers or their institutions reiated to this research,

RESPONSE: The research protocols are derailed above and attached heréto.

In 2018, NJ Sharing Network did not scnd any pancreata for rescarch to NJSN
Laboratory. In 2019, NJ Sharing Netwotk sent one (1} pancreas for research to NISN
Laboratory pursuant to the protocol “PTMI Pancreas (3)”. (NJSN 001-0023. In 2020, NJ
Sharing Network sent twenty-two {22) pancreata for research to NJSN Laboratory
pursuatit-to the protocol “PTMI Pancreas (3)”. (NJSN 001-002). In- 2021, NJ Sharing
Network sent forty-three {43) pancreata for research to NJSN Laboratory pursuant to the
protocol “PTMI Paticreas (3)”. (NJSN 001-002). In 2022, NJ Sharing Network sent fifly-
three (53) pancreata tor research to NJSN Laboratory pursuant to the protecol “PTMI
Pancreas (3)". (NJSN 001-002),

In 2018, NJ Sharing Network sent one {1} pancreas for research 10 TIAM for the research
protocol “IIAM Pancreas, Lung, Intestine, Spleen, Nodes, Blood — nPOD Project Number
17, (NJSN 013-015). TIAM provided a lctter dated July 13, 2018 specilicaliy detailing
how this pancreata was utilized for Type 1 diabetes researcl. (NJSN 016). In 2019, NI
Sharing Network did not send any pancreata for research to IHAM., In 2020, sent one (1)
pancreas for research to [IAM for the research protocol, “ITAM Pancreas with Blood ~
VUM, (NJSN 017-018). IIAM provided a letter dated November 23, 2020 specifically
detailing the research objectives regarding Type 1 diabetes research. (NJSN 019). In

2021, NJ Sharing Network sent ane (1) pancreas fo IJAM pursuant to the research
protocol “IIAM nPOD RP 12 Panc”. (NJSN 020-021). TIAM providéd a letter dated
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March 10, 2021 specifically detailing the research objectives regarding Type 2 diabetes.
research. (NJSN 022-023). In 2022, NJ Sharing Network did not send any pancreata for
research to [EAM.

In2022, NJ Sharing Network sent thirty {30) pancreata for research to UChicago to the
Pancreatic Islet Transplantation Program at Beta Cell Core. Attached is the research.
protocol utilized for UChicago. (NJSN 024-025).

With regard to any financial transactions, there were no financial transactions between NJ
Sharing Network and NI Sharing Network's Lahoratory/PTMI as they are under common
ownership, Regarding financial transactions between [IAM and NJ Sharing Network,
over the five years of research for parcreata, ITAM paid NJ Sharing Network a total of
$6,000 for2018-2022, With regard tn financial transactions betwveen NJ Sharing Network
and UChicago for the years 2018 to 2022 there were financial transactions for transplant,
but no financial fransactions for research, '

We hope this information is helpfitl. Please let us know if you have any further questions.

Sincerely,

b

Carolyn M. Welsh, MS
President & Chief Executive Officer
NJ Sharing Network

Enciosures - NJSN Documerts NJSN 001 - 030
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April 21,2023

YIA EMAIL ONLY

The Honorable Ron Wyden
Chairman

Commitiee on Finance
United States Senate
Washington, DC 20510-6200

Re:  First Response to March 20, 2023 Letter to Kentucky Organ Donor Affiliates

Dear Chairman Wyd'en and- Members of the Committee on Finance?

On behalf of Kentucky Organ Donor Affiliates (“KYDA™), plesse accept this
correspondence and the accompaitying documents in response to the Committee’s Marcl 20, 2023
letter (“March 20 Letter”) requesting data and information related to KYDA's procurement of
pancreata for research. KYDA is eager to assist the Committee with its inquiry, and we appreciate
the Committee’s willingriess to work with us to enable a reasonable schedule for a rolling
production on behalf of KYDA.

While the Marcli 20 Letter raises concemns about Organ Procurement Organizations
("OPOs™) generally, KYDA is confident that its cooperation and responses in this process will
demonstratc to the Committee that KYDA is a dedicated and mission-focused or canization thet
appropuately and accurately reports data (including data specific to pancreatd) consistent with
CMS regulations. We trust that KYDA's productions will satisfy any questions or concerns the
Committee may have.

By way of background, KYDA is an independent, non-profit OPQ that was founded in
1987 through a combination of donation services at the University of Kentucky and the Umvusn)
of Louisville. KYDA’s founding mission — which it seeks to advance every day - is to maximize
the numberof organs available for those in need and fo maintain a profound respect for those who
donate the gift of life. Supported by a team of more than 150 compassionate,; dedicated, and
accountable s@ff members, KYDA is proud serve appioximately four millioh people across 112
hospitals located throughout its donation service area, which includes the majority of the State of
Kentucky (114 of 120 total counties), four counties in southern Indiana, two counties in western
West Virginia, end one county in Ohio: In addition to coordinating and facilitating the organ
donation process, KYDA atso meaningfully engages in education and outrcach efforts in the
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commun:ty Today, approximately 63% of Keiituckians arc registered organ donors, with that
number increasing in recent years.

Another fundamental aspect of organ donation and transplant is bona fide research. [ndeed,
research opens the door for new and innovative treatment discoveries, maximizes donors’ gifts of
life, and offers another meaningful option to families and donots, particularly those whose organs
may not ultimatély be suitable for transplantation. While KYDA’s primary goal is. to recover
organs for transplant, there are instances in-which an intended doner’s orgaii may not be clinicaily
suitable for transplant. By providing the option to donate organ(s) for research, OPOs (including
KYDA) offer donors and tlieir families an alfernative and meaningful opportunity to provide a
potentially lifesaving gift, which supports. important transplantation dcvelopment and
advanceiments.

With respect to the'Committee’s specific inquiry regarding KYDA’s recovery of pancreata
tor research and KYDA'’s increases in those recoveries, we believe an understanding of KYDA's
history as it relates to recovering organs for research in general is important,

By way of background, during the 2012 CMS receitification cycle for POs, KYDA was
cited by the Centers for Medieare and Medicaid Services (“CMS™) for not meeting the then-
applicable standard that measured the number of organs for researeh per donor.' In response,
KYDA timely submitted a Corrective Action Plan to CMS, wherein KYDA agreed to CMS’s
directive to increase the number of vrgans placed for research and to undertake the following: (1)
conduct training with clinical staff on how to effectively place organs for rescareh; (2) work to
expand the number of local researcl opportunities to allow for placement of pancreata, kidneys,
livers, and thoracic organs at local transplant centers and research universities; and (3} expand the
number of national research organs recovered, by utilizing for-profit organizations fo place organs
for research {(which requires approval by KYDA s Board of Dircctars), KYDA immediately began
implementation of the Corrective Action Plan and, as of its final reporting in October of 2012,
CMS found KYDA in compliance with all applicable (at the time) outcome/reporting measures,
1ncluding organs for research.

In'thie years since, KYDA has worked diligently and carefully fo implement and carry out
CMS’s directives efficiently, successfiiily, and in line with KYDA"s stated objectives, As a result,
the quality of KYDA’s rescarch programs and the tiumber of organs available for research have
grown exponentially for all organs (including pancreata) — the precise resuits CMS intended.

Additionaily, and as the data provided below reflects, since at least 2019, KYDA has seen
continuing increases in several key areas, including in the number of (1) organs recovered, (2)
organs transplanted, and (3) organs provided for research, To the extent the Commitiee has
concerns about recent increases in pancreata used for research, KYDA subinits that those ingredses
are consistent with these overall trends.

} See 42 CE.R. § 486.318(a)(3)(i-ii1). 42 C.F.R. § 486.318(a)(4} states (hat “[t]he owtcome measures deseribed in §
A86.318(a) 1’y through {3)are effective until July 31,2022
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With the above background and context in mind, KYDA responds to the Committee's
requests for specific data, in tum below..

1. The total number of pancreata récovered by vour QPO, per year, from 2018 to
2022.2

20 _
116 137

45 37

Z. Thetotal number of pancreata successfully placed for transplant by your QFO,
per year, [rom 2018 to 2022,

KYDA notes for the Cominittee that the need for pancreata for transplasit is exceptionally
small compated to the need for all other organs. Curreént data from the Organ Procurement and
Transplantation Network reflects that, as of April 18, 2023, 80 patients are in need of'a pancreas-
only- tranjsplant, whereas the total number of candidates awaiting any solid organ transpiant is
103,892,

3. The total number of pancreata placed for research by your OPO, per year,
from 2018 to 2022.

1202 2022
105 116

EN 27 7

4. The total number of pancreata recovered for research and transplant reported
as part of CMS’s performance metric calcnlations, per year, from 2018 to 2022.

202
115

5. The total number of pancreata recovered for research specifically focused omr
islet cell transplantation by your OPQ, per year, from 2018 to 2022,

3l | 27 71 | 105 116

2 The figures-provided in respanse to this Request include panereata that. were successfully transplanted, placed for
research, or deciined forall purposes.

? https:#/optn.transplant. hrsa. gov/datar,
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6. How many total donors your OPO reported as part of CMS’s performance
metric caleulations, per year, from 2018 to 2022,

125 | 129 | 171 | 188 | 240

7. How many totdl donors your OPO reported as part of CMS’s performance
metric calculations who- only had a pancreas rémoved for research, per vear,
fromm 2018 to 2022, Any guidance documents on protocol for pancreas recovery
produced by the OPQ staff from 2018 ta 2022.

T i 2 1t 57

With regard to this Request, we believe it is critical to emphasize that KY'DA does not take
dorors to the operating room with the intent of procuring onlj pancreata for research. Importantly,
with the-exception of two donors iy 2022, for each donor who had only a pancreas removed for
research from 2018 to 2022, the donor was sent to the operating room with the initesit to transplant
kidneys, and kidneys weré recovered. Ultimately, however, no kidneys were '1cce.pted by any
transplant center for these donors. For this reason, these donors were elassificd ds “pancreas for
research only donors,” although they were not 1111t1a11y clasgified as such prior fo é_ntry of the
operating roon1.

There are two exceptions to Uie cases ih which kidneys were also recovered in 2022, The
first exception involved a casc in which the ‘donor’s liver wds allocated for transplant but was
declined intraoperativety due to the donor’s advanced age and poor biopsy results. in the second
case, the danor’s heart had been allocated for transplant but was similarly declined intraoperatively
and was ulfimately recovered for research.

Lastly, copies of KYDA's policies regarding organ recovery (including prior versions that
were in effect during the requested time frame) are included with this production at the documents
Bates labeled KYDA-SFC-000001 to KYDA-SFC-000103. These documents are accessible via
the following secure Sharefile link; which, for security reasons will-expire 30 days from: the date
of this-letter:

KYDA provides tlis information and docwmentation in an effort to couperate with the
Committee’s inquiry and resolve any concerns the Committee may hidve, This corréspondence and
the accompanying documents and information may contain sensitive and/or confidential
information and .are subject to the Standing Rules of the United States Senate (Doc. 113-18).
Accordingly, we: respectfully request confidential treatment of any pages, atachments, ar
documments that have been marked with the following language: “CONFIDENTIAL." Given the
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sensitivity of this information, we also request advance notice of any contemplated disclosure and
a reasonable opportunity to respond.or object prior to any contemplated disclosure,

Please feel free to contact us if you have any questions. In-the meantiie, we.are in the
process of collecting additional documents and information responsive to the Coinmittee’s.
remaining request and expect to. provide a supplemental production 1o the Committee in the
coming weeks,

Sincerely,

A/ Alison C. Schurick

Alison C, Schurick, Esq.
Melodie H. Hengerer, Esq.
BAKER, DONELSON, BEARMAN,
CALDWELL & BERKOWITZ, PC
100 Light Street, 191 Floor
Baltimore, MD 21202

Phone:
Email
Email:
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Nay 8, 2023

VIA EMAIL ONLY'

The Honorable Ron Wyden
‘Chairman.

Committee:on Finance
United States Senate _
Washington, DC 20510-6200

Re:  Second Respense to March 20, 2023 Lertter to Kentucky Organ Donor Affiliates
Dear Chairman Wyden and Members of the Committee on Finance:

On behalf of Kenuicky Organ Donor Affiliates (“KYDA™), please accept this
correspondence and the accompenying documents in KYDA's continuing response to the
Committee’s March 20, 2023 letter {“*March 20 Letter”) requesting data and information related
to KYDA’s procurement of pancreata for research, KYDA remains eager to assist the Committee
with its inquiry and again appreciates the Committee’s willingness to work with us to enable a
reasonable schedule for a rolling production.

As we indicated in our prior letter correspondence, KYDA s mission is to maximize the
number of organs available for those in need and to maintain a profourid respect for those who
donate the gift of life, KYDA works to honor the gift of donation with a compassionate, dedicated,
and accountahle team, and believes its records reflect a commitment to advancing these important
causes . an effective, pr’o[’essioﬁal and appropriate manner. KYDA is confident that its
cooperation and responses in this process will demanstrate to the Committee that KYDA is a
compliant and mission-focused organization, We trust that KYDA’s productions will satisfy any
guestions or concems the Commitiee may have.

In this second production, KYDA provides materials responsive to Request No. 8 of the
March 20 Letter, which seeks {a) “copies of the researcl. protocols, along with documentation of
review and approval of these protocols for gach study [KYDA] is provldmg pancreata for research
and the number of pancreata procured for each study, per year, from 2018 to 2022,” and (b) “any
financial transactions between [KYDA] and the associated researchers or their Institutions related
to this research.”

ALABANA = FLORIDA .« GEORGIA « {GUIIANA o MARYLAND » MISSAZIP! » SOUTH CARDLINA o TENNESSEE o TEXAS » VIRGINIA » WASHINSTON. DC.
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KYDA has participated in two specific research studies related to pancreata during the
years identificd, titled as follows: (1).“Development and Validation of Transport Conditions for
Islet Transplant” with Koligo Therapeutics, Inc. (“Koligo™) (the *Koligo Study"); and (2) “Human

Tslet Isolation and Imaging of Human Pancreas™ with the University of Louisville, Cincinnati

Children’s Medical Center (“UL-UC?) (“the UL Study™). Additionally, XYDA has an ongoing
Research Recovery Agency Agreement with the. Musculoskeletal Transplant Foundation, Inc.

d/b/a MTF Biologics, for procurement, medical research, aid education related to certain research
tissucs, including pancreata (“the MTF Apreement”), The below table reflects the number of
pancreata KYDA procured tor each of these research studies or arrangements, per year, from 2018
to 2022:

- Regarding the Committee’s request for “research protocols” and “documentation of review
and approval of thése protocols for each study,” KYDA provides {and notes) the following.

With respect to the Kolige Study, included with this production is a copy of the Study
Protocp! that Koligo provided to KYDA in support of the Koligo Study in Apni 2018, as wecll as
copies of correspondence regarding funding and Institutional Review Board (“IRB™) approval aof
the Koligo Study. These docuiments have been Bates labeled KYDA-SFC-000125 to KYDA-

SFC-000135, With respect to the UL Study, KYDA does not pgssess copies of any “research

protocols,” and thus has no responswe materials to provide in response to this portion of the
Committee’s request. Regarding “review and approval” documents requested, KYDA includes

with this production copies of two IRB review and approval letters that UL-UC provided to KYDA

in support of the UL Study in May 2020. These materials are Bates labeled KYDA-SFC-000136
to KYDA-SFC-000139, Lastly, KYDA is vitaware of any “research protocals”™ ur agsociated
“review and approval® documents prepared in connection with the MTF A greement, and therefore
does not possess any documents responsive to this portion of the Commiltee’s request.
Nevertheless, in an effortto assist the Comumittee with its inquiry and understanding: of this
tesearch amrangement, KYDA includes with this production, at the documents Bates labeled
KYDA-SFC-000104 to KYDA-SFC-000124, a copy of the MTF Agreement.

These dgcuments are agcessible via the secure Sharefile link below, and the password to
access the zip file is: || - For security reasons, this Sharefile link will expire 30 days
fram the date afthis letter, so we encourage ali- intended recipients to download and save the files
loc,all'y.

Linkc I
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Finally, with regpect to the Committes’s request for financial transactions related to this
pancreata research, KYDA states that it has no resporisive materiels, as there wwere ne funds
exchanged between K'Y DA and any of these programs or institutions for pancreata-related research
during these years.

In reviewing these materials, KYDA identified certain personal, proprietary, and/or
sensitive information that i$ or may be confidential on its face andfor harmful to third parties if”
publicly disclosed. To protect those interests and simultaneously advance this process as cfficientiy
as possible and remain cooperative with the Committes’s requests, KYDA has applied redactions
to limifed portions of these materials to the minimum exient necessdry: Additionally, KYDA
expressly maintains that these materials {including but nof limited 1o the Koligo Study Protocol)
are confidential in their entirety, and thus respectfully asks that the: Commiitee troat them as such
accordingly.! In the event the Committee contemplates dis¢losing any of these materials at any
time, we request that we be provided advance notice and a reasonable opportunity to respond or
object prior to any contemplated disclosure.

We hope this additional information. and documentation continues to be helpful in
angwering the Committee’s questions and any concerns. Please fee] free to contact us if yon have
any questions or would like to discuss this inquiry further.

Sincerely,

157 Afison C, Sehurick

Alisan C. Schurick, Esg.
Melodie H. Hengerer; Esq.
BAKER, DONELSON, BEARMAN,
CALDWELL & BERKOWITZ, PC
100 Light Street, 19th Flaor
Baltimore, MD 21202

Phortte:
Email:
Email:

' To the extent any of the materials included with this production may be subject to aay privilege(s).outside
the context of this investigation (e.g:, the scholar’s privilege or any privileges governing trade secrets and
other proprietary information), KYDA expressly maintains and preserves all rights, objections; and
arguments with respect to these matcrials and the assertion of any applicable privilcge(s).
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would have the power te indemnify him or her against such liability under the provisions of this
Article X.

Section 10.8 Other Insurance:

The Corporation shall reduce the amount of the indemnification of any person pursuant to the
pravisions of this Article X by the amount that such person collects as indemnification under any,
policy of insurance that the Corporation.purchased and maintained on his or she behalf.

Section 10.5 Public Policy:

Nothing contained'in this Article X, or elsewhere in these Bylaws, shali operate to indemnify any
Director or officer if such indemnification s contrary to law, whether as a matter of public policy,
or under the provisions of any applicable state or federal law.

ARTICLE X{
INUREMENT AND CONFLICT OF INTEREST

Section 11.1 Pecuniary Gain;

No Director or officer shall receive any pecuniary gain, benefit or profit, incidenta! or otherwise,
from the activities, financial accounts and resources of the Corporation except as provided in
these Bylaws. : ' C

Section 11.2 Comipensation:

No Director or officer shall receive any compensation or other tangible benefit for service on the
Board. However, any Director or officer, upon submission of a travel expense report, may be
reimbursed for autamabile travel expenses for attendance at a Directors meeting.

Section. 11.3 Transactions With Interested Parties:

The Corperation may engage in contracts with officers or Directors of the Board or authorized
representatives of any corporation, partnership, association or other organization in which ane
or more of the Corporation's officers-or Directors have a financial interest in, or are employed by
provided the following conditions are met:

{a) The facts regarding the relationship or-interest as they relate to the contract or
transaction are disclosed to the Board prior to commencement of any such
contract or transaction;

{b) The Board in good faith authorizes the contract or transaction by a majority vote
of the Directors who do not have an interest in the transaction-or contract;

Bylaws of LifeShare Netwark, Inc., Adopted: September 30, 2022 Page 15.0f 18
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{c  The comtract or transaction is fair to tha Corparation and complies with the laws
and regulations of the state of Ckiahoma at the time the tontraci or transackion
is autherized, approved or ratified by the Board.

Section 11.4 Disciosure:

All officers and Directors shall disclose any interest or affiiiation they may hzve with any entity or

_ individuai with which the Corporation has entered, or may enter, into eontracts, agreements or
any other business transactian, Such disciosures shall be made by alf officers-and Directors on an
annual basis on a Conflicts of fnterest Staterneant {the "CO1 Statement”} in which the officeror
Director identifies any relationship that could have an influence on the officer's bi Director's
ability to-serva in his or her role. Depending on the nature of the affiliation the Goard has the
apiion to stipulate that such interested party refrain from vating on, or influedcing the
considerationi of such matters. Failura to complete the COl Statemant by the deadline impased
by the Chief Executive Dificer in the case af the officers and the Chair of the Board i the tase of
Directors will resuit in discipline of the officer and suspension of the Director fiom all Board
activities,

Section 11.5 {ndependent Action:

All afficers and Directars of the Corporation shall act in an independent manner consistent with
their obligations 16 the Corporation and applicable law; regardiess of any other affiliations,
membersAias or pasitions,

ARTICLE Xii
MISCELLANEQUS

Section 12.1 Facsimile Signatures:

Facsimite signatures of any officer of the Corporation may only be used whenever and as
-authorized by the Board.

Section 12.2 Corporate Seal:

The Board may provide a suitable seal, -containicg the name of the Corporation and word
“Okishoma,” which seal shail be placed in the custody of the Chief Executive OFficer. f and when,
so directed by the Board or an authorized committea thareof, duplicates of the seal may be kapt
and used by the Secretary/Treasurer, '

Section 12.3 Sooks and Records:
The Corporation shall keep correct and complete books and records of aceount and shzll also

keap minutes of the proceedings of its Board, and shail keep at the registered o principal office’
arecard giving the rames and addresses of the Directors entitied to vote. Al boaks and records

Bylaws of LifgShare Network, Inc., Adopted: Septamber 30, 2012 Page 160f 18
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ALLIANCE Conflicts of Interest

Organ & Tissue Donation Doeumen: No. Revisiun No. Effective Date”
AD110.02. 04 08/30/2023
DC Approval By/Date: LN 68/30/2423 Change Request No.
CR2595
1. PURPOSE

The purpose of this policy aid procedure is fo provide standards for employces, Board members, and
cominitiee members of Donor Alliance to conduet their personal affairs in such a manner as to avoid any
possible conflict of interest with their duties and responsibilities as members of the Danor Alliance
organization,

2. SCOPE

2.1 ‘This policy and procedure applics to empleyees, Board of Directors members and/or Board of Directors

committee tnembers of Donor Alliance.

2.2 This procedure is written to comply with the regulatory requirements specified ini Q$100.02, Quality and
Regulutory Standards.

3. RESPONSIBILITIES

3.1 All employeés, Board members and/or Board of Directors committee members are responsible for
adbering to this procedure and the standards of conduct relating to conflicts of interests as outlined in
Q5210.07, Corporate Compliance Manual.

3.2 All employees, Board members:and/or Board of Directors. commitiee members will be required to review
this procedure and sign a-Conflict of Interest Disclosure Form upon hire or appointinent and annually
thereafter,

3.3 Employees shall notify Human Resources of Donor Alllance regarding any possible conflict of interest
as soon as it is known or teasonahly should be knows.

3.4 Board members and committee members shall notify the-President’/CEQ of Donor Allianée regarding
any -possible conflict of interest as soon as it is known or reasonahly shoukl be known..

4. DEFINITIONS

4.1  Agreement or Transaction: Any agrecinent or relationship involving the sale or purchase of goods,
services, or rights of any kind, the provision or receipt of a loan or grant, or the cstablishment of any
other r)pr: of financial rclallonshlp with Donor Alliance. The'making of a gift or donation to Donor
Alliance is not an Agreement or Transaciion within the meanin g of this document.

4.2 Committee Member: A member of a committee appointed by the Board of Dircetors,

4.3 Employee: For purposes of this policy, full-time, part-time, per diem staff; contracted ageiicy staff;
contracted employees; and consultants (long-tenn consulting agreemments),

44  Family Member: A spouse, domestic partner; parent, child, or spouse of a child, hrother, sistér, or
spouse of a brother or sister, of a Responsible Person.

4.5 Material Financial Interest: In an entity, husiness or organization. a material financial interest is a
financial interest of any kind that, in view of all the circumstances, is substantial enough that it would, or
reasonably could, affecta Rcsponmble Person's or Family Member's judgment with respect to
transactions to which the entity is a party. This includes all forms of compensation.

Printed Document iy Lanecantredled
rapeeinry and e flamal ifmmaten,
D ot sepronues or make aveilabla o vhek panios withimtpricr westen csnsenl friim Dofor Manve: bne.
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4.6  Responsible Person: Any person serving as an officeror cmployee of Donor Alliance, a member of the
Board of Directors of Donor Alliance, or of a committee of the Board of Directors of Donor Alliance.

5. POLICY/PROCEDURE
51 Policy:

5.1.1  Asan employee, Board of Directors member and/or Board of Directots committee member of.
Danor Alliance, your first obligation is to your job with Donor Alliance. Donor Alliance is
sensitive to issues which may place its employecs, Board meimbers and/or committee membets
in a conflict of interest between thie business and interests of Donor Alliance and those of the
individual, or situations which cause an appearance of such conflicts of interest. In particular,
employees who engage in other employment, operate other businesses, or have relationships.
with persons (including other employees, Board members and/or committee member of Dondr
Alliance, vendors or other entities or individuals with business relationships with. Donor
Alliance,.and/or persons who perform regulatory functions with respect to Donor Alliance),
which may cause these conflicts t0 arise must disclose their existence to- Donor Alliance.

5.1.2  Donor Alliance will evaluate any such relationships, and any potential cofisequences. that.can be
factually:determined to resutt from those. relationships, in order o determine whether it wm
prohibjt their continuation-as a condition of Further employmem Board mcmhersh]p or
committec membership.

5.1.3  Shonid an employee, Board member or committee. mermber fail to dlSClObC a relationship which
creates such a confliet, including but niot Jimited to.a Material Finaneial Interest as defined
above, or continue a refationship after being prohibited by Donor Alliance from doing so,
disciplinary action, including termination of employment or termination of Board membership
or committee menibership, may oceur with respect to the individual who fails to so disclose the:
relationship or continues the prohibited relationship,

5.2 Board Members or Committee Members

5.2.1 Before board or committee-action on an Agreement or Transaction in which a Responsible
Person or Family Meémber has or may have a Material Financial Intercst, the Responsible
Person shail disclose ali facts material ta the Conflict of Interest. The Re'aponalb]e Person shall
refrain from any action that may afféét Donor Alliance’s pariicipation in such Agreement or
Transaction. Such disclosure shali be reflected in the minutes of the meeting.

vn
b
()

With respect to ari Agreement or Tranisaction in whieh 4 Material Financia! Intcrest exists, a
Responsible Person whao does not plan to attend a meeting at which he or she has reason to
believe that the'board or committee will act on such Agreement or Transaction shall diselose to
the chair of the meeting all facts material to such Agreement or Transaction. The chair shall
report the disclosure at the meeting and the disclosure shali be reflected in the minntes of the
meeling,

5.23  Any such Responsible Person shall not participate in or be permitted to hear the Board’s or
commiftee’s discussion of the inatter, exceptto disclose material facts and to respond to

Printéed Document is Uncontrolled
Propnzrsry ard confidential indomagtian.
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-questions, oras outlined below. Such person shall not attempt to exert his or hcr personal
influence with respect ta the matier, either at or cutside the meeting,

323 In accordance with the Donor Alliance Bylaws, any such Responsible Person may
participate in or be permitied to hear the Board's or committee’s discussion of the
matter if;

5.23.1.1 ‘The material facts as to the Responsible Person’s relationship or
interest and as to the conflicting interest transaction are disclosed ar
are known to the Board of Directors or the Committee, and the Board
of Directors or Comimittee in good faith authorizes, approves, or
ritifies the canflicting interest transaction by the affirmative vots of a
majority of disinterested directors, aven though the disinterestod
direetors are less than a quorum: or )

52312 The conflicting interest transaction is fair-as ta Donor Alliance.

52313 Such disclosure and approval shall be refiected in the minutes of the
meeting.

5.2.32 Responsible Persans with a Materiai Intercst may he counled in determining the
presence of a quorum at a nieeting of the Board of Directors or ofa Cmmmttec
wiich authotires, approves, or raiifies the conﬂicnng interest t_ransach_on_.

3.3 Qutside Employment of Donor Alliance Employees

5.3.1  Generally,” moonhghung is defined as warking at some activity for pursonal gain-guiside of an
employee's job with Donor Alliance. If employees.do perform outside work, they shall disclose
this te Donor Alliance. Employces have arésponsibility to avoid any conflict with Danor
Alliance's business interests white performing outsidé work.
5.3.1.1  No Donor Alliance émployee shall perform wotk or render services for any

organization with which Donor Alliance does busiriess, or which seeks to do
business with Donor Allinnce, ouiside of the nonmat course-of their employment
with Donor Atliance without the approval afthe President/CED of Donor Alliance.

5.3.1.2  Employees cannot solicit or compete with Denor Alliance’s product or service
offerings.

5.3.1.3  Outside'work cannot be performed on Donor Alliance’s time.

5.3.14  Employees cannot use Donor Alliance’s-equipment. matcrials, resourees, or “inside”
informnation for outside work. ‘See 18200.09, Electronic Systems Policy.
5:32  Employees canriot solicit bisiness or clients or perfonm outside work on Donor Alliance’s
premises:
533  The Director of Hisman Resources and President/CEO will review emplayee conflict-of interest
disclosure forms in which a.conflict is disclosed.

Printed Doeument is Uncontrollet
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5.4 Confidentiality

3.4.1  Each Responsibie Person shall exercise care not to disclose confidential information acquired in
connection with such status or information the-disclosure of which might be adverse o the
interests of Donor Alliance. Furthermore, a Respansible Person shall not disclose or use
information 1elatmg to the busincss of Donor Alliance for the personal profit or advantage of
the Responsible Ferson or a Family Meuiber or any entity, business or organization in wh:gh the
Responsible Person or Family member-may have a Materiat Financial Tnterest.

Revicw ol Policy

Ly
Liy

3.5.1  Eacli Respousibie Person shall be required to review a copy of this policy and to acknowledige
in writing that tie or she has done so.

A
¥

ta
12

Each Responsible Persen shall annually complete a disclosure form identifying any
refationships, positions, or circumstances in which the Respounsible Person is involved that he or
she believes does or may coustitute & confliet of interest as described in this policy. Each
'Respcnsrhie Person. should also disclose any actual or potential conflict of interest that may
arise during the course of the year between the submissions of annual disclosure foims;

5:5.21  Anysuch information regarding business interests of a Responsible Person ora
Family Memnber shall be treated as confidential and shall generally bemade
availabie only to the Chair, the President/CED., and any committee appointed to
address conflicts of inferest, except to theextent ddditional disclosure is necessary in
confiection with the implcnentation of this Policy-

5.53  This policy shall be reviewed annually by all Responsible Persoas. Any changes to the palicy
shali be cnmmumcated immediately ta all Respongible Persons.

5.5.4  The President/CEQ will review conflict of interest disclosure forms inwhich a conflictis
tisclosed.

5.5.4.1 Whenevet there is redson to believe that dn actual orpotential contlict of interest
exists between Donor Alliance and an interested party, the President/CEQ shall
determine the appropriate: organizational response.

56 Record Cantrol: Records generated by following the requircments of this procedure are controlled by
Quality S}stems in accordance with QS100. 03, Records Managemenit and Retention,

6. REFERENCED--AND RELATED DOCUMENTS

Electronic Systems Policy (15200.09)
“Quality and Regulatory Standards (QS100.02)

Records Management and Retention (Q8100.03)

Corporate Compliance Manual (QS210.07)

Third Amended Restated Bylaws of Donor Alliance (Septemiber 27, 2010}

I’ruﬂcd Document s Uncnutml[cd
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6.1.3.1 The chairperson of the board or committee shall, if appropriate,
appoint a disinterested ‘persan or committee {o investigate
alternatives to the proposed transaction gr-arrangement

6.1.3.2 After exercising due diligence; the board or committee shall
determine whether DCIDS can obtain 3 more advantageous
transaction or arrangement with reasonable efforts from a
person or entity that would not give rise to a conflict of
interest

8.133HK a more advantageous transaction of arrangement is not
reasonably :attainable under circumstances that waould not
give rise to a conflict of interest, the board or committee shall
determine by a majority vote of the disinterested directors
whether the transaction or arrangement is in DCIDS best
interest and for its own benefit and whether the transaction is
fair and reasonable to DCIDS and shall make its decision
whether to enter into the transaction or arrangement in
conformity with such determination

6.1.4 VYiolatlons of the Conflicts of Interest P.olicv:-_

6.1.4.1If the board or committee has reasonable cause to believe that a
member has failed to disclose actual or possible conflicts of
interest, it shali inform the -member of the basis for such belief
and afford the member an opportunity to exp!ain the alleged
“failure to disclose

6.1.4.2 tf, after hearing the response of the member and making such
further investigation as 'wmay be warranted in the
circumstances, the board or committee determines that the
member has in fact failed to disclose an actual or possible
conflict of interest, it shall take appropriate -disciplinary ard
corrective action

6.2 RECORDS OF PROCEEDINGS {Article iV}

6.2.1 The minutes of the board and all committee with board-delegated
powers shall contain:

Page 3 of 5
Printed copies are for reference only. Refer to the electronic version for the most current
document.
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5.2.1.1 The names of the persons who disclosed or ctherwise were found

to have a financial interest in. connection with an actual or
possible conflict of ‘interest, the nature of the financial
interest, any acticn taken to determine whether a conflict of
interest was present, and the board's or committee’s decision
as towhether a conflict of interest in fact existed

6.2.1.2 The names of the persons wha-were present for discussions and

votes relating to the transactions or arrangement, the content
of the discussion, including any alternative to the proposed
transaction or arrangement, and a record of any votes taken
in eonnection therewith

63  COMPENSATION COMMITTEES fArticle V)

6.3.1 A voting member of any committee whose jurisdiction included
compensation matters. and who received compensation, directlv or
indirectly, from DCIDS far services is precluded from vating on mattars
pertaining to that member's compensation

6.3.2

Physicians who receive compensaticn, directly or indirectly, ‘from the

'DCIDS, whether as employees or independent contractors, are_p,rec_:i,ude'g
from membership. on any committee whose jurisdiction .ingluded
‘compensation matters

6.4 ANNUAL STATEMENTS (Article Wi}

6.4.1 Each director, principal’ officer and member of a committee with board
delegated powers shall annuaHy sign a statement which affirms that

‘such person:

6:4.1.1  Has received a copy of the conflicts of interest policy

6.4.1.2  Has read and understands the palicy

6.41.3 Has agreed to comply with the policy, and make disclosure
when appropriate; and

6.4.1.4  Understands DCIDS is a charitable organization and that in

order to maintain its federal tax exémption it must engage
primarily in activities which accomplish one or more of its tax-

Page 4 of 5

Printed copies are for reference only. Refer to the electronic version for the most current

document;
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exempt purposes {HR.113.FO1 Conflict. of Interest Advisory
and Governing Board}

6.5 PERIODIC REVIEW {Article VI

6.5.1 To ensure that DCIDS operates in a manner consistent with its charitable
purposes and that it does not engage in activities that could jeopardize its
status as an organization exempt from federal income tax, periodic
reviews shall be conducted. The periodic review shali, at a3 minimum,
include the fallowing subjects:
6.5.1.1 Whether compensation arrangements and benefits are
reasonable and are theresult of arm's length bargzining;

6.5.1.2 Whether acquisitions of provider services result in inurnment or
impermissible private benefit;

6.5.1,3 Whether partnership and joint venture arrangements confarm to
written policies, are properly recorded, reflect reasonable
payments for goods and services, further DCIDS’s charitable
purposes and do not result in inurnment or impermissible
private benefit; and

6.5.1.4 Whether agreements with ather health care providers further
DCIDS's charitable purpases and do not result in inurement or
impermissible private benefit.

6.5 USE OF QUTSIDE EXPERTS {Articie Vi)

6.6.1 In conducting the periodic review provided for in Article VII, OCIDS may,
but need not, use outside advisors. If outside experts are Used, their use
shall not relieve the board of its responsihility for ensuring that periedic
reviews are conducted

Page § of 5
Printed copies are for reference oniy. Refer to the electronic version far the most current
document.
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AUTHORIZED FOR RELEASE BY SENATORS GRASSLEY & WYDEN

CONTAINS CONFIDENTIAL.AND PROPRIETARY INFORMATION
SHARED FOR LIMITED PURPOSE OF COMMITTEE INQUIRY ~- DO NOT DISCLOSE

GREATER DELAWARE VALLEY
SOCIETY OF TRANSPLANT SURGEONS
(d/b/a GIFT OF LIFE DONOR PROGRAM)

GOVERNING BOARD OF DIRECTORS
CONFLICT OF INTEREST A GREEMENT

I understand that as an officer or member of the Governing Board of the Greater Delaware
Valley Society of Transplant Surgeons (GDVSTS/GLDP), 1 am charged with fiduciary
responsibilities which require me to put the interests of GDVSTS/GLDP above my personal
interests, including those of my immediate family. Itis my intent to serve GDVSTS/GLDP
to the best of my-ability and to be free of conflists of interest between this role and other
personal, business and professional positions with which I am identified or associated,

Lunderstand that my fiduciary responsibilities require mc to take steps to avoid both actual
conflicts of interest and even the appearance of a conflict of interest because even the hint of
impropriety. can adversely affect the commiunity's confidence in GDVSTS/GLDP. Hawever,
recognizing when a conflict or potential for canflict exists is not always easy, especially when
the conflict is subtle. Some activities arc considered on their face conflicts of intercét and
thus are prohibited, while other activities may present less obvious possibilities of conflicts.
[understand that one way a conflict of interest may arise is if T or a member of my immediate
family is affiliated as a trustee, director, officer, employee, or consultant with, or has a
substantial interest as an owner, shareholder, or partner in, any organization doing ot seeking
to do business with GDVSTS/GLDP as a vendor. This is of course just one exaniple of the
manner in which a conflict of interest may arise.

T hereby agree to disclose immediately to the Governing Board or the President and CEO, any
transaction or interest which resuits or could result in a conflict, or an appearance of a
conflict, between the interest of GDVSTS/GLDP and my interest or that of an entity with
which T.or a member of my immediate family is associated. I agree to conduct myself with
respect to the actual of potential conflict -as directed. by the Governing Board and as
consistent with GDVSTS/GLDP policies. If the Governing Board determines it is
appropriaté, [ may participate in discussions and be counted as present in detcrmining a
quorum for any matter to be voted on where a conflict of interest exists. However, T agree to
refrain from votig on issues where it is determined that a eonfliet of interest exists.

Governing Board Member

Date Signature

Print Name

6-2021 GLDP-SEC.00196
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CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION
SHARED FOR LIMITED PURPOSE OF COMMITTEE INQUIRY -- DO NOT DISCLOSE

TRANSPLANT FOUNDATION

BOARD MEMBER
CONFLICT OF INTEREST A GREEMENT

[understand that as an officer or member of the board of Transplant Foundation, T
am charged with fiduciary responsibilities which require me to put the interests of
Transplant Foundation above my personal interests, including those of my immediate
faniily. It is my intent to serve Transplant Foundation to the best of my ahility and to
be free of conflicts ‘of interest between this role and other personal, business and
professional positions with which I ain identified or associated.

I'understand that my fiduciary responsibilities require me to take steps to avoid both
actua] conflicts of interest aiid even the appearance of a conflict of interest because

even the hint of impropriety can adversely affect the community’s confidence in
Transplant Foundation, Fowever, recognizing when 4 conflict or potential for conflict
exists is not always easy, especially when the conflict is subtle. Some activities are
considered on their face conflicts of interest and thus are prohibited, while other
activities may present less obvious possibilities of conflicts. [ understand that one way
a confliet of interest may arise is if I or a member of my immediate family is affiliated
-as a trustee, director, officer, employee, or consultant with, or has a substantial interest
‘as an owner, shareholder, or partner in, any organization doing or secking to do
business with Transplant Foundation as a vendor. This is of course just one example
of the manner in which a contlict of interest may arise.

[ hereby agree to disclose immediately to the Transplant Foundation Boird or the
President and CEO, any transaction ot interest which results or could result in a
confliet, or ari appearance. of ‘a conflict, between the interest of Transplant Foundation
and my interest or that of an entity with which I or a member of my immédiate

family is associated. 1agree to conduct myself with respect to the actual or potential
conflict as directed by the Governing Board and as consistent with Transplant
Foundation policies. If the Transplant Foundation Board determines it is appropriate,
I may participate in discussions and bé counted as present in determining a quorum
for any matter to be voted on where a conflict of interest exists. However, I agree to
refrain from voting on issues where it js determined that a conflict of interest exists.

Transplant Foundation Board Member

Date:

Signature

Pnnt name

05-2021
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‘CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION
SHARED FOR LIMITED PURPOSE OF COMMITTEE INQUIRY -- DO.NOT DISCLOSE

TRANSPLANT FOUNDATION

BOARD MEMBER
STATEMENT OF CONFIDENTIALITY

[ understand and agree that in the performance of my duties as-a member of the
Transplant Foundation Board, I mayhave ‘access to certain information that i
confidential and constitutes valuable, special and unique properly of Transplant
Foundation. I agree that I will not at: any. time, either during or subsequent to my
Transplant Foundation Board: term, disclose to others, use, copy or permit to be
copied, without Transplant Foundation's express prior written consent, except
pursuant to Governing Board duties hereunder, any confidential or proprietary
information of Transplant Foundation. This includes, .but is not limited to,
information which coricerns Transplant Foundation’s constituents, policies and
protocols, business plans, finances, stratcglc mltlatlvu. einployees, and the
Transplant F oundation Board which is not otherwise available to the public,

Transplant Foundation Board Member

Date:

Signatore

Print naine

06-2021-
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CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION
SHARED FOR LIMITED PURPOSE OF COMMITTEE INQUIRY -- DO NOT DISCLOSE

GIFT OF LIFE FAMILY HOUSE
BOARD MEMBER
CONFLICT OF INTEREST AGREEMENT

lunderstand that as an officer or member of the Family House board, I'am charged
with fiduciary responsibilities which require me to put the interests of Family House
above my personal interests, including those of my immediate family. It is my intent
to serve Family House to the best of my ability and to be free of conflicts of interest
between this role and other personal business and professional positions with which I
am identified or associated.

T understand that my fiduciary responsibilities ‘require me to take steps to avoid both
actual conflicts of interest and even the appearance of a conflict of interest becauise
even the hint of impropriety can adversely affect the community's confidence in
Family House. However, recognizing when'a conflict or poteritial for conflict exists is
ot always easy, especially when the conflict is subtle. Some activities are considered
on their face conflicts of interest and thus are proliibited, while other activities may
present less obvious possibilities of conflicts. I understand that one way 4 conflict of
interest may arise is if I or @ member of my immediate fimily is affiliated as.a trustee,
director, officer, employee, or consultant. with, or has a substantial interest as an
owner, shareholder, or partner in, any organization doing or secking to do business
with Family House as a vendor. This is of course just one example of the manner in
‘which' a conflict of interest may arise.

I herehy agree to disclose immediately to the Family House Board or the Presiderit
and CEQ, any transaction or interest which results or could result in a conflict, or an
appearance of a conflict, between the interest of Family House and my interest or that
of an entity with which I or a member of my immediate family is associated. agree
to conduct myself with respect to the actual or potential conflict as directed by the
Family House Board and as consistent with Family House policies. Ifthe Family
House Board determines it is appropriate; I may participate in discussions and he
counted as present in determining a quorum for any matter to he voted on where a
conflict of interest exists. However, | agree to refrain from voting on issues where it
is determined that a conflict of interest exists.

Family House Board Member

Date:

Signaturc.

Print name
06/2021

GLDP-SFC.00202.



AUTHORIZED FOR RELEASE BY

DocuSign Envelope iD: Eﬂ‘l_3DD1 9-128F-4498-8D76-E18DABEDE4ST SENATORS GRASSLEY & WYDEN

EXHIBIT A
CONFLICT OF INTEREST POLICY

Article |
Purpose

The purpose of this Conflict of Interest Policy is to protect the Corporation’s interest
when it is contemplating entering into a trarisaction or arrangement that ‘might benefit
the private interest of an officer or Director of the Corporation or might result in a
possible excess benefit transaction. This Policy is intended to supplement, but not

replace, any applicable state and federal l[aws governing conflict of interest applicable to
nonprofit and charitable organizations.

Article 1
Definitions

1. Interested Person. Any Director, principal officer, or member of a committee with
governing board delegated powers, who has a direct or indirect financiai interest, as
defined below, is an interested person. If a person is an interested person with respect
to any entity in a health care system, he or she is an interested person with respect fo
all entities in-such health care system,

2. Financial Interest. A person has a financial interest if the person has, directly or
indirectly, through business, investment, or family:

a. An ownership or investment interest in any entity with which the Corporation has a
transaction or arrangement,

b. A.compensation arrangement with the Corporation or with any entity or individual
with which the Corporation has a transaction or arrangement, or

c. A potentaal ownership or investment interest in, or compensation arrangement
with, any entity or individual with which the Corporation is negotiating a.
transaction or arrangement.

Compensation includes direct and indirect remuneration as well as gifts or favors that
are not insubstantial.

A financial interest is not necessarily a conflict of interest. Under Article 111, Section 2, a

person who.has a financial interest may have a conflict of interest only if the Board of
Directors or committee decides that a conflict of interest exists.

LODNQQOS7S
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Article ill
Procedures

1. Duty to Disclose. In connection with any actual or possuble conflict of interest, an
interested person must disclose the existence of the financial interest and be given the
opportunity to disclose all material facts:to the Directors and members of committees
with governing board delegated powers considering the. proposed transaction or
arrangement

2, Determining Whether a Conflict of Interest Exists. After disclosure of the financial
interest and all material facts, and after any discussion with the interested person,

he/she shalil leave the Board of Directors or committee meeting while the determination
of a conflict of interest is discussed and voted upon. The remaining Directors or
committee members shall decide if a-conflict of interest exists.

3. Procedures for Addressing the Conflict of Interest

a. An interested person may make a presentation at the Board of Dirgctors or
committee meeting, but after the presentation, he/she shall leave the meeting
during the discussion of, and the vote on, the transaction or arrangement
involving the possible conflict of interest. -

b. The Chair of the Board of Directors or committee shall, if appropriate, appoint a
disinterested persen or committee to investigate alternatives tothe proposed
transaction or arrangement.

c. After exercising due diligence, the Board of Directors or committee shall
determine whether the Corporation can obtain with reasonable efforts-a more
advantageous transaction or arrangement from a person or entity that would not
give rise to a conflict of interest.

d. if a'more advantageous transaction or arrangement is not reasonably possible
under circumstances not producing a eonflict of interest, the Board of Directors or
committee shall determine by a majority vote of the disinterested Directors:
whether the transaction or arrangement is in the- Corporation’s- best interest, for
its own benefit, and whether it is fair and reasonable. [n conformity with the:
above determination it shall make its decision as to whether to enter into the
{ransaction or arrangement.

4. Violations of the Conflicts of Interest Policy
a. If the Board of Directors or committee has reasonable cause to believe a member
has failed to disclose actual or-possible conflicts of interest, it shalt inform the.
member of the basis for such belief and afford the member.an opportunity to
explain the alleged failure to disclose..

LODNOQOB76
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Article VI
Annual Statemenis

Each Director, principal officer and member of a. committee with governing board
delegated powers shall annually sign a statement which affirms such person:

a. Has received a copy of the conflict of interest palicy,

b. Has read and understands the policy,

c. Has agreed to comply with the policy, and

d. Understands the Corporation is charitable and in order to maintain its federal tax
exemption it must engage primarily in activities which accomplish one or more of
its tax-exempt purposes.

Articl_e Vil
Periodic Reviews

To ensure the Corporation operates in a manner consistent with charitable purposes
and does not engage in activities that could jeopardize its tax—exempt status, periodic
reviews shall be conducted. The periodic reviews shall, at a minimum, inslude the
following subjects:

a. Whether compensation arrangements and benefits are reasonable, based on
competent survey information, and the resuit of arm’s length bargaining; and

b. Whether partnerships, joint ventures, and arrangements with management
organizations conform to the Corporation’s writtén policies, are properly
recorded, reflect reasonabie investment or payments for goods and services,
further charitable purposes and do not result in inurement, impermissible pnvate
benefit or in an excess béenefit transaction.

Articte Vil
Use of Outside Experts

When conducting the periodic reviews as provided for in Afticle VII, the Corporation _
may, but need not, use odutside advisors. If outside experts are used, their use shafl not
relieve the Board of Directors:of its responsibility for ensuring periodic reviews are
conducted.

LODNOCCE78
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PURPOSE
The purposes of this Conflict of Interests Poticy are:

*  To ensure that the businessactivities conducted or supported by the Versiti and its Affilistes are
perfarmed in accordance with the highest ethical, professional and scienitific standards.

« To protact the tax-exempt status of Versiti anid each Affiliate, and erisure the proper
-stewardship of each organizations charitable assets and resources.

e To ensure compliance with afl-applicable laws and regulations.

s To establish a consistent written process for the disclosure, reporting, management, reduction,
or elmination of conflicts of interast,

SUMMARY:

Directors, Offtcers, employees, agents and volunteers of Versiti and its Affiliates have a duty to promote
the best interests-of the entity they serve and ate ‘expected.to exeréise good judgment inthe
identification, disclosure and management of Cenflicts of Interests. This Conflict of Interests Policy sets
forth the process for the disclosure and management of potential and actual Conflicts of Interests.
Questions regarding the impiementation of this Policy should he directed to the Versiti President &
Chief Executive Dfficer or Chief Legal Dfficer.

OUTLINE

1, DEFINITIONS AT 414 R R R4 0S40 b 11013 1041 P 18484 L e b1 sb b e amt 5o m et Y Pe s Ve bEn e enm nere e e o P B
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POLICY
1. DEFINITIONS

Far the purposes of this Policy, the capitalized terms shalt have the meanings set forth in below;

“Afflliate” means any entity directly or indirectly supported or controlled by Versiti, inciuding
BloodCenter of Wisconsin, BloodCenter Research Foundation, Heartland Blood Centers, Michigan.Blood,
and Indiana Blood Center.

“Representatives” means the directors, officers, board committee members, advisory committee
members, employees (full-time, part-time and temporary), a_ge'nts,'ihdep_end'ent_contra_ctorsza nd
volunteers of Versiti or a Versiti Affiliate, who are responsible for operational, financial, or strategic
decisions, have access to proprietary information, or provide services on behalf of Versiti or a Versiti
Affiliate,
“Business Partner” means any individual or entity with whom/which Versiti or a.Versiti Affiliate has.an
existing agreement, arrangement or transaction, or with_whom/wh'Ich Versiti or a Versit] Affiliate is
currently negotiating an'agreement, arrangement or transaction.
“Compensation” means direct of indirect remuneration, as well as gifts or favors that are substantial in
nature..
“Conflict of Interests” means a circumstance in which there is a divergence between ari Interested
Persan's Financial Interest {or other personal Interest) and his or her proféssional orethical obligations,
such that an independent observér might reasonably question whether the interested Person’s actions
or decisions may be unduly influenced by his/her Financial interest or other considerations of personal
gain.
“Disclosure Statement” means a Versiti-approved disclosure statement (example attached as Exhibit A}.
“Family Member” means-any person who is related by blood or marriage to an Interested Person, or
whose relationship with an Intérested Person is similar to that of persons-who are related by blood or
marriage, including:

» Spouse or-domestic partner *» Children/Grandchildren

e Parents/Grandparents o Spouses of siblings, children, grandchildren

« Siblings/5tep-siblings

“Financial Interest” means a financial interest which {i) is held directly or indirectly (through business;
investment.or a Family Member) by a Representative; and (ii} is related to the operations (including
research, transactions, or other arrangements) of Versiti or a Versiti Affiliate, including:
& Anownership or investment interest in any Business Partnar, or-an entity that has received or
may receive charitable contributions from Versiti or a Versiti Affiliate,
* Acompensation arrangement {including direct and indirect remuneration-and substantial gifts
and:favors} with Versiti, a Versiti Affiliate, or a Business Partner.
= Employment by, or & senior leadership position with, Versiti, a Versiti Affiliate, or a Busingss
Partner.

Versit, Inc. T ) . Contlict of Interests Palicy
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“Interested Person” means any Representative who has a difect or indirect Financial interest (as defined
above) that reiates to a transactionor other arrangement Involving Versiti or a Versiti Affiliate.!

“Key Employee” generally means an individual other than a Verslti ora Versit] Affiliate Director or
Officer-whase respansibilities, autherity, orinfluence over Versiti or a Versiti Affiliate as a whole is
simifar to those of such entity's Officets or Directors. Key Employees of Versiti and its Affillates wil| be
identified on an annual basis.

"Proprietary Information” means all financial data, marketing information, customer information,
pricing, medical or operations management'strategles, strategic plans and initiatives, products, results,
designs, plans, materials, records, ideas, or data of Varsiti or a Versiti Affiliate.

2. DUTY TO DISCLOSE

2.1 Gererally
Each Versiti and Affiliate Representative is expected to avoid Conflicts of Interests whenever
possible and shoold not use his/her position, or knowledge gained from his/her position, to
diractly or indirectly obtain benefits for his/herself, a Family Member, or any other person or
entity. Representatives are expected to: {i) fully disclose Financlal interests and potential and
actual Conflicts of Interest in accordance with this Pelicy; and (i} cooperate with-the applicable
entity to address sich Financial Interests and Corifficts of Interests.

2.2 Ongoing Duty to Disclose _ _

A Financial interest is not necessarily a Conflict of Interests; and a Conflict of tnterests, if it
exists, may not be material enough to be of practical importance, However, it is the policy of
Versiti-and its Affiliates that Financial Interests and actual o potential Conflicts of Interests are.
fully disclosed by the Interested Person, Upon becoming aware of a Financial Interest or actual
or potential Conflict of Interests, each individual Aepresentative must-disclose such Financial
interest or Conflict of Interests ta one or more of the foliowing:

¢ Board Chair

» President & Chief Executive Officer

= Board Committee Chairperson

o Chief Compliance Cfficer

23 Annual Disclosure Statemerits

In addition to the ongoing disclosure requirement described above, the following
Representatives must: {i) submit an annual Disclosure Statement: and (i) in'the event'an
undisclosed Financial Interest or Conflict of Interests arises, update such Disclosure Statement in
writing promptiy;

s Directors & Officers

= Boerd Committee Members

& Organ Pracurement Organization {OPC) Advisory Board. Members

« Executive, Seniorand Vice Presidents

Versit, Ine. . Confiict of nterasts Policy
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» Key Employees

s Other Representatives-as directed by the Chief Compliance Officer {e.g., purchasing
staff)

Annual Disclosuré Statements require individual Representatives to affirm that he/she {i)
received a copy of the Conflict of Interests Policy; {ii) read and understands the Policy; (iii) agrees
to comply with the Policy; and {iv) understands Versitiand its Affiliates are. charitable
organizations and, in order to maintain federal tax exemption, Versiti and its Affiliates must
engage primarily In activitles which accomplish one or more of its tax-exempt purposes.’

3. COMMITTEE REVIEW

3.1 Generally
All disclosed Financial Interests will be subject to Board/Commiittee review as described below:
The reviewing Board/Committee will examine all material facts.a nd discuss the Financial Interest
with the Interested Person {as necessary}). If present, the interested Person shall be excused
fram thé Committee meeting and the remaining Committee. members shail determine whether
an actual or potential Conflict of Interests exists. The review Committee meeting minutes shail
canfain:

e The name(s)of the persan(s} who made the disclosures;
« The nature of any identified actual or potential Conflict of Interests;
e Any action taken to investigate identified actual or potential Conflict of Interests; .

s The names of the persons who were present for discussions and votes relating to the
actual or potential Conflict of Interests; and

» The Committee’s final determination asto whethér an actual or potential Conflict of
Interests exists. {If the Committee determines that an actual or potential Conflict of
fnterests exists, refer to Section 4 below.],

‘3.2 Review of Annual Disclosure Statemerits
The Audit & Compliance Committee will review annual Disclosure Statements to determine
whether any actual or potential Confiict of (nterests éxist. Annual Disclosure Statements
submitted by Audit & Compllance Committee members will be reviewed by the Versiti Executive
Committee, Individual Comimittee merribers will not participate in the review of his/her own
Disclosure Statement, '

3.3 Review of Other Disclosed Financial Interests and Conflicts-of interest
Actual and potential Conflicts of Interest that arise outside the annual review process shall be
documented on a Disclosure Statement and reviewed by the Committees jdentified below, or
the Audit & Compliance Committeée,

Merslt, tnc.. ) . ) Conflict of interésts Policy
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interested Persan

Review Board/Committee

‘Board Directors & Officers.

Board of Directors

Board/Advisory Committee Members:

Applicable Board/Advisory Committee

Corporate Ofﬁce rs

Audit & Compliance Commiittee

Executive, Senior-and Vice Presidents

Audit & Compliancé Committee

Other Representatives

Audit & Compiiance Committee

4, ADDRESSING ACTUAL QR POTENTIAL CONFLICTS OF INTEREST
a1 Generally
If the reviewing Board/Commitiee determines that an actual or petential Canflict of Interests
-exists, the Board/Committee will develop and implement a management plan that specifies the
actions that have been-and shail be taken to manage such Conflict of Interests.
4.2 Documentation
The reviewing Board/Committee meeting minutes shalj contain:
« Al of the elements set forth in Sectjon 3.1 above;
¢ The name(s) of the person(s) for whom an actual or potential Conflict of Interests exists;
» The nature of tha Conf'lic'_t of intérests and the agreement_,_. arrangement or transaction;
+ Anystepstaken by the Board or Board Committee to.avoid or mitigate the potential
Conflict of Interests (e.g., investigations oralternatives, etc.);
o The names of the persons whao were present for discussions and votes relating to the
agreement, arrangement, or transaction, or other matter,
4.3  Exclusionfrom Compensation Determinations
A voting member of the Board of Directars or any Board Committee who receives. compensatlon
from Versiti or an Affiliate may provide the Board or Board Committee with information
regardlng.compensatlon, but may not vote oih any matter pertaining to his/her compe_nsat:cln_.
Far example, the President & Chief Executive Officer from each Affiliate will recuse him/herself
fram any vote relating to his/her compensatlon.
4.4 Restricting Access to Proprietary Information
If the reviewing Board/Committee determines that an {nterésted Person’s access to Proprietary
Information creates an actual or potential Conflict of Interasts, or may materfally infiuence his or
her personal financial or investment decisians, the reviewing Baard/Committee shall Jimit ar
e’li'minat_e the interested Person's access to such Proprietary Ihformation.
4.5 Agreements, Transactions and Arrangements
451 [ecusal: Exclusion. Hthe reviewing Board/Cammittee determines that an actual or
potentiai Conflict of Interests exists. with regard to any agreement, transaction,
Varsi Inc. ConiHict of ntérests Pollcy
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arrangement, or other matter, the Interested Person may recuse hirn/herseif, or be
excluded from all discussions regarding that agreement, transaction, arrangement or
other matter. Alternatively, after the reviewing Boasrd/Committee has discussed.the
potential Conflict of Interests, the Board of Board Committee may determineg that it is in
the best Interest of Versitl and/or its Affilistes ta permit the Interasted Person to
present information regarding that agreement, transaction, arrangement, or ather
matter at the Board/Committee meeting. However, after such presentatlon, the
Interested Person must leave the meeting during the discussion of, and the vote upon,
the agreement, transaction, arrangement, or other matter.

Disinterested Review. )f appropriate, the Board or Board Comimittee chairperson shall
appoint a disinterested person or committee to investigate alterpativés ta the proposed
agreement, transaction or arrangement.

Eina! Determination. After exercising due diligence, the Board or Committee shall

determine whether Versltl and/or its Affillates can obtain with reasonahle effars a
more advantageous agreement, transaction or arrangement from a person.or entity
that would not give rise 1o 3 Gonflict-of Interests. |f a more advantageous transaction or
arrangement is not reasonably possible under circumstances not producing a Conflict of
Interests, the Board or Committee shail determine by & majority vote of the
disinterested members whether the agreemerit, transaction or arrangement is in Varsit
and its Affiliate’s best interest, for its own banefit, and whether itis fair ard reasonahle.
In conformity With-the above determination; the Board or Committes shail make its.
decision regarding the agreement, transaction, or arrangement.

3, ACCESSIBILITY, REVIEW, EDUCATION, VIOLATIONS

5.1 Puhlic Accessibility
This Confiict of Interests Policy will be made availablie on Versiti and its Afftfiates’ intranet and
internet websites,

5.2 Periodic Review

To ensure Versitt and its Affifiates operate In a manner consisten? with such entity's charitable
purposes and dues not engage in activities that rould jeopardize its status as a tax-axempt
organization, the Audit-& Compliance Cpmm_ittee shall canduct periodic reviews and report the
resufts to the Board. Periodic reviews shall, at a minimum, include the following subjects:

521

5.2.2

Whether compensation arrangements-and benefits, at least with respect 1o
compensation asrangements and benefits provided to Disqualified Persons {as defined
in Section 4858{f){1) of the Internal Revenue Cade), are reasonable and are the resuit of
arm’s length negotiations; and

Whether partnership and jol nt ventures, and atrangements with management
arganizations {if any) confarm to. written policies, are properly recorded, reflect
reasonable investment or payments for goods and services, further Versiti and its

Versit, fae.
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Standard 3.3 — Personnel Actions and Decisions

Solary. beaefits, and other personal information refating to employees shall be treatzd as
confidential. Personne! [iles, payroll information, disciplinary matters and simifar information
shall be nyatitairied i 4 manner designed to engure confidentiality in aceordance with applicahle
faws., Employers will exercise due care o prevent the velesse or sharing of information beyond
throse persons who may need such information ta f;ifii their job function,

Principle 4 — Conflicts of Interest

Employees, board members, medical directors and ossistant wedival directors oive g daty of
imdivided antl ungualifted lpyalty 10 the viganization, Pérsons holding suck positions may not
use their positions o profit personally vr to assist athers in profiting in any way at the expensé of
ihe arganization.

All covered persons are expected to regulate their getivities so us to avoid actual impropriety andior
the appearance of impropriety which might arise from the influence of those activities on business
decisinns of LifeCenter, orfrom disclosure or private use o' husiness aftairs oy plans of LifeCenier.

All covered persons must yearly complete a Conflict of Interest form disciosing any potenrial
canflicts, especiatly thase of financial, ¢thical or political nature. Employees, pléase also sce
LifeCenter's Persomnel Policy and Protedure Section Z: Conflics of Interest of the Personnel
Policy and Procedure Mapual{FHRJ0R.0-2) Employees whe wish to obtain work autside of his/er
LifeCenter duties must complete a Conflict of Interest Form for Employees with a Second Jdh,
This form is then reviewed sud approved by the employvee’s supervisor and the Executive Director
to ensure there 16 no conflice of interest and maintained jn the employee’s personne! file.

LifeCenter’s Exceutive Director, haard members, medical directors, assistanit medical directors,
and agents are 1 abstain from discussion or votes on their compensation. Medical directors,
assistant medical directors, and agents serving on any of the boards or comimitfecs of LifeCenter,
niust abstain from voting an issues that may directly affect their finaneial interests.

LifeCenter clinical staff thet have approved second jobs must abstain from working on paaczzl%
that may became a kirown potential organ er tissue donor i it 5 within theiv job at LifeCenter or
their approved second job.

Standard 4.1 - Outside Financial Intercsts

While not afl inclusive, the {oliowing will serve-as-a guide to the types of activities by a covered
person or kousehold miember of such a person, which might cause cunthets of intérest.

1. Ownership i or employment by, any outside entity that does. business wizh LifeCenier.
This does not apply to stock or other investinents in a publicly held corporation,
provided the valug of the stock or investments does not excend 585 of the corporation’s
stock. LifeCenter may, following a review of the relevant facts, permit employment or

Koy 5 Page 10 of 31 0441872022
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CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION

SHARED FOR LIMITED PURPOSE OF COMMITTEE INQUIRY -- DO NOT DISCLOSE

business decisions of Gift of Life or from disclosure or private iise of business affairs, initiatives, or
plans of Gift of Life.

STANDARD 4.1 OUTSIDE FINANCIAL INTERESTS

While not all inclusive, the following will serve as a guide to the types of activities by Gift of Life

Representatives, or household members of such persons, which might cause conflicts or interest;

Ownership in or empioyment (whether as an Employee, independent contractor or
otherwise) by any outside concern which does business with Gift of Life. This does not
apply to stock or other investments held in a publicly held corporation, provided the
value of the stock or other investments does not exceed 5% of the corporations’ stock..

Gift of Life may, following a review of the relevant facts, permit ownership interests in

such a concern which exceed these amounts, or employment in such a concern if the

Gift of Life President & CEQO concludes such ownership interests or employment will not

adversely impact Gift of Life’s business interest or the judgement of the Gift of Life

Representative.

Conduct of any business not on behaif of Gift of Life, with any vendor, suppiier‘

contractor, or agency, or any of their officers or employees,

Representation of Gift of Life by a Gift of Life Representatives in any transaction in which

he or she or a household member has a substantial personal interest.

Disclosure or use of confidential, special or inside information of or about Gift of Life,
particularly for the direct and indirect personal gain, profit or advantage of the Gift.of Life

Representative or a household member.

Competition with Gifi of Life by Gift of Life Represeritatives, directly or indirectly, in a
purchase, sale or ownership of properiy or property rights. or interests, business
opportunity, initiative or investment.opportunity.

if questions arise regarding the ability to engage :in'-.any_ action, or the appropriateness of any
action, Gifl of Life Representatives should seek guidance from the President and CEOQ.

9
GLDP-SFC.00186



	Operation Transplant.pdf
	OPO Report Documents.pdf



