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I. Introduction  

 

Organ Procurement Organizations (OPOs) are not-for-profit organizations responsible for 

the procurement of organs for transplant or research.1  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.”2  OPOs are legally permitted 

to recover organs, as well as provide education and support to donor families.3  Currently, there 

are 55 OPOs serving their designated service areas (DSA).4  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).5  

 

The Senate Committee on Finance has jurisdiction over health programs under the Social 

Security Act.6  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.7  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.8  CMS oversees this re-certification process for OPOs.  

 

In the entire history of the U.S. transplant system, CMS has never decertified an OPO.9  

Stakeholders have argued that because OPOs face little-to-no consequences for underperformance, 

CMS’s certification metrics need to be reformed.10  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 2021.11  This 

rule changed the way CMS measures OPO performance metrics by updating the transplantation 

and donation rate measures monitored every year.12  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.13  The goal of the new rule is to 

“revise the outcome measures for assessing OPO performance to ensure they are transparent, 

                                                 
1 UNOS, Organ Procurement Organizations, https://unos.org/transplant/opos-increasing-organ-donation/. 
2 42 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.   
3 Id.; 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. 
7 42 C.F.R. § 121.9-10 (2025), https://www.ecfr.gov/current/title-42/chapter-I/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/faqs/.  
10 42 C.F.R. Part 486, supra note 2. 
11 Id.; Centers for Medicare and Medicaid Services, supra note 3.  
12 42 C.F.R. Part 486, supra note 2.  
13 Id.; 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.). 

https://unos.org/transplant/opos-increasing-organ-donation/
https://www.govinfo.gov/content/pkg/FR-2021-02-02/pdf/2021-02180.pdf.42
https://www.cms.gov/newsroom/fact-sheets/organ-procurement-organization-opo-conditions-coverage-final-rule-revisions-outcome-measures-opos
https://www.cms.gov/newsroom/fact-sheets/organ-procurement-organization-opo-conditions-coverage-final-rule-revisions-outcome-measures-opos
https://www.cms.gov/blog/transplant-eco-system-role-data-cms-oversight-organ-procurement-organizations
https://www.cms.gov/blog/transplant-eco-system-role-data-cms-oversight-organ-procurement-organizations
https://www.finance.senate.gov/about/jurisdiction
https://www.ecfr.gov/current/title-42/chapter-I/subchapter-K/part-121
https://www.cms.gov/regulations-and-guidance/guidance/manuals/downloads/som107ap_y_opo.pdf
https://www.opodata.org/faqs/
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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.”14 

 

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.”15  In that letter we called on CMS to “[r]emove 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.”16  We have repeatedly made clear that including only pancreata islet cells 

for transplant is consistent with Congressional intent.17  OPO’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.”18   

 

                                                 
14 Centers for Medicare and Medicaid Services, supra note 3. 
15 Letter 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%20Young%20Transplant%20System%20RFI%

20letter.pdf.  
16 Id.  
17 Id. 
18 Id. 

https://www.finance.senate.gov/imo/media/doc/040722%20Wyden%20Grassley%20Young%20Transplant%20System%20RFI%20letter.pdf
https://www.finance.senate.gov/imo/media/doc/040722%20Wyden%20Grassley%20Young%20Transplant%20System%20RFI%20letter.pdf
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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.19  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.20  

 

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.21  This investigation focused on potential conflicts of interest and abuse of taxpayer 

money by these OPOs and their executives.22  

 

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-. 
20 Id. 
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.)  
22 Id. 

https://www.finance.senate.gov/chairmans-news/wyden-grassley-cardin-young-raise-alarm-over-dramatic-increase-in-pancreata-procurement-
https://www.finance.senate.gov/chairmans-news/wyden-grassley-cardin-young-raise-alarm-over-dramatic-increase-in-pancreata-procurement-
https://www.finance.senate.gov/chairmans-news/wyden-grassley-cardin-young-investigate-organ-donation-system-for-potential-self-dealing-and-financial-conflicts-of-interest
https://www.finance.senate.gov/chairmans-news/wyden-grassley-cardin-young-investigate-organ-donation-system-for-potential-self-dealing-and-financial-conflicts-of-interest
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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.  

 

II. 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. 
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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.  

 

III. 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 RFI.23  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.24  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.”25  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.26 

 

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.’”27  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 Letter from Senate Finance Committee, supra note 15.  
24 Id.  
25 Letter 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.   
26 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.  
27 85 F.R. 77898, at 169, https://www.federalregister.gov/d/2020-26329/p-169.  

https://www.grassley.senate.gov/news/news-releases/bipartisan-senators-meet-with-hrsa-cms-officials-to-discuss-organ-transplant-modernization-and-reform
https://www.grassley.senate.gov/news/news-releases/bipartisan-senators-meet-with-hrsa-cms-officials-to-discuss-organ-transplant-modernization-and-reform
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.28 

 

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 I diabetes.29  

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.30 

 

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.”31  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.32  

 

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.”33  Finally, CMS’s language in the 

preamble to the December 2020 FRN states: 

 

                                                 
28 Lenny 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.  
29 85 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.).  
31 85 FR 77898, supra note 27.  
32 42 U.S.C. § 273(c).  
33 H.R. Rep. No. 108-726, at 2 (2004).  

https://www.washingtonpost.com/health/2023/03/20/organ-transplant-groups-pancreas-collection/
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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 . . . .34  

 

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.”35  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.36  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 2022.37       

Despite CMS’s belief that this requirement would continue to have minimal impact,38 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.”39 
 

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.40  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). 
35 Id. (emphasis added). 
36Id.  
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 Letters from OPOs, supra note 30. 

https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2808963
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were used on research specific to islet cell transplantation.41  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.42  

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.43  

 

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.44  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.45  These arrangements 

fell loosely into three categories: 

 

● 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;  

 

● In-house research conducted by the OPO or a closely affiliated 

research entity; or 

 

● Research clearinghouses and biobanks.  

 

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

research:  

 

● Significant variation of due diligence conducted by the OPO to 

validate that the research protocols were consistent with the CMS 

                                                 
41 Id. 
42 Id. 
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 Letters 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;  

 

● Questionable practices to validate whether pancreata were actually 

used for research; and  

 

● 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.46  In fact, some OPOs egregiously benefited from the loophole, inflating their 

performance metrics without advancing research, which directly contradicts the law’s intent.47   

 

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.48  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.49 

 

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.50  Therefore, many of the OPOs did not submit research protocols for some or all of the 

projects for which they supplied pancreata.51  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”—let alone 

                                                 
46 Letters 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. 
48 Letters 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 Letters from OPOs, supra note 30.  
50 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 OneLegacy, 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.52  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.53  

 

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.54  Additionally, 

these OPOs included the research protocols and study purposes at the institutions and facilities 

which received the pancreata.55  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.”56  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.”57  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.58  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.59  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.60  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=_dFeP9DKBNYC&pg=PR23&source=gbs_selected_pages&cad=1#v=onepage&q&f=false.  
53 Letters from OPOs, supra note 30. 
54 Id.   
55 Id.   
56 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 Id.  
60 Id.  

https://books.google.com/books?id=_dFeP9DKBNYC&pg=PR23&source=gbs_selected_pages&cad=1#v=onepage&q&f=false
https://www.cms.gov/files/document/qso-24-19-opo.pdf
https://www.cms.gov/files/document/qso-24-04-opo.pdf
https://www.cms.gov/files/document/qso-24-04-opo.pdf
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In the current survey process, the State Operations Manual mentions “islet cells” twice.61  

Both instances require the number of organs used for research per donor, including pancreata used 

for islet cell research, to be reviewed.62  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.63  The current survey guidance is silent on the types of documents that CMS expects 

OPOs to maintain.64   

 

IV. 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.65  CMS surveys OPOs every four years to 

determine compliance with these requirements.66  As described by CMS, “[t]he purpose of the 

survey process is to determine whether the OPO meets all applicable statutory and regulatory 

requirements.”67  Surveys are unannounced and accomplished through observations, interviews, 

and document/record reviews.68  As part of this survey process, OPOs must have bylaws in place 

to address conflicts of interest.69  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.”70  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.”71 

 

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 Id. at 37 (The number of organs used for research per donor, including pancreata used for islet cell research.). 
63 Id. 
64 Id.  
65 Id. at 3. 
66 Id. at 36. 
67 Id. at 3. 
68 Id.  
69 Id. at 5-6. 
70 Id. at 51. Z094 (Rev. 115, Issued: 05-23-14, Effective: 05-23-14, Implementation: 05-23-14) (Standard) §486.324(d). 
71 Id.  

https://www.cms.gov/regulations-and-guidance/guidance/manuals/downloads/som107ap_y_opo.pdf
https://www.cms.gov/regulations-and-guidance/guidance/manuals/downloads/som107ap_y_opo.pdf
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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.”72  

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.”73  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.74  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.”75   

 

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.76  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.77  

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.78 

 

As a result of these and other apparent financial conflicts between OPOs and outside 

entities, Senators Grassley and Wyden sent a letter on September 5, 2023, requesting answers 

about certain OPOs’ financial interests and business relationships.79  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 Letter 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%20to%20HHS%2023Oct2020.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.  
73 A 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%20Memo%20(FOR%20RELEASE)%20on

%20website.pdf.  
74 Id. 
75 Id. (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 Letter 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%20Young%20Letter%20to%20NA

SEM%20-%20conflicts%20of%20interest%20organ%20procurement.pdf.  
77 Id.  
78 Id.  
79 Press release, supra note 21. 

https://www.finance.senate.gov/imo/media/doc/FinalSIGNED%20-%20Grassley%20Wyden%20to%20HHS%2023Oct2020.pdf
https://www.finance.senate.gov/imo/media/doc/FinalSIGNED%20-%20Grassley%20Wyden%20to%20HHS%2023Oct2020.pdf
https://www.bridgespan.org/getmedia/4905f7a5-41d7-4240-bd31-0017ec500029/Bridgespan-OPO-Report-FINAL-Appendix-A.pdf
https://www.bridgespan.org/getmedia/4905f7a5-41d7-4240-bd31-0017ec500029/Bridgespan-OPO-Report-FINAL-Appendix-A.pdf
https://www.finance.senate.gov/imo/media/doc/UNOS%20Hearing%20Confidential%20Memo%20(FOR%20RELEASE)%20on%20website.pdf
https://www.finance.senate.gov/imo/media/doc/UNOS%20Hearing%20Confidential%20Memo%20(FOR%20RELEASE)%20on%20website.pdf
https://www.finance.senate.gov/imo/media/doc/111722%20Wyden%20Grassley%20Cardin%20Young%20Letter%20to%20NASEM%20-%20conflicts%20of%20interest%20organ%20procurement.pdf
https://www.finance.senate.gov/imo/media/doc/111722%20Wyden%20Grassley%20Cardin%20Young%20Letter%20to%20NASEM%20-%20conflicts%20of%20interest%20organ%20procurement.pdf
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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.80  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.81  For seven of the OPOs, 

“[c]ompensation includes direct and indirect remuneration as well as gifts or favors that are 

substantial in nature.”82 
 

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.83  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.84 

 

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.85  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.86  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.87  All of the OPOs require 

                                                 
80 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 Id.  
82 MTN 000941; DCIDS-SFC-000001-2; Versiti Conflict of Interest Policy (page 2 of 7); LODN 000675.  
83 LifeShare_000860; DCIDS-SFC-000001. 
84 MTN 000940; DA-SFC-000808; Versiti Conflicts of Interest Policy, Exhibit B, at 1. 
85 MTN 000941; LifeShare 000861; DA-SFC-000811; DCIDS-SFC-000004-05; Versiti Conflicts of Interest Policy, at 4; 

LODN000678; GLDP-SFC-00196; GLDP-SFC-00199; GLDP-SFC-00200. 
86 Id.; LODN000678. 
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.88  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.89 

  

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.90  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.91  

 

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.92  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.93 

 

d. Types and Numbers of Reported Conflicts 

 

Between 2015 and 2023: 

 

● MTN reported 20 conflicts involving outside employment, 2 

outside board membership conflicts, and 1 reported 

shareholder/investment interest;  

 

● LifeShare reported 22 outside employment conflicts, 8 outside 

board membership conflicts, and 3 conflicts involving family 

members of covered persons;  

 

● Donor Alliance reported 7 outside employment conflicts, 8 

outside board membership conflicts, 1 family member conflict, 

and 4 non-profit/foundation membership conflicts;  

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

LODN000676; GLDP-SFC-00202 
89 LODN000676 (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). 
90 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 Id. (The policies differ slightly in their language but the above captures the spirit and legal landscape of each 

policy).  
92 DCIDS-SFC-000002-03; LODN000676; Versiti Conflicts of Interest Policy, at 5-6. . 
93 Id.   
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● TN/NM Donor Services reported 2 outside employment 

conflicts, 2 outside board membership conflicts, 1 family 

member conflict, and 1 shareholder conflict;  

 

● LifeCenter reported 53 conflicts involving outside employment, 

6 conflicts involving family member employment, 6 ethical 

conflicts, and 18 financial conflicts;  

 

● Gift of Life Donor Program reported 7 conflicts involving 

outside board service, 5 financial conflicts, and 8 conflicts 

involving outside employment, and  

 

● 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.94 

 

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.95  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. 
95 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.96  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.97  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.98  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.”99  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.  

 

 

 

                                                 
96 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/.  
97 Id. 
98 Lenny Bernstein, supra note 28. 
99 Department of Health and Human Services, supra note 52. 

https://aopo.org/aopo-statement-on-senate-finance-committee-letters-to-opos-on-pancreata-for-research/
https://aopo.org/aopo-statement-on-senate-finance-committee-letters-to-opos-on-pancreata-for-research/
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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.100  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.101  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.102  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.103  Additionally, many policies gave employees multiple options for who they 

can report to—whether it be to various executives, boards, or committees.104  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 LifeCenter Corporate Compliance Program, LODN000485, at 10; Donor Alliance COI at DA-SFC-000810. 
103 LODN000676 (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 Id.   
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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.105  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.  

 

VI. 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.106  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/.  

https://optn.transplant.hrsa.gov/data/view-data-reports/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.107  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 

OPOs 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%20of%202024%2C%20170%20million%20people%20in%20the,donation.%20That%E2%80%99s%20why

%20more%20willing%20donors%20are%20needed.  

https://www.donoralliance.org/newsroom/donation-essentials/how-many-people-are-organ-donors/#:~:text=As%20of%202024%2C%20170%20million%20people%20in%20the,donation.%20That%E2%80%99s%20why%20more%20willing%20donors%20are%20needed
https://www.donoralliance.org/newsroom/donation-essentials/how-many-people-are-organ-donors/#:~:text=As%20of%202024%2C%20170%20million%20people%20in%20the,donation.%20That%E2%80%99s%20why%20more%20willing%20donors%20are%20needed
https://www.donoralliance.org/newsroom/donation-essentials/how-many-people-are-organ-donors/#:~:text=As%20of%202024%2C%20170%20million%20people%20in%20the,donation.%20That%E2%80%99s%20why%20more%20willing%20donors%20are%20needed
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April 14, 2023 

The £-iont>rable Ron Wyden 
Ch:iinuan 
Committee on Finance 
219 Dirksen Senate. Office Building 
Washingto11, DC 20510-6200 

The Honorable Benjamin L. Cardin 
Member 
Coinmittee on Finance 
219 Dirksen Senate Office. Building 
Washington, DC 20510~6200 

Re: Re.spoil$e to March 20, :2023 Lctt~r 

llog~n Lq\lcll:!: US LLP 
tolulllbia Square 
555 Thirtccilth Street, NW 
Was~ington. DC :!(1004 
T 
.F 

Th~ Honorable Chnrk-s E. Grassley • 
Member 
Committee Qn Finance 
219 Dirksen Senate Office Building • 
Washington, DC 20510-6200 • 

The Honorabl~ Todd Young 
Member 
Co1ninittee on Finance 
219 Dfrksen Senate Office Building. 
Washington, DC 20510-6200 

Dear Chainrtan Wyden and Senators Grassle),\. Cardin, arid Young: 

On behalf of. our client, Donor Alliance ('~Donor Alliance'' or the "OPO"), we ate-responditig to 
your letter dated March 201 2023 (the ''March 20 Lener"), which was addressed 10 CEOJeiinifet 
Prfoz. Donor Alhance appreciates. the. oppo1tunity to assist the Finance Committee with this 
important inquiry. Attached to this letter is D011ot Alliance's 1:esponseto the March20 Lettei-: • :: 

The submission of this infom1ation does not \vaive, nor is it intended to waive, any rights, 
privileges. or im111unities of Donor Alliance With respect to this. matter; including any applicable 
attorney-client~ work product,. or other privilege or immunity. Moreover. to the extent that non
responsive information h.as inadVer.tently been disclosed, Donor.Alliance does n.ot agree to any 
expansion : 111 the scope of the. Conimittee's Letter. Donor Alliance expressly resetves any 
applicable rights, pri\iile.ges and immunities to which it is entitled under applicable law. 

The Jesponses in this letter may include confidential business infom1ation aud sensitive details 
regarding Donor Alliance's internal business practices and should therefore be kept contidemial. 
Because oftbe schsitive nature of this infonnation, in the event that the Committ.ee intends, during 
its inquity into this matter, to disclose any Dono.I' A.lliance info11nation contained irt this lettei" to. 
any other person, Donor Alliance requests that it be given oilc week advance notice in order to 
permit it to addr~ss the i.ssue w.ith the Committc~. Similarly, iri the event that the Cqromittec 
intends .. to disclose any of this information in any public forum or to a third party who does 11ot 
expressly agree to maintain the confidentiality of the infotmation, Donor Alliance requests .that it 
be given one week advance 11otice in order to petmit it to adcb·e.s.s the issue with the Committe.e. 
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Ifyou have any questions i"egarding the contents of this letter, please do not hesitate to contact me 
at 

Attachment 

Sincerely, 

Aaron Cutler 
Counsel for Donor Alliance 
Part11er 
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Donor Alliance's Response to the Letter of March 20
1 

2023 

Before turning to the Requests in the March 20 Letter, we would first like to offer some context 
about Donor Alliance. By way of introduction, Donor Alliance 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 National Institute of Standards and 
Technology ("NIST") of the U.S. Department of Commerce, is the nation's only Presidential 
award for pcrfonnance excellence. According to NIST, it is the highest !eve.I of national 
recognition for performance excellence that a U.S. organization can receive. Donor Alliance is 
one of only three OPOs to have ever received this prestigious award; however, our work is not 
done. 

Donor Alliance 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 growth. 

Due to Donor Alliance's efforts, Colorado and Wyoming maintain some of the highest percentages 
of individuals joining the state donor registries in the country. Colorado led the country in 2022 
with a 66% registration rate, \Vyoming 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 
fuel Donor Alliance's growth, In 2022, for example, Donor Alliance facilitated 829 organ 
transplants (excluding pancreata for research), which is a Donor Alliance record and a 29(Vil 
increase over 202 l perfonnance. 

Donor Alliance also recognizes the importa11cc 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. ln 2022, the first full year of our 
partnership with the University, Donor Alliance successfolly placed 130 pancreata for research. 
As you will see in our responses to Requests 1. 3, and 4, the data show a significant increase in the 
number ofpancreata recovered by Donor Alliance and accepted for research by the University of 
Colorado. Within the University of Colorado system, the pancreata are specifically being utilized 
by the University of Colorado Anschutz Medical Campus Biobank for its ongoing research 
projecls. 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 never rest in our commitment to honor all donors 
and donor families through donation and transplantation. We continue to invest in tools and 
technology to maximize all donation opportunities in our quest to maintain Tier l status for 
donation rate under the CMS perfonnance metrics and reach Tier 1 status for transplant rate. 
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Donor Alliance is committed to continuous improvement and remains steadfast in its goal of 
ensuring that the United States remains the leader in organ donation and transplantation. 

*** 

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

Response to Request I: Donor Alliance presents the foUO\ving table showing, in the first 
row, the total number ofpancreata recovered by the OPO, per year, from 2018 to 2022. In the 
interest of completeness, Donor AlUance is 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 reflected in the second row. Although these pancrcata-werc 
recovered, but not ultimately used, they arc not reflected in Donor Alliance's pcrfonnance 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 2021 2022 
Pancreata 13 20 11 ,-., 161 
Recovered 
Pancreata 0 4 2 6 6 
Recovered and 
Discarded (unable 
to place for 

I transplant or 
research) I 

Donor Alliance recognizes the importance of increasing both transplantation and the u_tilization of 
pancreata for research. Of note, the 161 pancreata recovered by Donor Alliance in 2022 includes 
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 pancreata recovered in 2022. 

Request 2: The total number of pancreata successfully placed for trnnsplant by your OPO, per 
year, from 2018 to 2022. 

Response to Request 2: Donor Alliance presents the following table showing the total 
number of pancreata successfully placed for transplant by the OPO, per year, from 2018 to 2022. 

Jan 1-Dcc 31 2018 2019 2020 2021 2D22 I 

Pancreata 11 15 7 17 25 ; 
' Successfully I 

' 
Placed for I 

Transolant I 
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 ofpancreata accepted for research, per year, from 2018 to 2022. 

I Jan 1-Dec 31 2018 2019 2020 12021 ! 2022 I 
I Pancreata 2 I 2 2 ! 130 

I I Accepted for 
I Research i 

Request 4: The total number of pancreata recovered for research and transplant reported as pmt 
of CMS's performance metric calculations, per year, from 20 I 8 to 2022. 

Response to Request 4: Donor Alliance presents the following table, which shows the total 
number ofpancreata recovered for research and transplant reported by the OPO as part ofCMS's 
performance metric calculations, per year, from 2018 to 2022, 

Jan 1-Dcc 31 2018 2019 2020 2021 2022 I 
Pancreata 13 16 9 19 155 l 
Recovered ' 
for Research i I 
and 

I Transplant ' 
Combined I 

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

Response to Request 5: Donor Alliance presents the following table, which shows the total 
number of pancreata recovered by the OPO for research specifically focused on islet cell 
transplantation, per year, from 2018 to 2022. The data in the table reflects partnerships maintained 
between Donor Alliance and the University of Colorado's Barbara Davis Center for Childhood 
Diabetes and the International Institute for the Advancement-of Medicine ("IIAM"), respectively. 
The Barbara Davis Center's research mission entails identifying preventive therapies, treatments, 
and a cure for Type 1 Diabetes. 1 IIAlv:1 ls a highly specialized non-profit organization that pa11ners 
with OPOs and global research institutes to provide "non-transplantable organs to the medical 
research community for purposes of com batting and curing disease. " 2 

Jan I-Dec 31 2018 2019 2020 
Pancreata 2 1 12 
Recovered for 
Research 
Focused on 

I 
lslet Cell 

1 Transolantation 

1 https://mcdschool .cuanschutz.edu/barbara-davis-ccntcr -for-diabetes. 
"https:/!iiam.orgiubout-iiam/. 
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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 Child.hood 
Diabetes. In 2017, Donor Alliance entered into an agreement with the Barbara Davis Center for 
islet cell research. In an effort to supply more recovered pancreata for research generally, and islet 
cell research in pa11icular, Donor Alliance entered into the aforementioned research agreement 
with the University of Colorado's Biobank in November 2021. As pa11 of this collaboration, the 
Barbara Davis Center will have increased access to functional pancrcata islet cells for ongoing 
research projects. As a result, Donor Alliance expects to see an increase in pancreata islet cell 
research within its DSA in the coming years. 

Request 6: How many total donors your OPO reported as part of CMS's perfonnance metric 
calculations, per year, from 2018 to 2022. 

Response to Request 6: Donor Alliance presents the following table, which shows the total 
number of donors the OPO reported as part ofCMS's perfonnance metric calculations, per year, 
from 2018 to 2022. 

Jan 1-Dec 31 2018 2019 2020 2021 2022 
Donors 160 191 215 232 272 
Reported as 
Part of CMS 
Perfonnance 
Metric 
Calculations 

This table, with a 70% increase in donations from 2018 to 2022, illustrates the strong basis t1pon 
which Donor Alliance has achieved and maintained its Tier I 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: Donor Alliance presents the following table, showing the total 
number of donors the OPO reported as part of CMS 's perfonnance metric calculations who only 
had a pancreas removed for research, per year, from 2018 to 2022. 

Jan 1-Dec 31 2018 2019 2020 2021 2022 ' ' 
Donors Who 0 0 0 0 0 
Only Had a 
Pancreas 
Removed for 
Research 

As a matter of practice, Donor Alliance only facilitates an organ recovery with intent to transplant 
one or more organs, Donor Alliance does not facilitate cases to only recover pancreata for 
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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 not accepted by a transplant center. In these cases, 
Donor Alliance may be able to facilitate a pancreas for research. 1n 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 pancrcata 
were successfully accepted for research by the OPO's partners. 

Finally, Donor Alliance is providing two standard operating procedures related to protocols for 
pancreas recove1y produced by the OPO staff from 2018 to 2022. First, Donor Alllancc is also 
providing the OPO's standard operating procedure entitled, "Organs for Researcb (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 proc·edure 
entitled, "Organ and Tissue Research Sample Request Approval Process," at DA-SFC-000003 -
DA-SFC-000007. This document outlines Donor Alliance's process for reviewing and approving 
outside requests for organ and/or tissue 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 pancrcata for rcscarcl1 
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 this research. 

Response to Request 8: Donor AUiance -is producing copies of the associated research 
protocols for pancreata procured for each study, per year, from 2018 to 2022, as well as supporting 
documents. See DA-SFC-000008-000 I 02. 

• 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 Anschutz Medical 
Campus. 

o Studies under the umbrella of the University of Colorado 21-4748 Protocol include: 

• University of Colorado Ctmcer Cente,-: Organoid and Tissue Modeling 
Shared Resource ("OTMSR"). 

There is no separate research (lRB) protocol for this st11dy as it is cowrcd 
under umbrella protocol 21-4748; HHS Grant P30CA046934 (award 
abstract 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 nonnal organoids from 
donor specimens as well as to develop and finctune methods to be able to 
develop organoids from pre-malignant and malignant lesions of pancreatic 
specimen from patients. Established nonnal organoids are available to 
investigators and research programs investigating pancreatic diseases. 

• University of Colorado Departme11t of lmmmwlogy: Control of Cytotoxic 
Lymphocytes by Polymorphic KIR3SL3. 

There is no separate research (IRB) protocol for this study as it is covered 
under umbrella protocol 21 A748. This study utilizes pancreatic specimens 
in suppo11 of ongoing funded research: 1R56AI155729-0 I; PI: Paul Nonnan 
PhD, and Liyen Loh PhD, 

Major Goals: KIR are among the most polymorphic human genes, and in 
addition to differential conh·ol of infections and cancers, their diversity is 
associated with susceptibility to reproductive disorders and autoimmunity. 
In this project_, the researchers describe the biological function and 
immunotherapeutic potential of K[R3DL3, a putative inhibitory receptor of 
undctem1ined function and tissue distribution. Mmwscript under review: 
Journal: Science Immunology, Manuscript Number: adc5343, Title: 
Polymorphic KIR3DL3 expression modulates tissue-resident and innate-like 
T cells (draft attached at DA-SFC-000066-DA-SFC-000101). 

• Studies not under the umbrella of21-4748 with separate attached protocols: 

• Protocol 17-1933; Dynamics of Human Pancreas Function and COMTRB 
Approval1 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, Pl: Sana 
Karam, MD, PhD-Associate Professor Radiation Oncology - Anschutz, at DA
SFC-000015 -DA-SFC-000026. 

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

• The IIAM Islet Cell research protdcol 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 HAM 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 partnership with the HAM and the University of Colorado, respectively. 

Jan I-Dec 31 2018 2019 2020 2021 2022 ' IIAM: 2 I 2 I I 
Pancreas for 
Research 
Accented 
University of 0 0 0 I 129 
Colorado: 
Pancreas for 
Research 
Accented 

With respect to financial transactions behveen Donor Alliance and the associated researchers or 
their institutions related to research involving the recove1y of pancreata, Donor Alliance presents 
the following table. This table shows, in the first row, fees paid to Donor Alliance from research 
organizations to cover the costs associated with the recovery of each pancrcata for research. In the 
second row, the table shows the dollar amount of research grants funded by the Donor AIUancc 
Foundation for medical research specific to pancreata. The Foundation was created by Donor 
Alliance in December 1993 as a nonprofit 50l(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 larger sca1e research effotts with respect to 
pancreata within the OPO's DSA. 3 

Jan 1-Dec31 2018 2019 2020 
Fees Paid to Donor $4,000 0 $4,000 
Alliance on 
Reimbursement 
Basis from 
Research 
Organizations for 
Pancreata 
Donor Alliance 0 0 0 
Foundation-
Funded Research 
Grants for Medical 
Research Specific 
to Pancreata 

##### 

) https://\vww.donora!liance.orgiw!Jo-we-are/foundation/. 
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tIONES D1:\.Y 

!rl LOl;ISIANAAVENUE;N.W. • WASH!NG,ON. 0 C 2000:.2 ; 1_3 

iELEPHONE 

CONFIDENTIAL 
April 7, 2023 

VIA ELECTRONIC MAIL TO COMMITTEEON FINANCESTAFF 

The Honorable Ro11 Wyden 
United States Senate 
221 Dirksen Senate Office Building 
Washington, DC 20510 

The Hoporabfo Be.n Cardin 
United States Senate 
509 Hart Senate Office auilding 
Washington, DC 205 IO • 

The Honorable Chclrles·E. Gra.ssley 
United States Senate 
135 Hart Senate Office Building 
Washington. DC 2051.0 

The Hotiorable Todd Yoimg 
United States Senate 
185 Dii-ksen Senate Office Building 
Washii1gton, DC 20510 . 

.RE: March 20, 2023 Letter to lndiana Donor Network 

Dear Chairmati Wyden, Senator Grassley, Senator Cardin, and Senator Young: 

We submit this Jetter on b¢halfof Jndiana Donor Network in response to your letter of 
March 20j 2023 .. Your letter sets forth requests for certain inforrpation concerning Indiana Doi1or 
Network's recovery of pancreata. for research purposes-particLilarly after CMS chose to include 
such pancreata in its transplant perfonnance metric under the 202.1 OPO Final Rule. Indiana Dort0t· 
Network a,ppi:e.ciates the Committee on Finance's continued work to imprm:>e tbe U.S. organ 
dot1ation and transplantation system and is.happy tQ accomtnociate your requests. 

lnfcm:nation responsive to your requests is $et f01th below. Doc.uments containing 
rcsp01i$ive infonuation havc.al.~w been collec.ted from Indiana Donor Network and will be sent to 
our staff via se arate FTP. The password for the 7-i.ip file containing (hose documents :wm be: 

; In<liana Dqnor .Network requests confidential treatment of all 
documents and infonnatioti produced to the Committee. 

:SACK GROUND 

Indiana Donor Network in no way relies on the recove1y of research pancreata to drive 
perfortnai1ce. In fact. removing pancreata for research entirely fr<>m the equation, Indiana Donor 
Neiwork's records 1·eflect thattransplan.ted organs have increased by53%-i'nore than 330 organs 
per year-since 2018; as a result ofltidiana Donor Network's transplant recovery efforts. 

AMSTERDAM • AilANTI, • 8EIJINC. • BOSiOI~ • SRiSBANE!° • BRIJSS.ElS • CHICAGO • CLE'/E°LA.tlO • COlUMSUS • .DAU.AS • OE!F!OIT 

ouaAt • oussElDORF • FRANKfURT •• HoN·a 11oi;o ; 1-10.u.sl'QN • • 1Rv11ie. • • LONDON • Los ANGELfs • -~JAOR10 • Me~aouRr,;, 
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.JONES DAY 

Pancreata arc used by Indiana Donor Network in connection with research on(v {!'rejected 
for tra11sp/a11t, 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 reflected in documents 
being produced in response to Request No. 7 in your March 20 letter, there were only six cases 
from 2018 to 2022 where the sole organ recovered was a pancreas used in research--and all 
invofred situations where other organs intended to be recovered for transplant were deemed not 
viable. During that same time, Indiana Donor Network cared for 1,206 organ donors in total, as 
calculated by the CMS pe1fonnance 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. 

Although increasing the total number of organs transplanted is and always will be Indiana 
Donor Network's overriding focus, 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 include collaborations with 
internationally renowned academic centers on subject matier as varied as liver perfusion and 
xenotransplantation. h1diana Donor Network also operates its own 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 freeing up resources for 
Indiana Donor Nel\vork's partner hospitals, To make this system work, Indiana Donor Net\vork 
must continually educate recovery center staff on clinical operations; research organs-including 
pancreata-are a necessary element in this education and development. Indiana Donor Network 
documents all pancreata and other organs placed for such research purposes. And pancreata 
represent a small pa1i of these research efforts, comprising only 22% of research organs recovered 
by Indiana Donor Network since the start of20r8, 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 include research pancrcata in the transplant pe1fomrnnce 
metric under the 2021 OPO Final Rule. A standalone metric for research organ recovery might 
make good policy. but CMS's decision to include research organs among transplanted organs for 
purposes 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 perfonnance, 

Yet the reality is, CMS did choose to assess the performance of Indiana Donor Network, 
and all other OPOs, based in part on the number of pancrcata placed for research. In doing so, the 
regulator grading Indiana Donor Nehvork's perfonnance has signaled the impo11ance of such 
research recovery efforts, and Indiana Donor Network has sought to comply. Although a minimul 
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 in Indiana Donor Network's internal data presented below. 
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RESPONSES TO REQUESTS IN MARCH 20 LETTER 

REQUEST NO. 1 

-JONES DAY 

The total number ofpancreata recovered by your OPO, peryear.ji·om 2018 to 2022. 

The following table provides the total number of pancreata recovered by Indiana Donor 
Net\vork yearly from 2018 to 2022, according to Indiana Donor Net\vork's records. 

>·'/ /-/<) £~:~~~~'-'. :/iii~'.:;:==== 
2018 36 
2019 30 
2020 39 
202! 5! 
2022 177 

TOTAL 333 

REQUEST NO. 2 

The total number of pancreata successful~v placed /Or transplam by your OPO, per year, 
.fi'om 20 l 8 to 2022. 

We were uncertain whether Request No. 2, in requesting data on pancreata "placed for 
transplant," seeks annual inf01mation on the total number ofpancreata successfully tram,planted 
or the total number of pancreata successfully allocated to a transplant center. To accommodate the 
Committee, the tables below provide both sets of data from 2018 to 2022, according to Indiana 
Donor Network's records. 

r~◊iJj~ ~~!~~11~~ :t;tii¾ ,~ttili 
2018 28 201 S 35 
2019 18 2019 22 
2020 29 2020 35 
2021 28 2021 35 
2022 30 2022 34 

TOTAL 133 TOTAL 161 
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REQUEST NO, 3 

.JONES DAY 

Th.e t,otal number o.f pa11creati1 platedfor research by your OPO, per year, fhm1 2018 to 
2022: 

The table. below sets out the total nuinber of panct;eata Indiana Donor Network placed 
annually fot research from 2018 to 2022, according to Indiana. Donor Network'~ records. As noted 
above, sirtce 2021, Ihdi.ana.Donor Network has placed a greater emphasis on placing reseaz-ch 
pancreata in. light ofthe CMS 2021 OPO Final Rule. 

REQUEST NO. 4 

2019 
2020 
20.21 
2022 

TOTAL 

~?1~l 
.2 
9 
5 
l7 

144 
[77 

The Iota.I mmiber Qf pancreata reco.vered for research and tm11splcmt reported as pati of 
CMS's peiformance metric c<.dcu/ations, per year, J;-om 2018 to 2022. • 

The follQwing table presents the total nuinber of pancreata Indiana Donor Network 
recovered for research and trai1splant and reported to CMS .as part of CMS 's pe1f01manc~ metiic 
calculations from2018 through 2022, &c~ording to. hidiana Donor Nenv.ork's records. 

2018 30 
2919 27 
,2020 34 
2021 45 
2022 174 

TOTAL 310 
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REQUEST NO, 5 

.-JONES DAY 

The total number of pa11creata recm•eredfbr research specifica!IJ' .fUcused on islet cell 
transp/anta!ion by your OPO, peryear.jiwn 2018 to 2022. 

The table below sets fo1th the annual total number of pancreata Indiana Donor Network 
recovered for research focused on islet cell transplantation yearly from 2018 to 2022, according to 
Indiana Donor Network's records. 

_,,-,,,.,-_,;-:;:-_. -:::. -.. :: ->t.::i:"sie·i,,Cfin/·_·,i/:::-:-
\\t~-~i\'.-:;; R~~,-~~kRa~i~-iif1~>:_ 

2018 0 
2019 3 
2020 I 

2021 5 
2022 2 

TOTAL 11 

REQUEST NO, 6 

How many total donors your OPO reported as part ofCMS's pe1.formance metric 
calculations, peryear,from 2018 to 2022. 

The following table presents the total number of donors Indiana Donor Network reported 
to CMS as pa1t of CMS's performance metric calculations annually from 2018 to 2022: 
according to Indiana Donor Network's records. 

,,,_-:,-_,,._- ... ,.,.·.-._._:,:-· .. ·.-;-,- ,-. .-es·.;-::, 

Yf_fl:J~:'.; t:aN-f~----~~j-~,; __ :;: 
2018 170 
2019 
2020 
2021 
2022 

TOTAL 

188 
238 
276 
334 
1206 
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REQUEST NO. 7 

,JONES DAY 

How many total donors your OPO reported as part of CMS's pe,formance metric 
calculations who only had a pancreas removed for research, per year, from 2018 to 2022. Any 
guidance documents on protocol for pancreas recol'ery produced by the GPO stajf_f,-0111 2018 to 
2022. 

The following table reflects the total number of donors Indiana Donor Network 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 donor for any other purpose), according to Indiaha Donor 
Network's records. 

t\\\'·} _ _,;,;_ :,_:o __ ---R_'~e)mo•:)•-!1,-·-/,'it!d: rc_::o-;r:'s_'._·;'-,· 

:p~:{f ;:~i?i ini~~aic'i-j-::•c 

2018 0 
2019 0 
2020 0 
2021 
2022 5 

TOTAL 6 

Additional support for the foregoing figures, as well as documentation and data identified 
as responsive to Request 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, 

/~~ 
E. Stewa11 Crosland 

Enclosure (via separate FTP) 
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The Honorable Ron Wyden 
Chairman-
Committee art Financ.e 
United States Senate 
Washington, OC20510 

The Honorable Charles E. Grassley 
Member 
committte of Finance 
United States Senate 
Washingtort, DC .. 20510 

The Honorable Todd Young 
Member 
Committee on Finance 
United States Senate 
Washington, DC 20510 

The Honorable Mik.e Cr~po 
Rankin~ Member 
Committee on Finance 
United Stat.es Senate 
Washington, DC20510 

The Honorable B.enjamin L. Cardi.n 
Member 
Committee on Finance 
United States Senate 
Washington, DC 20510 

Dear Chairman Wyden, Ranking Member Crapo and Committee Membersf 

We are pleased to provide the U.S. Senate, Committee on Finance {the Committee) the · 
information requested regarding Llfebaric's (OHLB or Lifebant) recovery practices specif/cally 
related to pancreata recovered for both resean;:h and transplantation from 2018 to 2022. We 
applaud this Committee's efforts in ensuring the integrity and ~sage of the predous gifts that. 
thousands of Americans donate upon the.ir death each year . 

. Lifebanc has. proudly served Northeast Ohio's con,munitieswith the opportunity for organ and 
tissue donation since l5l86 when establishedas one of the original seven independent organ 
procurement organizatlons (OPO) in the U.S. We have been committed to upholding the 
st.andards. of not only the regulatory bodies that' regl!late our daily practices including the 
• Centers for Medkare and Medicaid Services (CMS), but most importantly the individuals and 
their families who make the generous decision to dqnate organs, tissues ~nd corneas. Their 
donations provide those waitingwith hot only their only option to live in some .cases, but also 
th.ea bility to irripactthousa,nds of others through research and education . 

. Lifebanc has ensured that the precious gifts ori which don.ors and their families. authorize us to 
condu~t research are matched oniy with bona fide rese.irch endeavors . .Some of these notable 
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studies over the years include, but are not limited to, the National Institutes of Health's (NJH) 
APOLLO research study to improve outcomes after kidney donation and kidney 
transplantation 1, research in the advancement ofVascu!ar Composite Allografts, including, face, 
limbs, and uterus transplants, SUID Tissue Consortium (Sudden Unexpected Infant Death), as 
well 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 question #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 internal 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 organizations that follow guidelines ensuring the organ is being utilized for bona 
fide research. fn addition and to develop the surgical skill competency to support the approved 
research projects limited pancreata were recovered in 2022 by internal and external staff to 
ensure proper technique and preservation were utilized to meet the researcher requlremerits. 

In Northeast Ohio, we are uniquely positioned to have world renowned health systems illld 
research hubs with whom we can partner. Part of this quality assurance process for ongoing 
research projects includes entering into contractual agreements with the researchers which 
provides Ufebanc with a measure of accountability. 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 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. In response to your 
question #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: 

• The researcher facilitates in-depth analyses of neonatal to adult pancreata and other 
tissues from organ donors. This research helps scientists better understand the tissue 
and cellular organization of the pancreata as well as the pathophysiology of diseases 
and disorders that are common to the organ. A key focus of the research is devoted to 
studying Type 1 Diabetes (TlD) to develop a comprehensive view of how TlD develops 
at the different physiological levels. 

1 Available at https'.j /www.niaid.nih.gov/clinicaJ-trials/apollo-study. 
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• The researcher facilitates in-depth analyses of neonatal to adult pancreata and other 
tissues from organ donors who have TlD or the autoantibodies that make them 
susceptible to the disease, Type 2 Diabetes (T2D), as well as from healthy donors, to 
develop a comprehensive view of how TlD and T2D develops at the different 
physiological levels. 

• The researcher will 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 will develop new therapeutics for pancreatic diseases. 

• The researcher is examining the pancreatic islet cells to evaluate all types of diabetes 
including TlD and T2D to evaluate and study the changes in endothelial eel! morphology 
and function. 

• The researcher is looking 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 cells. 

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 counted them as a transplant before August 1, 2022 based on the prior 
CMS regulations. Ufebanc 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 (11AM) to cover resource and/or expenses. The tota_l fftfancial transactions befweeri 
Ufe_ban·c and the:·nANl related.to pancr€ata·~sj:Jecific re_cover_ies ii, the years of 2018 to 2022 has 
totaled $7,Socf: AIJ-Oth_er."i·.e·search stUdles· to ·WhlCh· pa.ncrea"t"a and/qr iSler cells have been 
provided involved nQ ·financial transa¢tions dUring th_;s-.time frame; lifebanc provides board 
approved sponsorships through our independent 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 a!so on our overall compliance 
with the complex CMS regulations involving organ procurement generally. As the Committee is 
likely well aware, healthcare regulations and specifically CPO regulations, involve a complex 
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interplay between past regu!ations, 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 4862 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 Regulations}. The Updated Regulations will be used to 
assess OPO performance and subsequently determine an OPO's re-certification eligibility in 
2026 based on the performance years 2022-2026 which will be measured based on the 
Updated Regulations. 

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, wil! be 
automatically recertified beginning in 2026. OPOs whose performance falls in Tier 2 wi!I need to 
re-bid and show improvement action plans to be re-ce'rtified. OPOs 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 out in your letter, '"only bona fide 
research conducted by a qualified researcher using a pancreas from an organ donor" will be 
counted in CMS's performance measures' [referencing the Updated Regulations]. Note that in 
the prior regulations, pancreata used for research were not counted as transplanted organs and 
were not otherwise part of the CMS measurement system. By Congress's addition of this very 
specific indusion3, it intended to target such additional efforts by measuring O~Os in this 
fashion. 

Although Lifebanc contributed to organ research prior to these Updated Regulations, 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", we report as follows: 
2018: 12; 2019: 19; 2020: 13; 2021: 21; 2022: 81. 
Similarly, 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 8S FR 77898, available at: https://www.federalreglster.gov/documents/2020/12/02/2020-
26329/medicare-and-medicaid-programs-organ-procurement-organizations0 conditions-for-coverage-revisions-to, 
:i 85 FR 77902, Available at: https://www.govfnfo.gov/content/pkg/FR-2020-12-02/pdf/2020-26329.pdf; "We 
carefully considered other options to address pancreata procured for research, such as creating a process measure 
far these organs, creating a unique outcome measure, and counting these organs in the outcome measures of !his 
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 "Pancreota procured by an organ procurement organization (OPO) and used 
for islet cell transplantation or research shall be counted for purposes of 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." 
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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 new guidelines, that we would see this increased trend in pancreata data. As a 
practical matter and as mentioned above, pancreata and islet cell research provides substantial 
insight into specifically the causes of diabetes since the pancreas is responsible for the 
production of insulin. As one of the costliest chronic diseases plaguing Americans, "with a 
disproportionate burden among our minority population"4 OPOs are well-poised to provide 
researchers with additional opportunities to find the cause and potentially eradicate this 
terrible disease with these Updated Regulations and 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. For example, it is important to note that 
pancreata transplants across the nation suffered a dramatic decrease over the years of 2020 
and 2021 due COVID related concerns. Ufebanc'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 avai!abi!ity 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 pandemic 
and we have since seen an increase in requests and opportunities to place non-transplantable 
organs for active research projects. Our 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 partnerships 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 in our 
performance. Donation success strongly hinges on donors' and their families' understanding of 
what donation can do to 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, Lifebanc shares 

4 "Fighting Diabetes' Deadly Impact on Minorities." FDA, 10 Apr. 2020, www.fda,gov/consumers/consumer
updates/fighting-diabetes-deadly-impact-minorities, Accessed 3 Apr. 2023. 
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all donor outcomes with the donor's family, including research impact. Donor families have 
shared that knowing their loved ones' donations to research can ultimately impact thousands 
of lives through new discoveries 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, Total 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 available primarily from donors whose pancreata are 
unusable for transplant but still useful in research. Because the specifics of some studies, like 
those completed through JIAM 1 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 exclusively on islet cell 
viability and related Type 1 and Type 2 diabetes-based research to determine genetic patter_ns 
related to the islet, islet response to alternative perfusion technologies, and islet yield 
determination studies. ln addition, lifebanc has been able to provide one pancreas for the 
purposes of islet cell transplantation in the year of 20225 . 

6. Ufebanc 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 number of organ donors willing to 
save the lives of others. Our key mission is to help save and heal 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 awareness and 
support advancement of medicine efforts to reduce disease burden on our communities. In 
consideration of the overlapping regulations on the time period of data requested, the 

s Witkowski P, Philipson LH, Kaufman DB, Ratner LE, Abouljoud MS, Bellin MD, Buse JB, Kandeel F, Stock PG, 
Mulligan DC, Markmann JF, Kozlowski T, Andreoni KA, Alejandro R, Baidal DA, Hardy MA, Wickrema A, Mirmira RG, 
Fung J, Becker YT, Josephson MA, Bachul PJ, Pyda JS, Charlton M, Millis JM, Gag/fa JL, Stratta RJ, Fridell JA, 
Niederhaus SV; Forbes RC, Jayant K, Robertson RP, Odorico 15, levy MF, Harland RC, Abrams PL, O!aitan OK, 
Kandaswamy R, Wellen JR,Japour AJ, Desai CS, Naziruddin B, Balamurugan AN, Barth RN, Ricordi C; "ls lets for US" 
Collaborative. The demise of islet allotransplantation in the United States: A call for an urgent regulatory update. 
Am J Transplant. 2021 Apr;21(4):1365-1375. doi: 10.1111/ajU6397. Epub 2021 Feb 10. PM!D: 33251712; PMCID: 
PMC8015716. 
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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, per year, from 2018 to 2022: 
Z018, Prior to Aug, 1, 2022 Regulations: 162 CMS donors, Updated Regulations: 153 CMS donors 
2019, Prior to Aug. 1, 2022 Regulations: 151 CMS donors, Updated Regulations: 137 CMS donors 
2020, Prior to Aug, 1, 2022 Regulations: 170 CMS donors, Updated Regulations: 154 CMS donors 
2021, Prior to Aug, l, 2022 Regulations: 182 CMS donors, Updated Regulations: 163 CMS donors 
2022, Prior to Aug. 1, 2022 Regulations: 231 CMS donors, Updated Regulations: 20S CMS donors 

7. Lifebanc has only had one single pancreas "recovered for research purposes only'' In the 
year 2022 and none for the prior years requested. Even in this spedfic case, Lifebanc was 
actively placing transplantable organs up until the time of recovery when all transplant centers 
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 
for transplant. Unfortunately of ALL the organ offers made in the last three (3) years, 2020-
2022, approximately 50% were declined far transplant by al/ U.S. transplant centers. 6 

Transplantation opportunities are always the primary intention and research to 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 donor's gift to 
the fullest potential possible. 

We realize that our responses to these questions are highly summarizing in nature to be 
responsive yet respectful of the Committee's time. As you can see, OPO regulation is a complex 
framework which requires an in-depth understanding of the legal and practical factors invo)ved, 
We 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. Ufebanc 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 lives 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 beyond. We continue to stand true in our commitment to honor each 
donation opportunity and will continue to advocate for each donor, their families and the many 
individuals waiting on the U.S. transplant list. 

6 OPTN Data Files, "Three Years of Organ Offers", available at: https:/ /optn.transp!ant.hrsa.gov/data/; accessed on 
04/03/2023. 
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In closing, and most importantly, our growth and lives saved through donation continue 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 the certification process or not. 

Not including pancreata for research donors, Lifebanc increased our transplanted 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 entr1;1sted to us from our donors and their loved ones. 

Respectfully, 

Gordon Bowen, Ufebanc CEO 
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The Honorable Ron Wyden 
Chairman 
committee on Finance 
Unlted States senate 
219 Dfrksen S.enate Office Building 
Wc1shington, DC ios10 

The Honora.ble Benjamin Cardin 
Committee on Finance 
United States Senate 
219 Dirksen Sf!nata Office Building 
Washington, DC 20510 

The Honorable Charles E; Grassley 
Committee .c>n Finance 
United States Senate 
219 Dirksen Sena.te Office Building 
Washington, DC 20510 • 

The Honorable Todd.Young 
Committee on Finance 
United States Sen.ate 
2.l9 Dirksen Senate O.ffice Building 
Washington, DC 20510 

Chairman Wy~en and)ienatorsGrassley, Cardin arid Young, 

The purpose of this letter is to provlqe responses to the request on March 20; io23, from the U.S. senate 
Finance Committee for data from Lifeline of Ohio o.n pancreas procured tor research. Lifeline of Ohio 
welcomes the opportunity to share the information requested and is grateful to the Committee for 
ensurlng the highest level of performance among stakeholders in the.donation and transplantatiorrsystem. 

As the organ procurement organizatie>n serving Central and Southeastern Ohio and two co.unti~s in West 
Virginrc;1, Lifeline of Ohio's m1ssioh is to save arid heal lives through the gift of donation. We atkn9wledge 
our role as.described in t he.Centers for Medicare and Me.dicaid Services' {CMS) Final Rul~, ;'Or~an • 
Procurem~nt Organizations Conditions for Cpverage: Revisions to the Outcome Measure Requirements for 
Organ Procurement Organizations" as "critical to ensurins that the maximum possible number of 
transplantable human organs is available to individuals with organ failure who are on a. waiting list for• an 
organ transplant/' 

To that end, we exhaust every opportunity to recover organs. tor transplant first.and then for research and 
tiOJior the ~el'lerous dedsion of heroic donors and their families to help others through the gift of donatio.n. 
Si.nee 2018, lifeline of Ohio has increa.sed the tot.al numb.er of all d.onated research organs, excluding 
pa here as, by 170%, with lungs being the most recovered organ for research year over year. 

Lifeline of Ohio follows the regulations set forth by our regulatory bodfes, including CMS and the OPO Final 
Rule. The.followil)g narrative provides responses to the inquiries by the. U,$. Senate J:inance Committee 
regarding pancreata recovered for transplant and research by Lifeline of Ohio from 20.18 to 2022. 

Be assured th c1t our commitment t o our donors~ theidamilies, those suffering from organ disease is 
steadfast, .and we are.dedicated to collaboration with the greater orgal'I donation and transplantation 
commun,tyto lr:i,::rease the opporturuty to save and heal fives through donation. 

Regards~ 

~ 
Andrew S. Mullins 
Chlef Exec.utive Officer 

1 
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Lifeline .of Ohio Summary: l>ancreat~ Recovered for Transplant and Research 

A .summary of data below (Table i) provides responses to questions i (hrough 6 of the u:s. Senate Finance 
Committee requests for information reteivecl March 20, 2023, related to Lifeline of Ohio's pancreas. 
recovered. from 2018 - 2022. 

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

Senate Finari,e Committee Requesrs 

1. Tcitof number of pqncreota recovered 

2. Total number of pancreato successfully 
plated far tfruisptant • • 

3. Total. number of pontreata plciced for 
reseotch. 

4. Tota/number ofpancreata recovered for 
research and transpltintteported a.s part of 
CMS performance metric calculati.ohs 

5. The.total number of pancreata recovered 
for research specifically focused oh islet cell · 
transplantation byyourOPO, per year,Jrom 
2018 to 2022. • • • 

6. Total donors you; OPO reported as part of 
CMS':S performance metric colculotions, per 
'jlear, from 2018 ta 2022. • 

(Doto presented Qased on cMs definition pj a 
donor as of.August l, 2022.) • 

2018 2019 2020 2021 2022. 

2 
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lifeline of Ohio prioriti2es the recovery 9f pancreas for transplantation. W.e only recover a pancreas for 
researc;h when 1) a donor is already donating an organ and 2} the waiting list has been exh~usted for a 
pancreas suitable fo r transplant, following regulations and st.andards set forth by CMS. • 

Table 2 provides the number of donors who only had pc;1ncreas removed for research, All donors indicated 
in this da.ta were .either 1) neonate donors (planned. donationswheh a congenital disorder is found during 
pregnancy a.nd c:lonation for research can occur after birth) or 2) .don.a.rs whose organs were det~rminedto 
be not transplantable by transplant cente.rs .c1fter recovery, leaving the option of research. Additionally, 
eight of the.nine donors below d.onatedniore than o.ne organ and/or tissue to research'. 

Lifeline of Ohio Guidan~e for Research Protocpl betw~en 2018. arid 2022 can be found in attachments Cl-
1,26 Research fot Solid Organs And Tissue la. - le. arid Research Flowsheet 2, (attacheci) 

Table 2: Pal')creas-only dono,s for research 

7. How many total donors yoiJtOPO reported as 
• part ofCtvlS's performance metric: cal,:ulotions • 
who only had a panueos ~emovedfor research, 

per yeor,from 1018 to 2022. 

2018 2019 2020 2021 2022 

3 
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in alignment with the QP0 Fihal Rule and specified by CMS, .Ufeline of Ohio only provides pancreas for 
• "bona fide research conducted bv a qualifi.ed researcher using pancreas from an organ donor." Lifeline of 
Ohio maintains longstanding rese~rth partnerships to provide organs and tissues for research. Among 
those, we have provided three organizat ions wit!, pancreati! for r.esea r.ch including t he lnternation;il • 
lnst\tutefor the Advancement of Medicine (11AM), Nationwide Children's Hospital Res.earch Inst itute II and 
The OhfoState University Comprehensive Transplant Cen.ter, Biorepo~itory. 

A breakdown of the number•of pa[lc;reata Ufelirie of Ohio procured for. each program; per year, appears 
below (Table 3) and also pro.vides financial'transa,ctions celated. to the pancr.ea ta recovered for these 
research programs. our longstanding practice of partnering with the local research comm.unity keeps costs 
minimal, and reimbursement generally covers costs assoc.iated wit.h recovery services. 

Table 3: Financial Transactions/Number of Pancreata Procured for Each Rese.arch Study 

lt Finally, we request copies a/the research prator:ois,, olong with daC/.lm!!ntotion of review and nppro11af of these protoc.bls.for each 
study t~e OPQ is providing pancreata for research and the' numb.er of pancreata procured for each study, oer year, fr.om 2018 to 
1022. Plea5efnclude onyfina.ncial transactions between your 0PO and the associareit researd1ers or th~ir iristitutions rekited to this 
research. • 

Research Institutions 

International Institute for· 
the Advancement of 
Medicine (IIAMJ • 

Naeiomvide 
Ctilldren's Hospital, 
Re~e.orch Institute II 

The Ohiq5ta.te University 
Comprehensive Transplant 
Center, Bibrepository 

i018 2019 2020 2021 

*Includes reimbursement for recovery services of multiple organs recovered for re.search 

20Z2 

4 
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Lifeline of Ohio provides pancreata for research to Nationwide Children's Hospital (NCH}, the only U.S. 
pediatric hospital With a dedicated on-:site isl~t.isolatfon facility. A request for this research was made by 
Principal Investigator. Balamurugan Appakalai; PhD., a pancreatic isl.et isolati.on .expert. 

Copies of re$earch protocols for Nationwide Children's Hospital res.earch an~ a response request for 
research can be found in attachments 3a. - b. A description of this research can be found in attachment 
.3c. or in this video from Nationwide.Childrerfs Hospital at the following link: 
https://wWw;youtube.com/wafoh ?v=-BxlDsPSaZO 

Lifeline .of Ohio ho.Ids approved agreements with 11AM and The Ohio State University Comprehensive 
Transplant Center, Biorepository to provide organs donated for research. These agreements ensure: 

• .Organs provided for res.earch are deemed. non-transplantable. 
• Pancreata provided to research organizations follow organizational policies and procedures that. 
meet industry 1>tandards. 

Examplerofres.earch benefitting from panc:reata placements can be found in attachments 11AM letter 
to OPO 4. for 11AM and CTC Biorepository 5 .. for The Ohio State University Comprehensive Transplant 
Center, Biorepository. 

s 
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Reg Brown, P:C, 
To. can Writer Directly: 

VIA EMAIL 

The Honorable RonWyden 
Chairtnan 
Committee on fin,mce 
United States Senate 
219 Dlrkscn Senate Office Bnilding 
Washington, D:C. 205 l 0 

Dear Chairman Wyden: 

ANO AfflllATIO P,\RT~[RSH_lt>S 

1301 Pennsylvania Avenue, N.W. 
Washington, D.C .. 20004 

United States 

\Wtw .kirkland.com 

A .. , ,,. 2·0· ?" Pl.I .._ ,.· . _ J 

CONFIDENTIAL TREATMENT REQUESTED 

On behplf ofLifeQuest0rgan Recovery Services ("LifeQuestH), we ate writing l(:rrespond. 
to the letter dated.March 20, 2023 from the Senat~ Comm1ttee o.n finance (the ''Coniinittec''). We . . . . 

appreciate your willingness to accommodate LifeQuest with an extensi01i of tinie to provide P 
response in light of the Easter holiday. 

The stated mission ofLifeQuest, one of the nation's 56 organ.procurement organizpdons 
("OPO") js: "To ho11or individuals' donor designations, to ensure families' opportunities lo' donate. 
and maxiirtiz~ the Gift. of Life tlm'.lugh organ and .tissue>donation." Iil its service area, LifeQuest 
works with niore than 70 hospital pal1ners to manage refenals and on-site evaluation for potential 
org~n donors, and to be the steward of the· Gift of Life for those who choose fo donafo. and the 
patients who ultimately receive a life-saving transplant. Bey<m<l the organ donatioJ1, UfeQliest 
conffnu~$ engaging with the fami[ie$ of organ donors, providing aftercare support and outi•eacb 
opportunities for these families. • 

In.additionto.facilita{ing the dinical aspects of organ dtmation,.LifeQuest also works with 
the hospitals in its service area to provide training and eduGation to <;ridcal Gare hea1thcare 
professionals irtvolv.ed in the idei1tification a:nd referral of potential donors. LifoQues t als<i 
provides public education to encourage positive decisions about donation and wo1;ks closely with 
public agencies, who facilitate donor registratio1is anuually. . . 

LifeQ1,1est respectfully responds to the qt1estions posed in the March 20, 2023 letter as 
foflo,vs: 
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l. The total number of pancreata recovered by your OPO; per yem·, from 2018 
to 2022. 

Pkascsee the total nu1nberof pancrcata r.ccovercdby Lif.eQtiCst fro1n 2018 to 2022 below: 

/ii}i@tXe.ij.F;JX~:frf{ ?f?-i~f\Jl;;ijQ~ir.oftP.~htr.i~f.ifJtf ).@fiH 
2018 26 
2019 16 
2020 25 
2021 121 
2022 200 

2. The totnl numl,)er Qf .panci·cata successfull)' placed for transplant by your 
()PO, per year, from 2018 to 2022. • 

Please see the total number of pancreata ~uccessfully placed for h:ansplarit by LifcQuc~t 
from 2018to 2021,belO.\V: 

·"t~;:X~~!f\'e.a1i;}g;ifi:if ·JJ;f;.;;b.ti.~Ni)~~·~Lr·~ncii¢ii'ta:;J@;,,•;./ 
2018. 2) . 
2019 15 
2020 18 
202.l 18 
2022 2.0 

3. The total numb<!r of pancreata placed for resel!rch by your OPO, per yenr, 
from 2018 to 2022. • 

fl.ease see the total nul'i.lber of pancreata placed for research by Ljf eQuest from 20 I 8 to 
2022bclow. 

fi'.);1:.\%IieiEtfitJ;;:11 1:ti::tr!!J~f1}hiat/o't{RincF.eata.tM!tt~!MlJI 
2 01.8 4 ! 
201.9 l I 
2020 0 l 
2021. 48 i 
20.22 176 \ 
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4. The total number ofpancreata recovered for research and transplant reported 
as part of Ci\1S's performance metric calculations, per year, from 2018 to 2022. 

Please see the total number arc the total number of pancrcata recovered for research and 
transplant reported as part of CMS's perfon11ance metric calculations from 2018 to 2022 below: 

•
••••• yeari·:>>· '',, ... -• :-·;·-_:J'iOi-•Of:P_3ri_cfC·a1B/./-. --- -- -. 

2018 26 
2019 16 
2020 25 
2021 120 
2022 200 

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

LifeQuest recovered 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 transplantation on each donor. 

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

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

/'.-_:· .. /:,\xeai _-_\\'.-_-:_le ,'_-,- '-,<:. :_°NO/Of.'.Do'1lifrf-: .• _-' ,.- • 
2018 ' ]63 

' 2019 185 
2020 205 
2021 217 
2022 242 

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. 
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Please sec the total number of donors that LifeQuest reported as part of CMS's 
perfonnance metric calculations who only h.id a pancreas removed for research from 2018 to 2022. 

·y .... ,.· t.:.,_NO/rif D"OiiQrS.,-: .. .,_. ·:· :e:ar:_,,. .. 

2018 0 
2019 0 
2020 0 
2021 0 
2022 8 

7,a) Any guidance documents on protocol for pancreas recovery produced by the 
OPO staff from 2018 to 2022. 

The enclosed documents bearing Bates numbers LQ-SFJN-00000001 - LQ-SFIN-
00000033 are guidance documents on protocol for pancreas recovery. 

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 pancrcata 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. 

LifcQucst currently has relationships with three research entities to which it provides 
pancreata for research. Its longest-standing relationships are with the International Institute for 
the Advancement of Medicine ("IlAi\'1") and the Network for Pancreatic Organ Donors ("nPOD'l 
LifoQuest also began working with the Clinical and Translational Science Institute ("CTSI") at the 
University of Florida, \vhich was founded to advance scientific discoveries into improved health 
for patients by strengthening the university's ability to conduct translational research. CTSl 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 a number of services, including providing biospccimcns; 
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. LifcQucst 
neither reviews or approves research studies or accompanying protocols that research entities 
undertake, nor docs it track financial transactions associated with each research study. It i:::; the 
role of research institutions to communicate with researchers about approved projects. 
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Please sec the total number of pancreata procured for each research entity from 2018 to 
2022 below: 

>Year :_-· ><._::- . ·-N:i>~--()f-:p_ancr~·ata,-to;:Ct:SI. ::---
2018 0 
2019 0 
2020 0 
2021 43 
2022 175 

• "<:.Ye11r.' · ::- ,, ::t·:N:O .. 'OfP_iifrCr'e'atri'-'tO::JIA:1\;L·· 
2018 3 
2019 I 
2020 0 
2021 2 
2022 0 

' .. '· i\yc~r 'c·_·i_-':/-. '<N()/OfJ>aUCrc~tU,_t((iiP.oo: ,-: 
2018 0 
2019 0 
2020 0 
2021 3 
202' 1 

* ' ' ' * 

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 
under which info1mation m:iy 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 infonnation constitutes disclosure of otherwise privileged matters. 
such disclosure would be inadvertent. By .the provision of such infonnation. LifeQucst does not 
intend to waive and has not waived the attorney-client privilege or any other protections. 
LifeQuest respectfully reserves the right to supplement jts production to the Committee, as 
appropriate. 
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CONFIDENTIAL TREATMENT 
REQUlcSTED 

We appreciate the oppornmity to provide this information. 

Enclosures 

;{_I ? , 11.,._ __ 

Reginald J. Brown 
Kirkland & Ellis LLP 

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

Sincerely, 

Allison Murphy 
Kirkland & E1lis LLP 
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United States senate 
Committee on Finance 
Washingt<>n, o:c. 205.10 

Oear Senate Finance Cotnmittee Members: 

~. 

M1d·Amer1ca 
TRANSPLANT 

Mid-America Transplant appreciates.the opportunity to provipe additional information on its pancreata placed for 
research, Our organization sµpports Congressional efforts to. improve the organ .donation system: 

Mid-America Transplant believes thc!t pancreata research-only donors should not be included in the Centers for 
Medicare and Medicaid's performance metrics to evaluate OPOs. At Mi.d•Arnerica Transplant, we move forward with 
.authorized organ donors only when we beli.eve th.ere is an opportunity for transplantation. If the donor's pancreas is 
deern.e.d unviable.tor transplant, we provide the pancreas for research at one of ourtwo local academic medical centers. 

We offer the following information requested in your March 20, 20~3, letter: 

l. Total number of pancreata recover.ed by IVlid-Am.erica Transplant, per year from 2D18 to 2022; 
2018;32 
2019,44 
2020:116 
.2021.: 179 
2022:257 

Total: 628 

2.. Total number of.pancreata successfully placed for tran~plaht by Mid,America Transplant, per year, from 2.018 to 
.2022:. 

2018:23 

2019:19 
2020: 25 
2021:27 
2022:.14 

Tolal: 108 

3. Total number of pancreata placed for research by Mid-America Transplant, per year, from 2.018 to 2.022: 
2018:5 
2019:20 
2020:85 
20.21: 138 
202.2.: 215 

Total: 463. 
n:ii.lliJmi:,1•1ciltr,mspl;ir.l.,:;nJ 

1110 High!andsP\aza Or. East. Suite lCO 
St. Loui~. Mu 63110 l T 
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4. Total number of pancreata recovered for research and transplant reported as part of CMS' performance metric: 
calculations, per year, from 2018 to 2022: 

2018:28 
2019:39 

2020: 110 
2021: 165. 

2022:229 

Total: 571 

5. Total number of pancreata recovered for research specifically focused on islet cell transplantation !)y M id-
Ame.rica Transplant, per year, from 2018 to 2022: 

2018:0 
2019.: 0 
2b20, 20 

2021: 100 
2022.: 125 

Tot;;il: 245 

6. How many total done rs Mid-America Transplant reported ~s part of CMS' performanc~ metric calculations, per 
year, from 2018 to 2022: 

2018:187 
2019;257 
2020:263 
2021:246 
2022: 279 

Total; 1,232 

7. tioW many total donors Mid~America Transplant reported as part of CMS' performance metric ca iculations. whtj 
only hact a pancreas removed for research, p.er year, from 2018 to 2022. 

2018:0 
2019:0 
20.20:.5 

2021:13 
2022:.22 

Total:.40 

rn!:fam~rlcMr..i~,ptarn.0,9 
1110 Hi~ht3n;l:$Plala Dr. fast, Suite 100 

Stlouis, r":'io 63110 ! 
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8. Since 2017, Mid~America Transplarit·has partnered with researchers at Saint Louis University and Washington 
University in St. Louis to support pancreas. resea:rc::h; as we recognize. that medical advancements through 
research may better help treat diseases, like diabe.tes, and ultimately reduce.the number of people who one day 
n.eed an organ transplant. Our research partnerships are notlim1ted to pancreata; we currently·have 35 active • 
research agreements with researchers at the above-ment.ioned institutions for·organs and tissues. that cannot be 
transplanted. All organs, including pancreata,.are provided to the researchers atno charge. 

Per the Senate Finance. Committee's request, attached are copies pf research protocols, {as outlined;iii Mid
.o.merica Transplant's Material Transfer Agreements) and doc.urnentation of reviews and. approvals o.f such 
protocols with t.hree researchers from academic medical institutions in Mid-America Transplant's DSA.These 
researchers are: 

• • Yiing Un, MD, PhD, Associate Professor of Surger1 at Washington University School of Medicine; 

• Gina L.C. Yosten, PhD, Associate Professor, Pharmacology and Physiology at Saint. Louis University School 
. of Medicine .and. Grant R. Kolar, Mb, PhD, .Associate Research Professor, Oepartmentof Pattioibgy·:at 
Saintlouis University Schoolof Medicine; and 

• .Mohammed A.. Zayed,. MD, PhD, Associate Professor of Surgery at Washington University School of 
Medicine. 

• To facilitate the equitable distdbution of r-.eseuch pancreata, Or. Lin is primarily responsible. for recoveriog the 
pancreata within our DSA, evaluatin~ the research quality of the pancreata that cannot be transplanted, and 
dis'hibuting the pancreata amongstthe above-mentioned researcheJs, accordingly. As such, one pancreas may 
be used by one researcher, or may support two. to tnree different r.esearch st.udies. Regardless of how many 
studies ,it supports, Mid,America Transplan~ countsieach research pancreas only once. 

Mid-Amerka Transplanthas included letters from the aforementioned researchers outHning additio~al 
information abo.ut t.heir projeqs; 

The number of pancreata procuredfor or by Dr. Ling's research and distribution, per year, from 20.18 to 2022. 
are as follows:• • 

2018:5 
2019:20 
2020:85 
2021:138 
2022:il,S 

Total: 463 

mid,~merlr:.1t1~,isp.l~rt',.t'11'l) 

1110 H!ghl~nd~Plat;:; ik E3st.S;.ii1c 100 
St. Lou!~, M0.6:iilO l T 
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Th.ere are a total of 20 attachments supporting o.ur r.esearch protocols: These are: 

1. Res¢arch Agreements (al:so known asJViaterial Transfer Agreements (Mt As}) with eachResearc_h. (11) 
2. Researcher Applications, along with an example ofthe application review. (4) 
3. Researcher Letters of Support. (3) 

4. Supporting Documentation for Ors. Yosten and Kolar. (2) 

Mid-America Transplant would b.e willing to facilitate conversations with the researchers identified above if ,t 
wo.uld provide vah.ie t o th_e Senate Finance Committee. 

Thank. you for your time _and the oppcmunityto respond to this reque-:st. 

Sincerely, 

-;;p~ 
Kevi_n J. Lee 
President :and CE.0 

rnidamer!catrnn~~t.1;.t.on1 
1110 H;gMar.ds Plaza Or: !:art. Sti,!e J,00 
St. Louis. MO 6:illO ! t' 
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VIA ELECTRONIC MAIL 

The Honorable Ron Wyde11 
Ch.ainnan 
Committee on Finance 
United Sta.tes Senate 
219 Dirksen Senate Office Building 
Washington. DC20510 

The Honcfrable Benjamin L. Cardin 
Member of Congress. 
United States Senate 
509 Hart Senate OJ'fice Building 
Washington, DC .20510 • 

Gib.!;Oi\, Dunn & C,ut~her lLP 

105() Conl'lllclicutJ,venti<¼, N.W. 
Wes1'i ngton, OC 20036-5306 
Tel 
vNN1.gibsoncuno,,;om 

The Honorable Charies E. Grassky 
Member.of Congress 
United States Senate 
135 Hart Senate Office Bui1ding 
Washington, DC 20510 

The Honorable Todd Young 
Member of Coi1gress 
Ynited States Senate 
185 Dirksen Seitate Office Building 
Washingto1~. DC 20510 

Re: First Response to March 20. 2023 Letter to OneLegacy 

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

We represent OneLegacy and. are writing i.n response to the Senate Finance 
Committee's (the "Coinrnittee'1) letter; dated March 20, 2023 (tbe ··Letter''), reqlie,;ting the 
production of certain dotuments and infomiatiori aho.u.t pa11creata recovered for research in 
accordance with the Centers for Medic~re and Medicaid Services' ("CMS") Final Rule; 
"Organ Procurement Organizations Conditions for Coverage; Revisioiis to the Outcome 
Measure Requirements for Organ Procurement Organizations" (the ·•Final Rule'. '). The 
Letter appears focused, in particular; on the Final Rule'sh1clusion ofpancreata for re.seai:ch 
for purposes of calculating the organ transpla.ntafion rate a.11d donation rate. 

We appreciate the Committee lookiilg into the number of pancreata recovered and 
ensuring the ~:mes earrnark~d for research are mec(ing the standard ofand gofog toward 
legitimate research purposes. We are pleased .to provide you \vith 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 1

, When CMS revised the Final Rule in 
2020, it further e1evated the importance of pancreas research, .finding that "[p]ancreata 
procured by an organ procurement organization and used for islet cell transplantation or 
research shall be counted for purposes of certification or rece11ification under subsection 
{b)." The elevation of this critical research 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 other organ procurement organizations ("OPOs"), OneLegacy has long 
placed organs that are not viable for transplant with research laboratories. For over 25 years, 
OncLcgacy has been working with a number of reputable islet cell research agencies, 
including two National Institute of Diabetes and Digestive and Kidney Diseases (NIH-. 
NIDDKF laboratories: City of Hope National Medical Center ("City of Hope") and Prodo 
Laboratories/Schar_p-Lacy Research Institute ("Prodo/SLRI"). These provider centers are 
two of only five national islet isolation centers in the Integrated Islet Distribution Program 
(IIDP)'. The JIDP is sponsored and funded by the U.S. Government through the NIH
NIDDK, and, since August of 2018, the UDP has distributed 250 million islets ,vorldwidc to 
350 research studies resulting in 640 peer-reviewed publications." OneLegacy is proud to 
have contributed to this NIH-NIDDK sponsored research. 

1Diabetes 2030: Insights from Yesterday, Tnday. and Future Trends: ''[I]n spite of medical advances and 
prevention efforts, diabetes presents a major health crisis in tenns of prevalence, morbidity. and costs, ru:.d 
that this crisis will worsen significamly over the next 15 years ... Aggressive efforts ;uc urgenrly needed if 
we want to significantly reduce the diabetes epidemic by 2030.'' See 
]1ttps;//www,nchi.nlm.nih.!!ov/pmc/articles!PMC5278R0R/, Study: Diabetes increasing among U.S. Youth: 
"The estimated number of U.S. residents und.ir age 20 with type I diabetes increased 45% from 2001 to 
2017 to 215 per 100,000, while the number with type 2 di.1bctcs increased 95% to 67 per 100,000." Sei, 

https:flwww .aha.orl!fnewsihead!ine/202 l -08-2 4-stud v-diabetes-i ncreasinq-among:-us-youth. 
2 The National Institute of Diabetes and DigestiYe and Kidney Diseases (NlH-NIDDK) is pa1t of1hc National 

Institutes of Health (NIH). the nation ·s medical research agency. It conducts and support biomedical 
rcscarch, disseminating research findings and health information tt) the public, and is pat1 ofthc U.S. 
government under the Department of Health and Human Sen•ices, Se-e hluis:f/www.NIH-
NI DD K. ni h. ll.ov/about-NJH-N ID DK!fags#what -i~c NIH-NI D DK . 

1 The IIDP consists of the National Institute ofDiabctcs and Digestive ao<l Kidney Diseases tNIDDK) Project 
Scientist and Program Official, an External Scientific Panel, and the Coordinating Center at City of Hope. 
Selection of the five (5) member centers were made following a thorough review of all applicants 
responding to an IIDP-issucd RFP, including a scientific review conducted by multiple experts in human 
islet biology, isolation, and distribution. Sec https:/!iidp.coh.org/Ccnlcrs. 

4 See https:i lwww.cityofhopc.org/rcsearcll,'ri g:l!:s-institutc! dcpartmcnt-o f-diubctes-and-canccr-d iscnvcrv
science/intcgrated-islet-distribution-program. 
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Th.e OneLegacy data presented be.low shmv a notable increase in the placement of 
pancreata for research since the implementation. of the Final Rule, with ove1' 99 .6% of 
OneLegacy' s recovered research pancreata being allocated to these two IIDP c.cnters .si11ce 
the start of 20iV. With Congress having identified pancreatic re~eatch as a priority in 
mitigating diabetes and the need forkidncytransplantation, OrieLegacy has ensured that it 
has maximized every recovery opportunity for research pancreata and has.further prioritize.d 
supplying those recovered pancreafa to laboraiories and programs that are support~d by the 
U.S. Govenunent through the NJH .. NIDDK. 

We note that organ donation for medical research is a $pecific eJection. Every organ 
donot· bas the opportunity to opt out of medical research, whether.by fir.st person donor 
registry or authorization provided by donor family members. Notwithstanding that fact, 
OneLcgacy does not and has not pursued an 01:gan donor solely for purposes of recovering a 
research pancreas. During the i•eievant timeframe between 2018 through 2022, there we£e 
only two in~tanccs (0.26% of the 762 res.earch pancrcata recovered by OncLegacy durii1gthis 
period) where a .research pancreas was the only organ recovered, and iri both instances, the 
surgical recovery was comincnccd with the objective of otgan transplant, but the surgeon 
deemed the otgan unsuitable for transplant and did not remove any transplanfahle organ. 
The pancreas was then rec.overed incident to the attempted recovery of a transplantable 
organ. These research pancreata were.then allocated to bona fide researchlaboratorie.s in 
furtherance of Congress' objective, 

In addition to supporting important pancreatic research, OneLegacy recovered a 
record 647 donors in 2022- a9:s percent increase froril the previous year. These do1.1or~. 
tluough their generous gift o.f life, allowed OneLegacy tQ facilitate the transplantation ot 
1,628 organs. This growth continues, with over 700 donors rec.overed and. over 1,700 organs 
transplanted fit the past 12. months, 

* 

s With the implementation of1he CMS Final Ruic in 2022, the most relovant data points .fi:,r research pancreas 
a!location would be in 2022 and ihereafter, 589 pancr.cata were recovcr<id for rcsc;arch by Onelcgncy in 
calendar yc,u 2012 and QJ of2023, and ofthcse, 587 were. placed for.research wiih either City of Hope or 
Prodci/SLRl Theremaining rwo (2),pancreaia \i•crc allocated to the Uni\'ersity cifFlorida. 
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Turning to specific requests in the Letter, we are producing with this response 
infonnation that we hope the Committee will find helpful to its inquiry. 

This letter contains some ofOneLegacy's confidential, trade secret, and/or 
proprietary infonnation. We have marked this lelter ··confidential" and request that it not be 
disclosed beyond the Committee or made public, We ask that you treat this Jetter as a 
confidential conunittec record in accordance with Standing Rule of the Senate XXIX, clause 
5, afford it the maximum 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 infonnation contained in this response is based on OneLegacy's best efforts 
unde1taken within the timcframe provided and based on its understanding of the tenns of the 
Letter. The representations made in this response are based on infonnation reasonably 
available to the Organization and may not reflect all existing relevant information. 
OneLegacy reserves the opportunity to supplement infommtion in this response. In providing 
infonnation and materials responsive to the Letter, OncLegacy does not \Vaive any rights, 
privileges or legal options relating to the Committee's inquiry. 

* ' 
Request 1: 

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

Response: 

Please find the requested data in tbe chart below: 

I 201s I 2019 2020 I 2021 i 2022 I 
i Total Pancreata Recovered: 152 1131 82 1139!4601 
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The total number of pancreata successfully placed for transplant by your OPO, 
per year, from 2018 to 2022. 

Response: 

Please find the requested data in the cha11 below: 

2018 2019 I 2020 2021 2022 
Pancreata Provided for 34 37 I 29 39 17 
Transnlant: 

; 
' 

Request 3: 

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

Response: 

Please find the requested data in the chart below: 

2018 2019 2020 2021 2022 
Pancreata Recovered for 106 82 43 90 441 
Research: 

Request 4: 

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

Response: 

Please find the requested data in the chart below: 

I 201s I 2019 i 2020 I 2021 I 2022 ! 
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I Total Pancreata Recovered 
i for Research or Transplant: 

Request 5: 

! 140 I 119 

I I 
I 70 ' - I 129 

I 
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1458 

I 

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

Response: 

Please find the requested data in the chart below: 

I 2018 2019 2020 2021 i 2022 
j Pancreata Recovered for Islet 106 82 43 90 '441 

' i Cell Research: i 

Request 6: 

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

Response: 

Please find the requested data in the chart below: 

2018 2019 2020 2021 2022 
Total Donors Reported 515 557 548 591 647 
(Using Prior Metric): 
Total Donors Reported 468 500 476 527 601 
(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 pancreas recovery 
produced by the OPO staff from 2018 to 2022. 

Response: 

Please find the requested data in the chart below: 

2018 2019 2020 2021 2022 
Pancreas-Only Donors 0 0 0 0 2 
Reno1ted: 

Oneleg"CJ' does not and has not pursued tm organ donor sole{11 for pmposes of 
recovering t1 research pancreas. During the applicable timeframc, there were 2 
instances where a research pancreas was the only organ recovered. and in both cases, 
the surgical recovery was commenced 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 donor and/or donor's family lo give 
the gift of life, including through research, the pancreas was then recovered incident 
to the attempted recovery of a transplantable organ. 

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 20,22. Please include any financial transactions between 
your OPO and the associated researchers or their institutions related to this 
research. 

Response: 

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 
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OneLegacy perfonns 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. 

* * * 

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

Sincerely, ---;; 

---v~::_ 
Michael D. Bopp 
Partner 

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

106238292.2 
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The Honcmible R.ori Wydcn 
United Sta.tesSennte 
221 Dil'ksen Senate Office Building 
Washington, DC 20510 

The Honorable Benjamin Cardin 
United States Senate 
509 Hart Senate Office Building 
Washington, DC 20510 

April 6t 2023 

The Honorable Charles Grassiey 
United States Senate 
135 Hatt Senate Office Building 
Washington,DG205 l 0 

TheJfonorable Todd Young 
United States Senate 
185 Dirksen Senate Office Building 
Washington, DC 20510 • 

Dear Chairman Wyden, Senator Gtassley, Senator Cardin. and Scl)ator Young: 

Texas Organ Sharing Alliance (TO$A) mceived yotu· letter dated Matth20~ 2023, expres~ingconcei:ns 
that org~ri procurement qrganizathms (OPOs) are falsely . inflating performnnc~ metrics with 
.questionable pahcteata donation practices. The le.tter ndditionatly 1·equested information related to 
pancreatn.recovered a1id donated foHesearch. TOSA appreciates the Comniittee's ih.tei·est in th.e efJect& 
of the Cen(~t fo1· Medicare and Medicaid Scl'vices' (CMS) new OPO 1i.1lc adopted i.n .2021 on organ 
donati9n and jn ensuting the new rule ope1·at~s a~ intended, which. is to incteasc .procurcmcn.t 
oppo11unities for tt'ansp!antation, inc1easo organ utilization, and ultfrnately save 1nore lives. Although 
TOSA can only spcak(or itself ~nd its activities, TOSA welcomes this opportunity to share with the 
• Committee the successful actions we have undertaken in recent years; in. collabmation with others; to 
save lives. and honor donors' ~ifts through organ recov~ry, transplantation, a:nd rcscai·ch. 

Attached to this letter are reports and supporting information tefating to yom eight specific requests. lt 
is oui' hope that this letter and the data provided shows .the remarkable succes.s TOSA has bad with the 
.establishment of a dedicated recovery center to increase recovel'y and transplantation rates, as wcfl as 
TOSA's effot1s to partne1• with valued research centers to provide organs for research aimed nt 
addressing serious health issues facing TOSA'sminodty-majority population. 

As you will note from the information pmvided, TOSA has achieved marked incteases in the annual. 
numberoforgah recovel'ies and transplantations since 2019-an accomplishme11t it1 whfoh we take great 
pride. TOSA achieved these incre~ses by implementing an improved staffing model, hiring a fult-rimc 
recovery surgeon, and, in large pait. by successfully estab1ishing our new dedicated organ recovel'y 
center, the Ce1iter for Life (CFL) at the University Hospital (UH). The CFL is a SJJeciafrt:.ed don.o.r cat!! 
fadlity., which has-since been recommended in ThcNatfo11al Aca(je1nies of Sciertcef 2022 report oitthe. 

t:EMlllflt flH,IOi,f !HOl· ! 5DS11:1, .,.;1t,.,,.\•Ji\lC0 I?,!. / s • .,1.-uanio, To, ... :,l019 i 
NOnTHE~IHiE.CION l '70!l0N..J1\l·M"f~<,S~i~a1(,,0 \ /w,t•«, r~~">7f!'nl i -
SOU!HEtni nECIOM i MOU }I.Mt.C»li 11,J., 5uili; l(J,1J\ ; M.<All.,,, I,,,. tas:11 i 
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organ transplantation system.1 Planning for the CFL sta1ted in 2017 and opened on February 2020, and 
since its opening, TOSA has dramatically increased 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 (UTHSA). 

TOSNs 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 transplanted from deceased donors within lhe last year 
since the new rule became effective. For example, in 2019, TOSA recovered 723 organs, with 620 
tmnsplantations, representing 555 lives saved. In 2021, the year during which the new OPO rule was 
adopted, TOSA recovered 946 organs with 861 transplantations (as defined in the OPO rule), 
representing 691 lives saved. In 2022, TOSA recovered 1033 organs with 1003 transplantations (as 
defined in the OPO rule), representing 727 lives saved. These increased recoveries and transplants could 
not have been possible without the CFL. 

Under the new rule, a donor is defined as "a deceased individual from whom at least one vascularized 
organ is transplanted, not just 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 tci make recovered pancreata 
available for transplant. Unfortunately, not every recovered organ is medically viable or accepted for 
transplant, and when transplant is not possible, TOSA seeks t'esearch oppo1tunities to ensure that the 
donor's gift is honored, and that the organ does not go to waste. TOSA has historically had challenges 
placing pancreas for h'ansplant, even though TOSA exhausts the search every time a pancreas is 
available for transplant. Nevertheless, TOSA is obligated to honor donors' gifts by seeking research 
opportunities for organs that cannot be 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 organs, 
based on a research facility's particular criteria and needs. 

University Health's Transplant Institute has managed an organ biorepository since 2007; however, the 
establishment of the CFL on UH's grounds in 2020 created an opp01iunity for the Transplant Institute 
to locate a biorepositoty (Biorepository) within the CFL to enhance the collaboration between TOSA's 
CFL and the Transplant Institute's Biorepository. The Biorepository, which is independently controlled 
and operated by the Transplant Institute, expanded their operations in 2021, and those expansion effmis 
have directly resulted in their increased demand for and TOSA 's subsequent donation of critical organs 
for research, including livers, kidneys, and pancrcata. The longstanding Biorepository is curtently the 
largest biorepository of Hispanic liver and kidneys available fot' research in the United States. Its goal is 
to research 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 collaboration between the CFL and the Transplant Institute in 2021, 
the Transplant Institute began requesting qualified organ~ recovered outside of the CFL for donation to 
the biorepository in 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 not have a single donor repotied as pa11 ofCMS's performance metric calculations who only 
had a pancreas removed for research, for any year from 2018 through 2022. Nor do pancreata represent 

1 National Research Council, Realizing the Promise of Equity in the Organ 1'rm1spfa11tafion System, Washington, DC: 
The National Academies Press (2022), p. S-12, available at, lJ!lps://nnp.nnlinnnlucndernie~_g/c:ica!og/26364 
(Recommendation 11 recommends that each OPO create, establish, and manage a donor care unit (DCU)). 

2 
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the largest percentage increase of donated organs for research from TOSA to the Transplant Institute's 
Biol'epository in 2022. In fact, from 2021 to 2022) the percentage increase in donation of both kidneys 
and livers recovered by TOSA and donated to the Biorepository was greater than that of pancreata, For 
example, the Bioreposit01y received 3 livers, 11 kidneys, and 42 pancreata from TOSA during 2021, 
compared to 38 livers, 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 was 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 increase in recovery activities at the CFL increased overall the number of recovered organs, 
the Transplant lnstitute's cmrent immediate need for Biorepository organs singularly explains the 
increase in TOSA's donation rates of pancreata, livers. and kidneys. As such, any increased performance 
metrics under the new OPO rule is an incidental outcome of increased research demand and improved 
collaboration among TOSA, UH, and UTHSA, and not the motivation for such donations. 

JiJlian Woodwo1ih, 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 see 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 Jong as the Transplant 
lnstitute's research need for organs persists, TOSA will continue to offer organs that are not able to be 
placed for transplantation. Should CMS change the rule pe1iaining to pancreata and the definition of 
donor, TOSA will continue our best eff011s to fulfill our obligation to honor donor gifts by seeking every 
opportunity for il"ansplantation or donation to bona fide research facilities. 

We hope the information expressed above and the information provided along with this letter assists the 
Committee with understanding TOSA 's activities and addresses the concerns the Committee conveyed 
in its March 20, 2023 letter. We trust that aftet· thorough review, the Committee will observe that all 
organs TOSA has donated for research were donated to bona fide research facilities and made in the 
pursuit ofTOSA's mission of saving lives and honoring donors' gifts~ not to game-a system. 

If the Committee has any other questions or concerns, TOSA welcomes the oppmtunity to wod<. with 
the Committee and others to save more lives and effectuate improvements in organ recovery, 
trnnsplantation, and donation for research. 

R;;Dp 
Llioscp: Nesp~al 
President & Chief Executive Officer 
Texas Organ Sharing Alliance 
5051 Hamilton Wolfe Dr. 
San Antonio, Texas 78229-4455 
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Natio.nal Finance ConunitteeRcquests: 

.J. The total 1111,nber <?f JJ(IIU'reata .recovered by your 0PO, per year, .tfo,;, 2018 to 2022. 

Early 20 I 7, TOSA began developing a sp~cializcd donor care facility with the primary focus to 
pro,;icle a dedicat<.'Cl organ tcco\tei"y center to iticrease opportunities to. save more lives. The 
facility includes ai1 organ recovery center~ tissue. recovery center. University Health's Transplant 
Inst1tu1e donor bioreposHory, and perfusion iab. The Transplant Institute .extended their exic;tcnt 
biotepository to the donor populatio11 as part of the. Cel).ter for Life accepting all non
transplantable donor organs availabl~ for teS.e:11:ch beginning in 2021. Siariing in 2022, the 
bforqpository was ,iblc {o start accepting i•escurch t;rgans from out.side of the CFL. 

2. The to/al 11wi1ber ofpmu:reata s1u.:ces,tfitf(l'Place.d for tn(Jlsplant by your OPO, per year, _koi11 
2018 to 2021. 

TOSA hos hi,storically nnd continues to have a difficult time placing pancreata for transplm1t. In 
2022, TOSA exhausted the match run.S 1.5% (226) of tl1c pancreata (277) ,ve. offered out to the 
transplant. programs but were not accepted for transplant. 

3. The tow/ number ofpan~•rcata placed/or r~secird, b,i')'<JIW OPO, per ye'1r,from 2018 10 2022, 

Pancreata has also been.difficult to piac~ with research entities throJ.1ghout the c.ountry even with 
an a3% authoriza~~m rate foi'rescarch. The success ofthc donor biorepository in plac:lng 
pancreas for research is evident in th.e table t>elow, TOSA also saw a si~nrficant increase in 
kidney~ and livers ac~epted for research in the donor biorcpository; 

5 



AUTHORIZED FOR RELEASE BY 
SENATORS GRASSLEY & WYDEN 

4. The 1ota/1111mber of pcmcreata recovered Jo;• research and iiw1sp/c111t reported qs p<il'I of CMS 's 
pe1for111ai1ce metric calculatio11s, pei• )'ear, ji·om 2018 ro 202 2. 

TOSA sirives to fulfill every decision.made by the donor families.and donqr heroes by placing 
eac;h precious gift for transplarit or l'escai•ch, The 4onor biorepository has given hope to ma11y 
donor fainilies who h,we generously given life througnrescarch. 

5. The total ii11mber ofpa11t·rec1ta recol'eredji>r research spec[Jicaliy focused oi1 islet cell 
lra11sp/a11tation by yo11r OPO. per year,ji·om 2018 iiJ 202J .. 

6. Hou,' many total dono;~,; yolir OPO 1·eporicd as part of CMS 's pe,:fo,-ii1an,:e 11,etric ca/c11latio11.\', 

per year, 2018to.2022. 

TOSA 's ~unent CEO started in 2017 with a charge to incrcas.c donation. and save more lives; 
TOSAbcga1i operating under a new busiQcssframework with straH;gic o~jectives guiding the 
organization to improve proce~ses and outcomes to maximiz~ each don;;iiion opportunity. 

7. Hmi; many iota/ donors yow' OPO reported as part ofC¥S's pei:fotma11ce 11ietrfr: calc11laito11.~ 
..,.,/10 01ily had a pi1i1creas re1iwvedjor research. peryett.r.Jrot,1 2018 to 2022. ,4ny guidance 
docume11t,toi1 protocols.for pancreas rec.overyprodrrced bi tire OPO s,t,rfffrom 2018 102022. 

See.10SA's Work Instruction - IVl~Ch-11 Organsfoi· Resi~arch on next pagl!. 
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April 7,.2023 

The Honorable Ron Wyden 
Chainnan 
Senate Committee on Finance 
219 Dirksen· Senate Office Building 
Washington, DC 20510 

The Honorable Benjamin L Cardin 
Meniber 
Senate Co111miti:ee 011 Financt! 
219 Dirksen Senate. Office Building 
WashingtOI), DC 205 lO 

Re: Respo11se io the Letter dated March 20, 2023 

The Honomblc Charles E. dr.issley 
Member • 
Senate Committee 011 Finance 
219 Dirksen Senate Office Building 
Washi11gton, DC 20510 

The Honorable Todd Young 
l\1ember 
Senate Committee on Finance 
21.9 Dirksen Senate Office. Buildiug 
Washington; DC 20510 

Dear Chafrinan Wyden and Senators Gras~ley. Cardin, and Young: 

Please accept this conesp()ndence in response to your letter dnted March 20, 2023. In this letter, 
we provide detail in response to your qucstiCJns. • 

By way of background; The New Jersey Organ and Tissue Sharil)g Nct\vork.(NJ Sharing 
Network orNJSN}proudly serves the majority of New Jersey as a federally-designated 50 l(c)(3) 
non•profit orgai1 procurement organization (OPO)~ Established in 1987, NJ Sharing N.etwork; 
stewards the gift of life through the recovery and placement of donated orgai1s and tissue for 
those in need of aJifesaving or life.enhancing transplant. NJSN also provides a strong network 

. of care and. suppo11 for the courageous donor f~milies who help save and.enhance lhtes through 
donation. Additia.nally, through NJ Shari:tig Network's fully accredited Histocorrtpatibility 
Laboratory (NJSN Laboratory), NJSN Laboratory performs histocompatibility testing for 
deceased and living organ donors. andrecipients as well as cutting·edge research that is 
continually 'transforming transphmtology' to save more lives. • 

Beginning in 20i9, 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. NJSN has 
appit,ached significantly more families in each of the past 4 years. The number of recovered 
organs ii1creased accordingly and continued to increase through 2Q22, \\;hen we reached an all
tim.e high ii, the number of organ donors and organs tran:splaitted. 

On December 23~ 2019, the Centers for Medicare & M_edicaid Se1vices (CMS) issued a proposed 
rule to clarify how organs are cc:,J.mted for the ptirposes ofdetennining the organ ttatisplantl'ition 
rate. CMS's proposed nile suggested excluding organs procured for 1;cs~arcb but not 
transplan~ed from the.ir definition of countable organs; ex.cept for pancreata prncured for 1s kt cell 

New Jersey Organ and Ti,sue Sha<ing Network, Jne: 
691 Cen!r41l A\le111.ic, Ne;·, P11<vld1:-nce, NJ 0797~ • •••• • 

\.,,,:w.nj~hartrigo~twork.org ; like :is@ f~cebookcom/n/sharingnetvrork • Follow u; r.n tw,tler ~ njsh:,nng 
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transplantation or research (transplanted or not), as is required by Section 3 7 l(c) of the Public 
Health Service Act (42 U.S.C. 273). 1 On December 20, 2020, in its response to comments on the 
proposed rule CMS's explained: 

[t]he 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 ... " 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 Network complies with regulations govcming 
organ procurement organizations, including the Conditions for Coverage\ which require that we 
submit data to the Organ Procurement and Transplantatiqn Net\vork (OPTN). Our data is 
continuously submitted to OPTN via UN et. J UN et includes some of the following software 
platfonns: Waitlist5

M (transplant candidate data); DonorNet:)(; (organ donor data); TransNet5M 

(safeguarding organ transport); Data Services (insights for improvement); and TIEDI~' {pre/post
transplant data). Our data is submitted to UNet pursuant to the stah1tory definitions. Our 
reporting to OPTN complies with the regulations and carefully tracks the definitions provided for 
both "donor" and "organ." 

"Donor·•-+ is defined as: 
... a deceased individual from whom at least one 
vascularizcd organ (hemi, 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"5 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 ifit 
is used for research or islet cell transplantation. 

1 84 FR 70628 (2019) Federal Register https:l!www.fcdcralregister.gov!df20 ! 9-27418 Accessed April 4, 2023. 
2 42 CFR 486.302; see also 42 CFR 486.328. Condition: Repurting of d:ita; SN' afso 42 CFR l2 l .1 l(b)(2). 
3 L'Net infonnatian. htlps:i/i.mos.orµ/tcclrnolm.!v.'unet' Accessed April 4, 2023, 
4 4 2 CFR 486". 302 https;f!www.cefr.gov/currcntititlc-42/chaplcr-!Vfsubchaptcr-G/part -486 lsubpart-G/sccthin-48q_6.302 Accessed 
April 4. 2023. 
5 4 2 CFR 4~6.302 http~:i/W\nv.cefr.gnv/'l.urrcnt!titlc42idrnpter-l V /~llbehapter -G1pnrt...t8fiisllhpart-Gr~c1 ion..4~a6 3M: Accessed 
April .J, 2023. 
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Therefore, NJ Sharing Network complies with the federal regulations by repo1iing pancreata 
recovered for research as an organ since the definition of"organ" includes "[t]hc pancreas counts 
as an organ even ifit 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 pl'ojects which adhere 
to the non-profit's mission to save and enhance lives. Researchers \Vho have fulfilled these 
qualifications since 2018 include: NJSN Laboratory/Personalized Transplant Medical Institute 
(NJSN Laboratory/PTMI), the non-profit International Institute for the Advancement of 
Medicine (HAM), and the Pancreatic lslet Transplantation Program at Beta Cell Core at the 
University of Chicago (UChicago}. 

NJ Sharing Network sent pancreata for research to NJSN Laboratory/PTML Attached is the 
protocol utilized for the research completed at the NJSN Laboratmy, "PTMI Pancreas (3)", (Sec 
attached bates stamped documents, NJSN 001-002). The research resulting from this protocol 
was detailed in the attic le "Differentiation of Human Deceased Donor, Adipose-Derived 
Mesenchymal Stem Cells in Functional Beta Cells". 6 This research manuscript published-in the 
Journal of Stem CeJJs & 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 Sharing Network provided pancreata for research to 11AM. The pancreas sent to HAM in 
2018, was provided pursuant to the research protocol for "IIAM Pancreas, Lung, Intesti1le, 
Spleen, Nodes, Blood- nPOD Project Number I", which focuses on Juvenile Diabetes research. 
(NJSN 013-015). IIAM provided a letter dated July I 3, 2018~ specifically detailing how this 
pancreata was utilized for Type l diabetes research. (NJSN 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. tNJSN 017-018). 11AM provided a letter dated 
November 23, 2020, specifically detailing the research objectives regarding this Type 1 diabetes 
research. (NJSN 019). The pancreas sent to IIAM in 2021, was provided pursuant to the research 
protocol for •·IIAM nPOD RP 12 Pane", \vhich focuses on Juvenile Diabetes research. (NJSN 
020-021 ). IIAM provided a letter dated March I 0, 2021, specifically detailing the research 
objectives for this regarding Type 2 diabetes research. (NJSN 022-023). 

NJ 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 

6 Rao, P., Deo, D., Marchioni, M .. "Differentiation of Human Deceased Donor, Adipose-Derived Mescnchyma! Stem Cd!s in 
Func1iona! Beta Cells,'' Jmmwl o/Stem Cells and Re?,en~•rati\!e Aledicine (Accepted l 4 Oct 2020: Published 11nline 1 ! December 
2020). 
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UChicago .. (NJSN 024-025).. In a letter dated Deccmber6, 202[2) to NJ Sharing Network, 
UChicago detailed llow th.c human pancreata provided for reseal'ch were used to optfinize 
different steps ofthe isiet isolation and cell processing technique. (NJSN 026-027). The research 
resulted in fra 11splantation of islet isolations providing a direct benefit to patients with Type l 
diabett:?s and transforming the patients' lives by allowing them to stop insulin i11jections, thereby 
resuming an: insulin-independent life. (NJSN 026-027). The rescarch.resulthig from this protocol 
was detailed in "Peri-operative Ri::parixin therapy resulted in 50% 5 year .. :insullil independence 
rate: Tbe University of Chicago experience"' This research manuscript; published in, Clinical 
Tra11spla11Jatio11 TheJounzai of Clinical and .Tra11slattoi1til Resea,·chi confirmed the iong-te1m 
benefits of.islet transplantation in pati~nts with Type l dl.abetes and problematic hypoglycemia. 
(NJSN 02T-030}. • 

With regard to your spccitic questions, NJ Sharing Network's responses are as follows:. 

1. The total n:umb<!r etf pancre-.1ta recovered by your OPO; per year~ fr.om 20i8 to i02i. 

RESPONSE: The total number of pancreata recov~rcd by NJ Sharing Network, per yem·, 
from 20.18 to.2022 are as follows: 

2. The total number of pancreata successfully pfaced for trar,splant by your OPO. per, 
year, from 2018 to. 2021. 

RESPONSE: The total number llf pancrcata succe:;sfuUy placed by NJ Shaiihg Network 
f.ortranspiant~ per year.from 2018 to 2022 .are as follows: 

7 Letter to the Editor, l:'~lcr Wilkawski;Tro1nsplamn1ion lnstillllt.:, Dcpartmenrorsurgcry; University ofChic:rgo, Chicago, lL, 
IJSA; "Peri,opc:rmivc IC.cpafuin therapy rcsulic:d in 50% S ycar-htsulin inJcpendcricciratc: The University ofC:hica~o . 
experience''· Cli11ical Tri111.,phmrnU011 TheJ,,u,1111/ i,_( C/inicufimd ri:nm/atio1111/.Re.reardi (Accepted. 15 March :2023, Puhlishcd.4· 
April 2QiJ). Jmris:iion lin~lihrarv.wih;v.comldciif I 0.1 II I /ctr.I 4 9RJ 
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3. The total number ofpancreata placed for 1·esearcb by your OPO, per year, from 2018 
.to 2022 . 

. RESPONSE: Due to NJSN's.increased investment in clinical staff and the overall 
increase..ii1 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 201.8 to 
2022. In order to fulfill its mission to save and enhance lives, NJ Sharing N ct:work s~nt 
pancreata to IiAM, NjSJil Laboratory, and UChicago. Sii1cc HAM only accepted three 
pancreata for the years 2018-2022, more pancrcata we(e. placed with NJSN Lab01:afoty 
and UChicago ln accordance. with their research protocols. The total number of pancreata 
placed by NJ Sharing Network for research, per year1 from 2018 to 2022 are as follows: 

4, The total number o(pancreata recovered for research and fransplant reported "s part 
ofCMS's performance meh·ic. calculations, per year, from 2018 to 2022. 

RESPONSE: NJ Sharing Network d.oes 11ot recover any single pancreas for the dual 
purpose "research and transplant" as per the question above. We ass~me the intent of the 
question is io elicit the. total number of pancreata recovered, and either provided for 
transplant, or if declined for that purpose, utilized fQr research. If a pancreas is recoy~red 
for transplant, bin the organ is not suitable for transplant or rejected, the pancreas \nay be 
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sent for research if the donot authorized such use. This fulfills our obligation to. donors 
an.d to our purpose tllat alJ the precious g1fts made by donors .be put to th~ir highest 
possible humanitarian use. NJ Sharing Network .does not directly report the da.ta to CMS. 
NJ Shadng Networkreports its .. data to. OPTN pu1·suantto 42 CFR 121.l l(b)(2), and 
OPTN, in tum, provides data to Cl\11S. There is additioiial information as discussed itJ our 
response to number #7. However, if the question is asking for the total 11u111ber of 
pancreata recovered for research or trai1spfant by NJ Sharing Network, .per year, from 
2018. to 2022, the intonnatipn is as. follows~ 

S. The. total number of paricreata .recovered for research specifically focused on islet cell 
transplantation by youJ· OPO, per ):ear, from 2018. to 2022. 

RESPONSE: The totc:1I number of non.,.transp!antable pancreata re.covered. by ,NJ Sharirig 
Network for research specifically focused on islet cell, per year fro1n 2018 to 2022 .ire as 
follows: 

Page j 6 
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6. Ho,v·many total donors your OPO reported as part of C.MS's performance metric 
calcµlatiQils, per yeai-, from. 7018 to 20·22, 

RESPONSE: NJ Sharing Network does not directly report the data·as part ofCMS's 
pe.rforma~rce metric cah;ulations. NJ-Sharing Network re·ports its d~ta to the QPTN, 
wbiGJt in turn, provides,the d~ta to CMS ... NJ Sharing Network's total number of orga11 
donors using 'the CMS definitions.Ii .p_er year from 2018 to 2022 are as .follows: 

7: How many total -donors your OPO reported as part of CMS's performancem~tric 
talculations .,yhp only had a pancreas· rcmQved t'Qr reset1rch1 per year,.from 2018-to 
2022. 

RESPONSE: NJ Sharing Net.work does not co1'nmence-the turgical-recovery from .aj1y 
o.rgaii dcinor solely for thc. purpose of research. NJ Sharing Network .always atten'lpts to 
place organs for transplant first. Pu.rsuam to th(,! definition qf"organ", the pancreas is 
included in the-definition .of an organ even if the pancreas ls used for research or is.let i:cJl 
tran.splamatibn. 42 CFR 486.302. Also. as a clarification, NJ Sliating Network does not 
directly repo11 the data as·part of CM S's perfonnance me.tric cak1.1l~tfons. 

R "Organ" mean~ a human 'kidm.-y. liver, heart. lung. pancreas, or· ink~linc tor mull,vi~.ceral orgm1s when 1ransplan1~d 11\' the same 
• time a.s ,u1 in.tcs1irtc). The pancrca~ (:{)u111s· o~ ~n prgan even .if it is used. for research ·or islet celi transplnniation. 42 CFR 486.302 
' "Org 1111'·',; SC\l also 42 'CFR .i!So·.302 "Donur": 
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8. Finally, we request copies of the research protocols, along with docuillcntatioil of review 
and approval of these protocols for each s(udy the OPO is providing pancreata for 
research and the numhc1~ o.f palicreata procured for each study, per year, from 2018 to 
2022. Please include ai:ty financial transactions b.c.hvceQ your OPO and tlte associated 
researchers or their instituHQns related.to this research. 

RESPONSE: The research protocols are detailed above. and attached 11ereto. 

Iri 2018, NJ Sharing Network did not send any pancreata forrescaith to NJSN 
Laboratory. In 2019, NJ Sharing Network sent one (I) pancreas for res.earch to NJSN 
Laboratory pursuant to the protocol "PTMf Pancreas (3)". (NJSN 001-002).Jn 2020;. NJ 
Sharing]-Jetwork sent twenty-two {22) pancteata for research to NJSN Laboratory 
pursuantto the protocol "PTMI Pancrea$ (3J'. (NJSN 001-002). ln202.l ., NJ Sbnring. 
Network sent forty-three (43) pancreata for research to NJSN Laboratory pursunnt to the 
protocol '~PTMJ Paitcreas (3)". (NJSN 00 I -002). In 2022, NJ Sharing Netw9rk seni fifty
three (53) pahcreata fot research to NJSN Laboratory pursuant to the pmtocol ''PTMI 
Panc;rcas (3)". (NJSN 001-002). 

In 201. 8, N j Sharing Network sent one 0) pancreas for research tciJJAM foi' the research 
protocol •·nAM Pancreas, Lung, Inresfine, S ple~n, Nodes, Blood - nPOD Project N timber 
l ". (NJSN O 13-015). JIAM provicfed a letter dated July 13~ 2018 specifically detailing. 
how thi$ pancreata was utilized for Type 1 diabete.s research. (NJSN 016). In 2019, NJ 
Sbari11g Network did not send arty pancrcata for research to IIAl\11. In 2020, sent one ( 1) 
pancreas for research to UAM for the research protocol, "HAM Pan.cl'eas with Blood
VUM.". (NJSN 017-018). HAM proyided a lett~r dated November 23, 2020 specifically 
detailing the research objectives regarding Type J diabetes research. (NJSN O 19). In 
202.1, NJ Sharing Network sent one (I) pancreas to JIAM pursuant t<, the research 
protocol ''HAM riPOD RP 12. Pane". (NJSN 020-021). IIAM provided 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 lIAM. 

In 2022, NJ Sharing Network sent thirty (30) pancrcata 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 NJ Sharing Network's Laboratory/PTMI as they arc under common 
ownership. Regarding financial transactions between IIAM and NJ Sharing Network, 
over the five years of research for pancreata, ITAM paid NJ Sharing Network a total of 
$6,000 for 2018-2022. With regard to financial transactions between NJ Sharing Network 
und UChicago for the years 20 l 8 to 2022 there were financial transactions for transplant, 
but no financial transactions for research, 

We hope this inf01mation is helpful. Please Jet us know if you have any further questions. 

Sincerely, 

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

Enclosures -- NJSN Documents NJSN 00 l - 030 
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VIA EMAIL ONLY 

Th~ Honorable Ron Wyden 
Chairman 
Cominitiee on Finance 
United State_s Senate 
Washington, DC 20510~6200 

April 21 , 2023 

• lvO ll_GHI SlR.!:Et 
BA(TiMORE. MD 2i:202 

Re: First Re.s11onse to 1\fa1·clr 20, i0i3 Letter to Keutm:ky Orga11.Do11of' Affiliures 

Dear Chairman WY.den and Members of the Committee on Finance: 

Ort b~half of Kentucky Organ Donor Affiliates (''KYDA"), please ac.cept Jhis 
c01Tespondeilce nnd tl1e accoinpahying documci1ts in response to the Committee's March 20, 2023. 
l_etter (''March 20 Letter~') requesting data aild informatioi1 related ro KYDA 's procurement of 
pancreata for reseatch. KYDA is eager to as!iist the Committee wHh its inquiry, and we appreciate 
the Co.mmittee's willingness to work with us to enable a reasonable schedule for a rolling 
production on bchalfofKYDA. 

While the. March 20 Letter raises concerns about Orga1i Procurerncnt Organization~ 
("OPOs"-) generally, KYDA is confident that its cooperation and responses in this prqces~ will 
demonstrate to the Committee that KYDA is a dedicated and. mission-focused organization tlirtt 
appropriately and accurately reports data (including data specific t() pancre.uta) consistent with 
CM~ regulations. We frustthat KYDA's productions will satisfy any questions or concerns the 
Committee may have. • 

By way of background, KY.DA .is an independent, non-profit OPO that was founded in 
1987 thro.ugh a combination of donation s~rvices at the University of Kentucky and the University 
of.Louisville. KYDA'~ founding ntission - which it seeks to advance every day--is-to maximize 
the number-of organs available for those in need and io maint~in a profoundresp~ct for those who 
donate the .gift of life. Suppmted by a team of lll0re than 150 compassionate; dedicated, and 
accountable staff members, KYDA is proud se1ve appi"oximately four millio.ii people across 112 
hospitals locat~d throughout its _donation service area, which irwludes the majority of the Stat.e of 
Kentuck-y(U4 of 120 tot~l counties), four co.tu1tics in southern Indiana; two counties. in wcstcm 
West Virginia, and one county in Ohio. Tn addition to. coordinating. and facilitating the organ 
donation process, KYDA also meaningfully engages in education and outreach efforts ill the 

AL-'l!AMA • FLORIDA• GEORGIA • lOU!S!ANA • MAR'(LAND • MiSSisS!PP! •_SOUTH CAR.OllNA • !E.N~ESSEE • TEXAS • V!RG!Nl,\ • V✓A5H;">C!ON,.0,C, 
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community. Today, approximately 63% of Kentuckians arc registered organ donors, \Vith 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 donors, particularly those whose organs 
may not ultimately be suitable for transplantation. \Vhile KYDA 's primaty goal is to recover 
organs for transplant, there are instances in which an intended donor's organ may not be clinically 
suitable for transplant. By providing the option to donate organ(s) for research, OPOs (including 
KYDA) offer donors and their families an alternative and meaningful opportunity to provide a 
potentially lifesaving gift, which supports important transplantation development and 
advancements. 

With respect to the Committee's specific inquiry regarding KYDA 's recovery of pancreata 
for 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 recertification cycle for OPOs, KYDA was 
cited by the Centers for Medicare and Medicaid Services ("CMS") for not meeting the then
applicable standard that measured the number of organs for research per donor. 1 In response, 
KYDA timely submitted a Corrective Action Plan to CMS, wherein KYDA agreed to CMS's 
directive to increase the number of organs placed for research and to undeliakc the following; (I) 
conduct training with clinical staff on how to effectively place organs for research; (2) work to 
expand the number of local research oppo1tunities 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 to place organ;; 
for research (which requires approval by KYDA ·s Board of Directors), KYDA immediately began 
implementation of the Conectivc Action Plan and, as of its final reporting in October of 2012, 
CMS found KYDA in compliance \Vith all applicable (at the time) outcome/reporting measures, 
including organs for research. 

In the years since, KYDA has worked diligently and carefully to implement and carry out 
CMS"s directives efficiently, successfully, and in line with KYDA 's stated objectives, As a result, 
the quality of KYDA's research programs and the number of organs available for research have 
grown exponentially for all organs (including pancreata) - the precise re.suits CMS intended. 

Additionally, 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(]) organs recovered, (2) 
organs transplanted, and (3) organs provided for research. To the extent the Committee has 
concerns about recent increases in pancrcata used for research, KYDA submits that those increases 
are consistent with these overall trends. 

1 Se(? 42 C.F.R. § 486.318(a)(3)(i-iii). 42 C.F.R. § 486.318(a)(4) stales tlrnt '·[t]he outcome measures dcscribd in § 
486.31 B(a)( I) through (3) arc effective until July 31. 2022." 
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With the above background and context in mind, KYDA responds to the Committc~·s 
requesis for specific data, in tum below. 

1. The total number of pancrcata recovered by your OPO, per year, from 2018 to 
2022.2 

l~Y.k!l~ol$}1!t1: £fti20.J~½vJ!. M1!~020,f&!iilll?Hrio.2:tttWi iilllao22/t(\I 
I 45 .37 84 I I.l6 137 ! 

2. The.total number of pancreata successfully placed for transplant byyout OPO, 
per year, from 2018 to 202:Z. 

f1J{<20ISJJ'Jfi ~fJ!f.:!Ji19.~i!ii j\J?ioz: 
L. (2 I 9 11 

W'it.202Zfft;} 
15 

KYDA 110.tes for the Continittee that the 11eed for pancre/.lta for transplm:it is exceptionally 
small tompai·ed to the need for all other. organs. Cum:nt data from the Orgai1 Procureme-nt and 
Transplantation Netwqrk reflects that, as of April 18~ 2023, 80 patients are in.oeed ofa paricreas
only transplant, whereas th~ total numbe.r of candidat{;!s awaiting a:tiy solid organ transplant is 
103,892.3 • 

3. The total number of pancrcata placed fo1~ research by your OPO, pcl' year; 
from 2018 to 2022. 

llif.f(i.20180/lf) I{i;JI:2:tU9'1f&t :Jt1!1,Qt.O.~~\fl ltt{ti~o.2Jtt.{IiH{!J~oJ~;@t! 
I 31 21 11 ! 10s .116 I 

4. The total number of pancreat1t recovered for research and transplant reported 
as part of CMS~s performance metric calculation&; per year. n·om.2018 to 2022. 

iBtf20JS..Wi/rf1 :iff2QW.lii1.f lffiffz.~fi-0Mhilt. I\ff~Hzo~tfiti ;;W0::?02'.2JJ~ 
43 36 82 115 131 

5. The total numbe1· of pancr-eafo recovered.for research specifically focused on 
isict cell transplantation by your QPO, per year, from 2018. to 2.022. 

ri~~f,(ZQ,18.f#f.;f !1/{1&:ol9}iM i';f{ZOZO?l~\f W:&/2021}@§ JfJ2022lN? 
31 27 7i 105 116 _J 

• The figures provided jn response to this Request include pancr.eata thatwere succcssfuily transplanted. plac.ed for 
.rGscarch, ordcplined for all purposes. 

l https:!ioptnJransplant.hrsa.gov/<l:ita!. 
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6. How many totnl donors your OPO reported ~s part of CMS's performance 
mchic calculations, per year, from 2018 to 2on .. 

tt@zo1a?@ tt;}J2.0l}f;}:E ~}f}2ojpf~fJ,[/f1.fZ.Qiii{\0Ji ·Wlii:02-t;f.t(; 
125 129 171 i 188 240 

7. How many total donors your OPO reported as part of CMS's performance 
metric calculati.ons who only had a pancreas removed for research, per year, 
frorn 2018 to 2022. Any guidance documents on protocol for pancreas recovery 
produced by the OPO .staff from 2018 to 2022. • • 

1.mit12olst?H 1iita.oi:?t?~} ?iifY2020.fttfa ;t;.020-21.~tF?i ;;tt~;202z;}0,t' 
I 1 2 11 27 

With regard to this Request, we believe it ts critical to emphasize that KYDA do.es not take 
donor~ to tire operating room with tl1e inte11t of procurii1g only panc.reata fot research. Imponnnt1y~ 
with the exception of two donors in 2022; for each dononvho had only a pancreas removed for 
research from 2018 to 2022, the .donor was sent to t.he operating room with the i1i.te1it to transplant 
kidneys; and kidneys. were recovered. Ultimately, however, no kidneys were accepted by any 
transplant center for these donors. For this re,ason, th~se donors we.re. classified as "pancreas for 
research only donors;" although they were not initialiy classified as such prior fo entry of the 
operatitis ro.001. 

There nrc two exceptions to the cascs•iil which kidneys were also r.ccpvcrcd in 2022. The 
first exception inv()lved a case in which the donor's liver was allocated for ttansp1ant but was 
.declined imraoperativety due to the donor's advanced age and poor biopsy results. In the sec~lnd 
case, the donor's .heart had beeJ1 allocated for transplant but was.similarly declined intraoperativdy 
and was ultimately recovered for research. 

Lastly, copies ofKYDA's po.licies regarding organ recovery(including prior versions that 
were in effect during the requested time ftanie) a:re included with this production at the doc.umcnts 
Bates labeled KYDA-SFC-OOOO(H to KYDA.;;SFC-000103. These documents are accessible "'ia 
the following secure Sharefile link~ which, for security reasons will expire 30 days from the d~te 
of this letter: 

KYDA provides this infortuation and documentation in an effort to cupperate with the 
Committee's inquiry and resol.veany concems theCQmrtlittee may have. This cotTespondence and 
the accompanying documents a11d information may contain sensitive andfor coafidet\tial 
inforri1aiion and are subject to the Standing Rules of the United States Senate (Doc; 113w 18). 
Accordingly, we respectfully request confidential • treatinent of ail¥ paites, attachments, or 
docunients that have beeri marked with the following la11gu;:1ge; "C.ONFJDENTJAL.~· Given the 
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sensitivity ohhis information, we also request advance notice of any coi1temp!ated disclosure and 
a reaso11ab)e opportunity to rcspo11d.or object p rfor to any contemplated disclC>sure, 

Please feel free to contact llS if you.have any questio11s. In the meiuitinie, we arc in. the 
process of collecting additional documents and information responsive to the Cortunittcc's 
remaining i•equest and expect to provide a. supplemental . production to the Committee in the 
coming weeks. • 

.Sincerely, 

Is/ Alison C. Schm.:ick 

Alison C. Schurick, Esq. 
Melodic H. He11gcrer, Esq. 
BAKER~ DONELSON, BEt\RMAN. 
CALDWELL & BERKOWITZ, PC 
100 Light Street, 19th Floor 
Baltimotei MD 21202 
Ph01.1e: 
Email 
Entail: 
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BAI<E~DONELSON 
BEAR.i\iAN; CAl,DWELL & nER.KOWitz, PC 

ALISO.Sc; SCHURICK. SH,\REHOI.OER 
Direct Di:11:~ • 
E-l\lPilA.dd~ 

VIA EMAIL ONLY 

The Honorable Ron Wyden 
Chairman 
Committee on Finance 
United States Senate 
Washington, DC 205.10-6200 

May 8, 2023 

100 UCl'!t SiREE! 
a·Ai. Tf!-AO~.E. i'.AP· 2120~ 

;>HOtif,,, 

fA.~: 

WYtw :bokerdonelsothccm 

Re: Seco,id Respouse to .~f m·ck Z.Q, 2023 letter to Ke11t11c1'y 01-g<m Do1tor Affl(i"tes 

Dear Chairman Wydei1 a.nd Members of. the Cornmittee o.n Finaoce: 

011 behalf of KentLicky Organ Dono.r Affiliates (''KYOA''), please .accept this 
correspondence and the accompanying docuinents in KYDA's continuing response · to the 
Committee'.s March 20; 2023 Jetter ("March 20 Letter") requesting data and informatioi1 related 
to KYDA,'s procurement ofpancreata (or research, KYDA remains cagertd assist thcCotmnittce 
with its inqQiry arid again appreciates the Committee's v:i1Jingness to work with us to. enable. a 
reasonable scheditle for a ro!Hng production. 

As \Ve indicated i11 our prior letter co1Tespondence, KYDA 's mission is to maximize the 
nu_mber of organs available for those irt need and to maintain a ptofourtd respect for those who 
donate the gift -of life. KYDA works to honor the gift of donation with a compassionate, dedicated. 
and accountable team, .and believes its records reflect a commitment to advaricing these impmtant 
causes in .an effective, professional, and appropriate manner. KYDA is confident that its 
cooperation and responses in this pt'ocess will d.emonsh'ate to the Committee that KYDA is a 
co1npliant and mission-focused organization, We trust that KYDA's productions will satislY any 
questions or concerns the Committee may have. 

In this second production, KYDA provides materials responsive·to Request No. 8 of the 
March20 Letter, which seeks (a) "copies of the research protocols, along with documentation of 
review and approval of these protocols for each study [KYDA] is providing pancreato for research 
and the number of pancrec;ita prncured for each stucly, per year, from 201 8 to 2022, \' and (b) "any 
financial transactions bet\veen [KYDA] and. the associated researchers or their instinitioris re fated 
to this research." 
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KYDA has particip1tted in two specific research stu~ies related to pancreata during the 
years .idcntified1 titled a~ follows: (1 ) .. '·Development and Validation of Tnu1spo.rt Co1idition.s. for 
Islet Transplant" withKoligo Therapemics, Inc. ("Koligo") (the "Koligo Study';l; and (2) ''Ht11nai1 

islet Isolation and Imagi11g of Human Pancreas'' with the University of Louisville, Cincinnati 
Children.'s Medical Center (''UL·UC") ("the UL Study"). Additionally~ KYDA bas an ongoing 
Research Recovery Agency Agreement with the Musculoskeletal Transplant Foundation, Inc. 
d/bfa MTF Biologics, for procurement, medical research, and education related fo certain research 
tissues; including pancreata ("the MTF Agreement"), The below table reflects tbc number of 
pancreata K YPA procured for each of these research studies or arrangements, per year, (rom 2018 
to 2022: 

21 0 0 

50 105 116 

0 o. () 

Regardin.g. the Committee's request for "research protocols" arid "documentation of review 
and approval of these protocols for each study/' KYDA provides (and notes) the following. 

With respect to ihe Koligo Study, included with this: production is .a copy ◊fthe Study 
Pi'ofocol thaJ Koligo providc::d tµ kYDA in support of the Koligo Study in April 2018, a$ well as 
copies ofconespondcnce regarding funding ai1cl lnstit1.1tici11al Review .Board (' 'lRff') approval of 
the Koligo Study. These documents have been B~tes labeled KYDA-SFC.000125 to KYDA
SFC ... 000135. With respect to the UL Study, KYDA does not possess copies of any ••research 
protocols," and thus has no responsive materials to provide in response to this portion of the 
Committee's request. Regarding ''review and approvar• documents requested, KYDA includes 
with this production Copies of two IRB review and approval letters thatUL~UCprovided to KYDA 
in support of the UL Study in May 2020. These materials are Bates labeled KYDA-SFC--000136 
to KYD.A-Sl<'C:-000139. Lastly,. KYDA is ui1aware of any "research. protoc.ols" or as$ociated 
"revie.;v and: approval'' docume.n1s prepared in connection with the MTF Agreement. and therefore 
does not possess any documents respoitsive to this portion: of the Conunittee's request. 
Nev.crtheless,. ii1 ail effo1t to assist the. Committee with its inquiry and mrdcrsranding, of this 
research an-angement, KYDA includes with this production, at the documents Bates label~d 
KYDA-SFC-OOlH 04 to KYDA-:.SFC-000124, a copy of the MTF Agreement 

These dotuments are accessible via the secure Sharc:file link below, and the password to 
access the .zip file is: . For security reasons, this Share.file link wm expire JO days 
from the dat~ of this lette1·, so we. encQurageall intended recipients to download and save the files 
locally. 

Link: 
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Finally, with respect to the Committee's request for financial traosaction:s r.elated to this 
pancreata. research, KYbA states that it. has no responsive matcr1als1 as there \Vere no funds 
exchanged between KYDA andanrofthese programs or institutions fo r pancreata-relaced research 
during these years. 

In reviewing ihesc materials;. KYDA identified tedain personal, proprietary, and/or 
$ensitive informatioi1 that is or may be confidential on its face and/or harmful to thfrd parties if· 
publicly disdos.cd. To protect those interests .ai1d simultaneously advai1ce this process as efficiently 
as possible and remain cooperative \\iith the Cortunittee.'~ re.quests., K.YDA has applied redactions 
to limited portio11s of che.se matetials (o the minimum extent necessary; Additionally~ KYDA 
expre~~ly maintains that these materials (it',cfoding but not lin1ited to the Koligo Study Protocol) 
are confidentialin their entirety, and thus respc;ctfully asks that the Committee treat them ~s such 
accordingly. 1 In the event the Committee contemplates disclosing any of these materials at a.ny 
time~ we re.quest that we be provided advance notice and a reasonable oppo11tinity to respond or 
objec:t prior to any contemplated disclosure; 

We hope this additional infonnation and documentation continues to .be helpful in 
answering the Committee '.s .questions and any concerns. Please. feel free to c;ontact us if you have 
any questions or would like to discuss this inquiry further. 

Sincerely~. 

Isl Ali.Mii C Sclrnrick 

.Alison C. Schurick, Esq. 
Melodie H. Hengerer; Esq, 
BAKER, DONELSON, BEARMAN, 

CALDWELL & BERKOWITZ., PC 
l.00 light Street, 19th FJo.or 
Baltimore) MD2 I 202 
Phone: 
Em:ail: 
Email: 

1 To. the ext.ent any of the materials included with this production may be subject to any pri,·ilcge(s) outsijie 
the context of this investigation (e.g:, the schola(s privilege or any privileges governing trade secrers und 
other proprietary info1mation), KYDA expressly maintains and preserves all t'ighti;, objections; and 
arguments with respect to tllese ma.tcr.ials and the assertion of any applicable privilcgc(s). 
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Title: ·Conflict of Interest 
tGt • MIDW!::ST 

Doc#: PO-EC: 5.13 Ver.sion#, 7 Active Date: 12/3.1/22 TRANSPLANT 
NETWORK 

Mis~iorl: Saving Lfves by Honoring the (jift of Organ and n~sue Donat(oo with D,ignity and Compassion . . . . . 

1.0 PURPOSE: 

1.1 It is the policy of Midwest Transplant Network (MTN). to prohibit its employees from 
engaging in any activity. practice, or: conduct that conflicts with. or appears to conflict 
with, the interests of the organization. its customers, or Its suppliers. As it is impossible 
to describe all or the si tuations that may .cause or give the appearance al con(lict of 
interest, the prohibitions included in this policy are i:,ot intended lo be e;i.hauslive 

·2.0 SCOPE 

2 .. 1 All Employ~es of MTN 

3.0. RESPONSIBILITIES 

3.1 If .is tt1e resppnsibility of the Chief People Officer to main.taln overslght .. of the. 
·Human Resources policies and procedures 

4.0 DEFINITIONS 

4 .. 1 N/A 

5.0 APPLICA6LE REGULATIONS 

$.1 NIA 

RELATED DOCllMENTS 

Conflictof.'lnleresl AcknoW!edqement Form AD075 

6.0. PROCEDURE 

6.1. Gener~! ·~uidelines 

·5.1 !1 • Employees of MTN are expected to fulfill their duties, obligations, and privileg~s 
ln their etnployment objec!lv.ely and In the best Interest of th·e organization. In 
order to seiye these purposes, relationships with per.sons and organiz.ations with 
which the organi:za,tio~.lr~l')SBCIS business must bo ,free fri;,m conflict of interest 

6.1.2. Conflicts qf i.nterest.may. be real or perceived; arid 'in:any case must be disclosed 
to. leadership. Questions .and concern$ about potential ~onflicts should. be 
refer(ed to 1eadership 

6,2 Conf!ic;t of Interest Statements 

Page 1 of 3 

MTN ·000.940 
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TRANSPLANT 
NET',VORK 

Mission: Saving Lives by Honoring the .Gi ft of -Organ. and Tissue Donation with Dignity and Compassion 

6.2.1 Employees are expected Jo represent MTN iii a ·positive and-ethical manner wnile 
exercising their du.ties 

6.2.2 .Employees shall not use 1he privlleges of employment to infliJence any decis1on 
.of the organlzation in favor of any person or business organization with which 
they ha~e. -a financ;i;d i('!terest qr to pri:>111.0te their personal or professional inter.est 
Employees have a "finan_cial iiit~rest" if they have,. direc~ly or indir~ctly., throu.gh 
business, investment or family 

6.2.4 

6.2 .. 5 

6.2.6 

·.6.2.7 

7.0 RECORDS 

• 6 .. 2~2.1 An oymership or invosiment ·interest ih any person .or business 
• organization with whict:i M TN ha_s a transaction or arrangemen~ 

.s.i:2.2 A:compensation arrangementwitl:iany person or business organization 
wi_th·which MTN h~s a transaction or arrangement; or 

6.2.2,3 A potential ownership-or- inve!ilmen~ iri:eresi:,n, 0r1:omp,3nsati.on 
a·rrarigementwith, any person or l:rusiness organizatior:i-with which MTN 
is n~gotiating a transa.ctlon ot arrangement 

6.2 ,2.3.1 Compensation includes dfrect and indirect r.emuneration as 
well as gifts or favors that are substantial ih_nature 

EmptoyeE;1s shqll.disc!Ose their fina.ncial'lnterest Jn an~/transaction ¢r. 

arraiigen,ent by notifying their i r.nmediate Leade~ or the Ghi_ef Executiv.e· omo_er of 
MTN. Failure.to do so wlll result in dfscipline, up·to and inclui:ling termination . . . . ... 

Employe.es shall abstain from any.involvemen!jn any transaction or ·a{l'angem.ent 
in which· MTN is a party where the employee has, or may have t_he appearance of 
a conflict of interest described. lfr the defiriitiori ab·ove • 

Employees ·shall. refrain from 1,mduty influeocing. or dire.cling the job pertormaric~ 
of any other MTN employee.contrary to_the.er:npl«;>y.ee's jot,, description for the 
purposes of personal or professional ·gafn 

Employees shall, upon terlTJinatipn of servi_<;:.1;1s as.an employr:!e of MTN. n.oid 
confidential any matter prol)rletary to the organiz~tion 

Every empJoyee will be requ tr.ed to sign, a.s a condition of their employment and 
continued employment a Conhict·-oi' lnterest Policy Acknowledgment Form 

8.0 DOCUMcNT HISTORY 

Refer to Ci-Puls~. 

·page _2 of 3 

MTN .000941 
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would have the power to 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 
provisions 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 10.9 Public Policy: 

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

ARTICLE XI 
INUREMENT AND CONFLICT OF INTEREST 

Section 11.l Pecuniary Gain: 

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

Section 11.2 Compensation: 

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 automobile travel expenses for attendance at a Directors meeting. 

Section 11.3 Transactions With Interested Parties: 

The Corporation may engage in contracts with officers or Directors of the Board or authorized 
representatives of any corporation, partnership, association or other organization in which one 
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 Network, Inc., Adopted: September 30, 2022 Page 1s of 18 

LifeShare_OIJ0860 
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(c) The contract or transaction fs fair to the Corporation and complies with the laws 
and regulations of the .state of Oklahoma at the time the contract or transaction 
Is authorized, approved or ratified b\f the Board. 

Section 11.4 Disclosure: 

All officers and Directors shall dlsdose any interest or affiliation they may have with any entity or 
individual wfth which the Corporation has entered, or may enter, into' contracts, agreements or 
any other bustness :::ransaction, Such dlsdos'utes shall be rnade by all officers and Directors on an 
annual basis on a Conflicts of tnterest Statement (the "COi Statement") in which the officer-or 
Director identifies any relationship that could have ,an influence on the officer's or Dlrec:tor1s 
ability to serve 1n his or he.: role, Dep_ending on the nature of the affiliation the Board haS; the 
optlon to sf1pulate that such interested party refrain fro·m votfrig on~ or Influencing the 
conslderatlori of such matters. Failure to complete the COi Statement by the deadline imposed 
by the Chief Executrve Officer in the case of the officers and the Chair of the Board ir, the case of 
Directors will result In discipline of the officer and suspension of the Director from all Board 
activities. 

Section 11.5 Independent Action: 

All officers and Directors of the Corporation shall act in an independent manner cons!stent'with 
their obllg;:;t'1ons to the Corporaf1oh and applicable iaw; regardless of any other affiliations, 
memberships or posifions, 

Section 12,1 Facslmi!~Signatures: 

ARTICLE XII 
MISCELLANEOUS 

Facsimile signatures of any officer of the Corporation may only be used whenever at1d as 
authorized by the Board. 

Section 12.2 Corporatg Seal: 

The Board may provide a suitable seat, -containlr:g- the name of the Corporation and word 
"Oklahoma/' which s_eal sha1l be placed in the custody ofthe Chief Executive Officer. lf and when 
so directed by the Board or an a_uthortze(l committee thereof, duplicates of the seal may be kept 
and used by the Secretary/Treasurer. 

Section 12.S sooks and Records: 

The Corporatfon shall keep correct and complete books and records of acco_unt and shall also 
keep minuNs of the proce<;dings of Its Board, and shall keep at the registered or princ!pa! office 
a record gi\/lng the names anri addresses of the Directors entltled to vote. AH books and-records 

Bylaw,_of UfeShare- Network, Inc,, Adopted: September 30, 2022 

LifeShare_000861 
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STANDARD OPERATING POLICY AND PROCEDURE 
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~DONOR__ Ti!I~: 

ALLIANCE Conflicts of Interest 

Organ &Tissue Donation Docum~m No. Rcd,ion No. Effective Date 
ADll0.02 04 08/30i2023 

DC Appnwal ByiDate: LN 08/30/2023 Chang~ Rcque~l Nll. 
CR2595 

1. PURPOSE 

The purpose of this policy and procedure is to provide standards for employees, Board members, and 
committee members of Donor Alliance to conduct their personal affairs in such a manner as to avoid any 
possible conflict of interest with their duties and responsibilities as members of the Donor Alliance 
organization. 

2. SCOPE 

2.1 This policy and procedure applies to employees, Board of Directors members and/or Board of Directors 
committee members of Donor Alliance. 

2.2 This procedure is written to comply with the regulatory requirements specified in QSl00.02, Quality and 
Reg11/at01J' Standards. 

3. RESPONSIBJLITIES 

3. l All employees, Board members and/or Board of Directors committee members arc responsible for 
adhering to this procedure and the standards of conduct relating to conflicts of interests as outlined in 
QS210.07, Cmporote Compliu11ce Mamwl. 

3.2 All employees, Board members and/or Board of Directors committee members wil! be required to reviev,' 
this procedure and sign a Conflict of Interest Disclosure Fonn upon hire or appointment and annually 
thereafter, 

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

3.4 Board members and committee members shall notify the President/CEO of Donor Alliance regarding 
any possible conflict of interest as soon as it is known or reasonably shoukl be known, 

4. DEFINITIONS 

4.1 Agreement or Transnction: Any agreement 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 establishment of any 
other type of financial relationship with Donor Alli:mcc. The making of a gift or donation to Donor 
Alliance is not an Agreement or Transaction within the meaning of this document. 

4.2 Committee Member: A member ofa committee appointed by the Board of Directors. 

4.3 Employee: For pUI]JOses ofthis policy, full-time, parMimc, per diem staff; contracted agency staff; 
contracted employees; and consultanL'i (long-tenn consulting agreements), 

4.4 Family Member: A spouse, domestic partner, parent, child, or spouse of a child, brother, sister, or 
spouse of a brother or sister, of a Responsible Person. 

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

Printed Doeumcnt i~ Uncontrolled 
Pr<,~~""<) ,r,d c,'1\fid,n11,I ,nr-orm>',oo 

n., ""' «produco "' m.,Se »·,i!,bi, M '""'I ~,nb w"ho~, priarw,mc'rl '''"-""' fMn D<•oo• ,\ih.>t,L<. lac 

I 
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I !1jDONOR._ I 
Tille; 

ALLIANCE Conflicts of Interest 

Organ &Tis.we Donation Documcll! Xo. Rcvisfon No. Effective Dille-
ADII0.02 04 08/30/2023 

DC Approvnl By1Dnte: LN 08!30/2023 Change Rtquest No. 
CR2595 

4.6 Responsible Person: Any person serving as an officer or employee 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. 

S. POLICY/PROCEDURE 

5.1 Policy 

5, 1. 1 As an employee, Board of Directors member and/or Board of Dircctol's committee member of 
Donor Alliance, your first obligation is to your job with Donor Alliance. Donor Alliance is 
sensitive to issues which may place its employees, Board members and/or committee members 
in a conflict of interest between the 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 Donor 
Alliance, vendors or other entities or individuals with business relationships with Donor 
Alliance, and/or persons who perfonn regulatory functions with respect to Donor Alliance). 
which may cause these conflicts to arise must disclose their existence to Donor Alliance. 

5.1.2 Donor Alliance will evaluate any such relationships, and any potential consequences th~t_can be 
factually detcm1ined to result from those relationships, in order-to detcnnine whet.her it will 
prohibit their continuation as a condition of fmiher employment, Board membership or 
committee membership. 

5.1.3 Should an employee, Board member or committee member fail to disclose a relationship which 
creates such a conflict, including but not limited to a Material Financial .Interest as defined 
above, or continue a relationship after being prohibited by Donor Alliance from doing so, 
disciplinary action, including termination of employment or tennination of Board membership 
or committee membership, may occur 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. l Before board or committee action on an Agreement or Transaction in which a Responsible 
Person or Family Member has or may have a Material Financial Interest, the Responsible 
Person shall disclose al! facts material to the Conflict of lnterest. The Responsible Person shall 
refrain from any action that may affect Donor Alliance's participation in such Agreement or 
Transaction. Such disclosure shall be reflected in the minutes of the meeting. 

5.2.2 With respect to an Agreement or Transaction in which a Material Financial Interest exists. a 
Responsible Person who 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 disclose to 
the chair of the meeting all facts material to such Agreement or Transaction. The chair shall 
report the disclosure at the mccti.ng and the disclosure shall be reflected in the minutes of the 
meeting. 

5.2.3 Any such Responsible Person shall not participate in or be pem1ittcd to hear the Board's or 
committee's discussion of the matter, except to disclose material facts and to respond to 

Printed Dnc1m1cnt i~ lincoulro]lcd 
rrnrnm,y ,sd rnot\d,n1ial ,niom,,tion 

D<1 n,~ rc~r.,dn,o or rtuke a,·,,1,M~ '" <h,nl pon"' """""' r"w "''i'•"- """"'"' fra,n [)~m•, Alha.sce, !ao. 
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questions, oras outlined below. Sm;h .per.son shall not attc111pt to exert h is. or lier p~rsonal 
influence with respect to the matter, .either at or outside the meeting, 

.5.2:3.1 

5.2,3.2 

In accordance ,vith the Donor Alliance Bylaws, any such Responsible Pers.on may 
participate in or be permitted to hear the Boaru 's or committee's discussion of the 
111attcr if; • 

5.2.3J. I 

5.2 .. 3.1.2 

The material facts as to the Responsible Pen;on'.srefationship or 
interest and as. to the c011J:1icting interest trnnsactio,i ::ire d1scfosed or . . 
are known t.o tile Board of Directors or the Comntittee, and the Bo?r.d 
at Directors or Committe.e in good faith authorizes, approves, or 
ratifies the .conflicting interest trallsaction by.the affirmative vote ofa 
majority of disinterested directors, even though the disinterestod 
directors are less than a qttoruni; or •• 

The contlicting intere~t transaction is fair as to Donor Alliance. 

5.1.3J .3 Such di~c)Clsure and approval shall be reflected in the minutes of the 
meeting. 

Responsible Persons \Vith a Material Interest may be cc;mnted in dctp~1nining the. 
presence of a quorum at a meeting oft.he Board of Directors 'Or of.a. Cc1mmHtee 
wh.ich .authotizes, approves, or ratifies the conflicting interest transaction. 

5.3 Outside Employment of Donor Alliance Employees 
. . ·.t ' .. 

5.3.,1 <Jcneraily, ''.moonlighting" is defln9d as working at soine activity fol'pcrsonal giiiri cmt~ide.of ail 
em.ployee(s job with Donor Alliance. If employees do perform outside work; they shall disclose 
this to Donor Alliance. Employees have arespohsibiliiy foavoid any conflict wHh Donor 
Alliance's business il'uerescs while performing .outside ,vork. 

5.3. 1. 1 No Donor AIJiance employee shall perform work or render services for miy 
organization with which Donor Alliance does business, or which seeks to. do 
business with Donor Alliance, outside ofthc nonnal cours~ of th~ir employment 
with Donor Alliance without. the approvt\l of the Pr~sidentiCEO ofl)onor Alliance., 

~.3.1.2 Employees cannot 'Solicit or compete with Donor Alliance's product or s~rvice 
offerings. 

5.3.1.3 Outside work <;an not be pcrfonned on Dem.or Alliam~e 1.s tfrilt;!. 

5.3.1.4 Employees cannot use boner Alliance's equipment. materials, resources, oT"inside'' 
informaLion for outsid~ work. See IS200.09, Electnmic Sy.m!lm Policy. 

S:3.2 Employees cannot solicit bilsfoess or clients or perforni outside work on Donor Alliance's 
prc1rtises; 

5.3.3 The Director of Human. Resources and President/CEO will review employ.ee conflict of interest 
disclosure forins in which a toiltlict is disclosed. • 

l'rinli:d Docuintnt is l/ncontrollccl 
. P,c,ri-;t:t,.·I'}' ~,vl ~ritirhati~1 in!i.,tnutfon. . . 

ll•• ~:;: rqttoi!1k~ <•f' 1n4cuw.iH~bl::- HJ iMrd ftirtie:s \i:itb.:~t pnoJ' \io1faci. ·'.:1.,t6eut frrnn Dot1t1t•A:l1~n. isfo: 
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3.4 Confidentiility 

5.4. l. Eac.h Responsible Person shall exercise c:are not to dis.c.Iose confidentiaLinfonnation acqtiired in 
connection with such status or info1matJon the disclosure of which mighJ be ~dverse w the 
imerests of Donor Alliance. Furthennore, a Responsible Person shall not disclos.e or use 
information relating to the business 9f Donor Alliance for the personal profit or advantage of 
Jhe Responsible Person or a Family Me1ritier or any entity, business or organization in .which the 
Rcsponsible-Perso:n or Fan-iily mcmbermay have.a Material Financial Interest. 

5.5 Review .of Policy 

5.5.l 

553 

5.5.4 

Each Respo1isiblc .Person shall be required to review a copy of this policy and to acknowledge 
in writing that he or she has d9ne so. 

Each Responsible Person shall anttually complete a disdosure fom, identifying any 
relationships, positions, or circun1stances in ,,,hich the Respousil>!c Person is inv0.lved that Ile 9r 

she believes does or may constitute a c.ontlicl ofinterest as d.escribcd in this policy. lt1ch 
Responsible Person should also disclose. any actual or potential conflict (1fi11tere.st that 1riuy 
arise during the course of the )'ear bet\ve.en the si1bmissio.os ofannuai disclosui·e foin.s, 

5;5 .2.J A1iy such information regarding busii1ess 1illcrcsts of a R.csponsiblcPcrson or a 
Family Member shalt be trec1ted as confidential .and shail gem:rally be.1i1ade 
available only to the Chair, the President/CEO, and any committee appointed to 
address conflicts of interest, excetH to th~ extent additional disclosure is necessary in 
connecfi(>il W:ith the implementation of this Policy. 

This policy shall be reviewed annually by ail Responsible £ler:sons. Any changes tolhe Jlo1icy 
shall be communic~ted immediateiy to.all Respon~ible Persons. 

The President/CEO will review contlict of interest disc;losure fonns i.n which a con:fljct h 
disclosed. 

5.5.4. l Whenever there is reason to bclie\'c that itn actual or potential conflict ofintcr~st 
exists between Donor Alliance arid an iritereS.ted patty, the President/CEO shall 
determine the appropriate organi:zntion:il response. 

5.6 Record Control: .RecQrds generated by following the rcquircinents of this procedul'c arc conh·ollcd by 
Quality Systems in accordinte with QSI 00.03, Records Mnm,gemeiit and Ret1m1io11, 

6; REFERENCED AND RELATED DOCUMRNTS 

Electi-onic Systems Policy (15200.09.) 
• Q1,1ality ifnd Regulatory Standards (QSIO0.Q2) 
Records Management .and Retention (QSl00.03) 
Corporate t:ompliancc l'vlanual (QS210.07) 
Third Amended Restated Bylaws of Donor Alliance (Septen1ber 27, 2010) 

l'r.intcd J>ocuml!itt is Unc:tinli'ollcd 
f'n:rti#«i: ctt'ld , i nftJr.nli.C ltl(e>ni1:;,ti~,~ 

~) ~unc:r-rr.J,ice-~" n1.1~c:·.ll."·.:n!:d,1: ta nu,d J',lnlt•,.\,,)tN)1:t pi1..T wfiltL-n (:iu1.<1~nt·fru111 D<,n:1r i\Ui:lr.1.'t; t:lC". 
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1~0 Purpose: 

Effect iv.~ Date :.11/06/2016 

i Version: 10 
I 

1.1 To protec_t DCI D0.nor Services (D'clOS) intere$ts.· when It Is .co·ntemplatlng 
entering Into a transaction or ~rrangement that n;iight .benefit the priyate 
Interest of -an officer or director-Qf DCI.DS. This policy is intended to .supplement 
but not repla-~e ·any applic-able state laws gov.eming conflict~· of. interest 
appUcable to. no.nprofit- and charitable corporations. (Article I). 

2.0 Responsible Parties: 
2.l Medical Director(s) 
2: .• .z ExecJJthle Director{s) 
2:3 Advisory B0ar-d 
zA ~overliing Boc1rd 
2·:S Corporate ._Counsel 

3.0 Definitions: 
3.1 Interested Person - Any director, principle officer, mem_ber of a. c~mmittee with 

b.o.ard-delegated power-s, qr -;:idyisqry board m~mber, who has a direct or indirect 
financial interest as defined belo,;v; i~ an inte"resteq person; 

3.2 Financial Interest - A persof"!· has·a ·financial inl erest ·if the person .has, directly dr 
indirectly, thro1.1gh business; investment or famlly~ • 

3.2.1 Ah ownership or investment interest i_n any entity with which DCIDS ha_s a 
tran·sac;tibn or arrangement 

3.2.2 A compensation 9r:rangement with DCIOS or with any entity or individual 
witn Which DCIDS has-a transaction err arrang·ernen~ 

.Pagel of S 
Ptin.ted ~opies are fo_r l'.eference only. R~fer to the electro11i.c·.version for the most current 
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HR.113 - Conflict·of Interest- Advi·sory Bo·ard and Governing BoarcJ 

3·;4.3 A potentia·1 ownt:;rship or investm~ht interest In, or compensation 
arrangement with, ;my entity or in.dividual with which OCIDS is 
negotiating i:I transaction or arrangement 

3.3 Comqerisat-ion .., • includes ·direct and indJre.ct remuner~tion as well as gifts or 
favors thatare. s.ubstantial in i:,atur~. 

4.0 References! . 
4.1 RF.211-AATB.StandardsfotTissue Banking 
4.2 RF.2.-12 -AOP.O· Standards • • 
4.3 
4.4 
4.5 
4.6 

RF:207 ,...tMS; Hosbital lnterpretiv.e·Guidance. Appendix A 
RF.213 - EBAAMedical Standards 
RF.200 -FOA:cFR Title 21, Part 1271 
RF;206 - .UNOS OPTN Polky 

5.0 Documents/Forms: 
S·.1 HR.112.FOl - Employee Conflict of Interest Statement 
5.-2 HR.113.FOl Confl ic:t.of lntere·st Advisory and Governing Board 
~3 QS.737 - Records Management and·Retention Policy 

6.0 p·r.oced!,Jres: 
6, 1 PROCEDURE'S (Article JI/) 

6.1.1 Duty to Disclos~.: In connection with a·ny act.ual or possible i:onflicts of 
interest, an 1.nterested p.erson mus.t. dlsclo-se the existen·ce an·d nature of 
his or ·~er financial. interest to the direcfor:.s·and memtJ~rs of committees 
with board dele~ated powers considerihg the proposed tra[isactiorr or 
arrangement. An interested Pf::rson must absta.in from voting on all 
issues·in which that person has been determined to have a conflict of 
interest or-·a det_ermfn9tion:is pending 

6.1.2 Determining Whether- a Conflict of ln.terest Exists-: After disclosure of the . . - • 

financial .interest, that inter.ested person shall leave the board or 
comr:nittee meeting while the financi'ill interest is dl.scu.ssed a.nd· voted 
u·p~n. The remi;ilnlng board or committee members shall decide if a 
conflict of interest ei,<ists . . . . . . 

6:1.3 Procedu·res of Addressing t he Conflict of Interest: 

Page·2 of? 
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6.2 

6;1.3,lThe chairperson of the bo~rd. or committee shall, if appropriate, 
appoint a disinterested person or committee. to investigate 
alternat ivl:)s to the proposed transaction or arrangement 

6.1.3.2 After exercising due dlligencei the board or committee shall 
determine whether DCIDS • can obtain a more advantageous 
transa.ctlon or arrangement with reasonable effo.rts from a 
person or entity that would not give rise to a confllct of 
interest 

6.1.3.3 If a. m ore advantageous t.r~nsaction or artangement is not 
reasonably attainable under drc.umstances that would not 
give rise to a conflict of interest~ the board or committee Shall 
determine by a majority vote of t.he disinterested .directors 
whether the transaction or arrangement i:S in OCIDS best 
intere.st and for its own benefit and whether the transaction is 
fair and .reasonable to DCJDS and shall make its dec.ision 
whe.ther to enter into the tr.ansaction or arrangement in 
conformity with such determination 

6.1.4 Violations of the Conflicts-of Interest Policy! 

6.1.4.1 If the board or committee has reasonat!le cause to believe tliat a 
member has failed to disclose ilctual or possible conflicts of 
interest, it shall inform the member of the basis f9r stich belief 
and afford the member an opportunity to explain the alleged 

• failure to dis.close 
6,1.4:2 If, after hearing the response of the member and making such 

further investigation as may be warranted in the 
circumstances,. the board. or committee determines that the 
member has i.n fact failed to .disclose an actual or possible 
conflict of interest, it shall take appropriate disciplinary and 
corrective action 

RECORDS OF PROCEEDINGS. (Article JVJ 

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

Page 3 of 5 
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6.3 

6 ... 2.1.1 The names of the persons who disclosed or otherwise were fou.nd 
to have a financial interest in conne.ction with an actual or 
possible .conflict of interest,. the nature of the financial 
interest; any action taken to determine whether a conflict of 
interest wa~ present, and.the board's or cornmittee!s decision 
as to Whether a conflict of interest in fact existed 

6.2 .. 1.2 The narr.ies of the persons .who were present for discussions an.d 
votes relatlng to the transacti.ons or arrangement, the content 
of the discussion, including any alternative to the .. proposed 
transaction or arrangement, and a record of any votes taken 
in connection therewith 

COMPENSATION COMMITTEES (Arttcle VJ 

6:3.1 A voting member of any committee whose jurisdiction included 
compensation matters and who received compensation, directly or 
indirectly; from bCIDS for services is ptecluded from voting on m.atter:s 
pertaining to that me.rr.i.b~r's compensation • 
Physicians who rec.eive compensation, directly or indirectly, from the 
DCIDS, wh.ether as employees or independent contractors, are

1

prec;:i,udeg 
from membership on an.y committee whose jurisdiction in~l.ude~ 

·compensation matters 

6.4 ANNUAL STATEMENTS (Article VI) 

6.4.1 Each director, prlndpalofficer and member of a .comrriitt.ee With board 
cf elegated powers shall cmnuatfy sign a sta~ement which affirms that 
such person: 

6A.1.1 
6 . .4.1.2 
6.4.1.3 

6.4.1.4 

Has received a.copy oHhe conflicts of interest policy 
Has read and understands the policy 
Has agreed to comply with the policy, and make di$closure 
when appropriate; and 
Understands DCIOS is a charitable organization and that in 
order to maintain its federal tax exemption it must engage 
prfmariiy in activities which accomplish one or more of its tax-

Page 4 of5 
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.6.5 

6,6 

exempt purposes (HR.113.FOl Conflict of Interest Advisory 
and Governing Board) 

PERtOOIC REVIEW /Article \ill 

~.5.1 To ensure that D.CIDS operates in a manner con sis.tent with its charitable. 
purposes and that it does not engage in activities that could jeopardize Jts 
status as an organization exempt from federal income. tax, periodic 
re.views shall be conducted. The periodic review shcill, at a minimum, 
include the following subjects: 
6.s;1;1 Whether compensation arrangements and benefits are 

re~sonable an.dare the result of arm's. length bargaining; 
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 conform to 

written policies, are properly recorded, reflect reasonable 
payments for goo~s and services, further DCIDS's charftable 
purposes and do .not result Tn inurnr.rient cir impermissible 
private benefit; and 

6.5:1.4Whethei' agreements with other health. care providers further 
DCIDS'$ c.haritable purposes and do not result In inurementor 
impermissible private benefit. 

USE OF OUTSIDE EXPERTS (Article VJ/11 

6.6.1 In conducting the periodic rev.iew provided for in Article VII, DCIDS may, 
but need not, use outside .advisors. lfoutside experts are used, their use 
s.hall not relieve the board of its responsibility for ensuring that pE!rfodic 
reviews are conducted 

Page 5 of5 
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CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION 
SHARED FOR LIMITED PURPOSE OF COMMITTEE INQUIRY -- DO NOT DISCLOSE 

GREATER DELA \VARE VALLEY 
SOCIETY OF TRANSPLAi"IT SURGEONS 
(d/b/a GIFT OF LIFE DONOR PROGRAM) 

GOVERNING BOARD OF DIRECTORS 
CONFLICT OF INTEREST AGREEMENT 

l 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. It is my intent to serve GDVSTS/GLDP 
to the best ofmy 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, 

I 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 because even the hint of 
impropriety can adversely affect the community's confidence in GDVSTS/GLDP. However, 
recognizing when a conflict or potential for conflict exists is not always easy, especially when 
the conflict is subtle. Some activities arc considered on their face conflicts of interest and 
thus are prohibited, while other activities may present less obvious possibilities of conflicts. 
I understand that one way a conflict of interest may arise is ifl 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 seeking 
to do business with GDVSTS/GLDP as a vendor. This is of course just one example of the 
manner in which a conflict of interest may arise. 

I hereby agree to disclose immediately to the Governing Board or the President and CEO, any 
transaction or interest which results or could result in a conflict, or an appearance of a 
conflict1 between the interest of GDVSTS/GLDP and my interest or that of an entity with 
which I or a member of my immediate family is associated. I agree to conduct myself with 
respect to the actual ot potential conflict as directed by the Governing Board and as 
consistent with GDVSTS/GLDP policies. lfthe Governing Board determines it is 
appropiiate, I may participate in discussions and be counted as present in detennining a 
quorum for any matter to be voted on where a conflict of interest exists. However, 1 agree to 
refrain from voting on issues where it is determined that a conflict of interest exists. 

Governing Board Member 

Date Signature 

Print Name 

6-2021 GLDP-SFC.00196 
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SHARED FOR LIMITED PURPOSE OF COMMITTEE INQUIRY -- DO NOT DISCLOSE 

TRANSPLANT FOUNDATION 

BOARD MEMBER 
CONFLICT OF INTEREST AGREEMENT 

I understand that as an officer or member of the board of Transplant Foundation, I 
am charged with .fiduciary responsibilities which require me to put the interests of 
Transplant Foundation above my personal interests, including those of my immediate 
family. It is my intent to serve Transplant Foundation 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. 

I 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 because 
even the hint of impropriety can adversely affect the community's confidence in 
Transplant Foundation. However, rccoijnizing when a conflict or potential for conflict 
exists is not always easy, especially when the conflict is subtle. Some activities arc 
considered on their face conflicts of interest and thus are prohibited, while other 
activities may present less obvious possibilities of conflicts. I understand that one way 
a conflict 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 seeking to do 
business with Transplant Foundation as a vendor. This is of course just one example 
of the manner in which a conflict of interest may arise. 

I hereby agree to disclose immediately to the Transplant Foundation Bourd or the 
President and CEO, any transaction or interest which results or could result in a 
conflict, or an 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 immediate 
family is associated. I agree 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 detennines it is appropriate, 
l may participate in discussions and be counted as present in detcm1ining a quornm 
for any matter to be voted on where a conflict of interest exists. However, I agree to 
refrain from voting on issues where it is detennined that a conflict of interest exists. 

Transplant Foundation Board Member 

Date: --------
Signature 

Print name 

06-2021 
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SHARED FOR LIMITED PURPOSE OF COMMITTEE INQUIRY -- DO NOT DISCLOSE 

TRANSPLANT FOUNDATION 

BOARD MEMBER 
STATEMENT OF CONFIDENTIALITY 

I underst_and and agree that in the perfonnance of my duties as a member of the 
Transplant Foundation Board, I may have access to certain information that is 
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 pem1it 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 concerns Transplant Foundation's constituents, policies and 
protocols, busiuess plans, finances, strategic initiatives, employees, and the 
Transplant Foundation Board which is not otherwise available to the public. 

Transplant Foundation Board l\'Iember 

Signature 
Date: _______ _ 

Print name 

06·2021 
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GIFT OF LIFE FAMILY HOUSE 

BOARD MEMBER 
CONFLICT OF INTEREST AGREEMENT 

I understand that as an officer or member of the Family House board, I am charged 
with .fiduciary responsibilities which requite me to put the interests of Family House 
above my personal interests, including those ofmy i1mnediatc 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. 

I understand that my fiducia1y responsibi1ities require me 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 community's confidence in 
Family House. However, recognizing when a 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. I understand that one way a conflict 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 pattner in, any organization doing or seeking 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 hereby agree to disclose immediately to the Family House Board or the President 
and CEO, 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 
ofan entity with which I or a member ofmy immediate family is associated, I 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. If the Family 
House Board detcnnines it is appropriate, I may participate in discussions and be 
counted as present in dete1mining a quorum for any matter to be voted on where a 
conflict of interest exists. However, l agree to refrain from voting on issues where it 
is detennined that a conflict of interest exists. 

Family House Board Member 

Date: _______ _ 
Signature 

Print name 

06/2021 
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EXHIBIT A 

CONFLICT OF INTEREST POLICY 

Article I 
Purpose 

The purpose of this Conflict of Interest Policy is to protect the Corporation's interest 
when it is contemplating entering into a transaction 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 laws governing conflict of interest applicable to 
nonprofit and charitable organizations. 

Article II 
Definitions 

1. Interested Person. Any Director, principal officer, or member of a committee with 
governing board delegated powers, who has a direct or indirect financlal interest, as 
defined below, ls 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 fa 
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 arrangement1 or 

c. A potential 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. 

LODN000675 
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Article Ill 
Procedures 

1. Duty to Disclose. In connection with any actual or possible 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 shall 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 Directors 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 person or committee to investigate alternatives to the 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 producfng a conflict 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. In conformity with the 
above determination it shall make its decision as to whether to enter into the 
transaction or arrangement. 

4. Violations of the Conflicts of Interest Policy 
a. lf the Board of Directors or committee has reasonable cause to believe a member 

has failed to disclose actual or possible conflicts of interest, it shall inform the 
member of the basis for such belief and afford the member an opportunity to 
explain the alleged failure to disclose. 
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Article VI 
Annual Statements 

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 policy, 
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. 

Article VII 
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, include the 
following subjects: 

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

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

Article VIII 
Use of Outside Experts 

When conducting the periodic reviews as provided for in Article VII, the Corporation 
may, but need not, use outside advisors. If outside experts are used, their use shall not 
relieve the Board of Directors of its responsibility for ensuring periodic reviews are 
conducted. 
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Conflict of Interests 
PURPOSE 

The purposes of this Conflict of Interests Policy ~re: 

• To ensure that the business a.ctivities conducted or supported by the Versitl and Its Affiliates are 

performed in accordance with the hl~hest ethical, professional a.nd scientific standards. 

• To protect t~e tax-exempt status of Versitl and eac.h Affiliate, and ensure the proper 
stewardship of each organizations charitable assets and resources. 

• To ensu.re compliance With.all applicable laws and regulations. 

• To e.stablis.h a c.onsistent written process for the disclosure, reporting~ management, reduction, 
pr elimination of conflicts of .interest. 

SUMMARY 

Directors, Officers, employees, agents arid volunteers ofVersitl and its Affiliates have a duty to promote 
the Oest interests of the entity they serv.e and are expected.to exercise good jUdgmelit in the 
Identification, disclosure and management of Conflicts of Interests: This Conflict.of I r.iterests Policy sets 
forth the process fpr the disclosure anq management of potential and actual Conflicts of Interests. 
Que~tions regarding the implementation of this Policy .should be directed to the V~rslti President&. 
Chief Executive Officer or Chief legal Officer. 

O.UTLINE 

1. DEFJNJTJ.ONs· ............. 1 ......... ............... "l ••••• ~ • ••••••••••••• , ................. . ............................. ............................ . ........ . ............... , ••• ,.:2 

2. DUTY TO DJSCLOSE.; •. , •••.•• , ..................................... ; ........... , ................. ~.········· ... • ...... H •• ,.,~···"·· .. ·····"······· .. ·•'! ..................... 3 
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2.3 Ani'luaf Disclosure: Sta.faments ........ , ............................. ;.,. ............................ , ... .; .............. ., .......... , ............ , ................ 3 
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4.4 Rastrlcth1g Access to Proprietary Jnforrnatiori ............. , .................... ,., ....... , .......... , .. , ............... , ............................... s: 
4.5· Ai::recments, Transactions ;md Arrangements ......... , .... , ... , .... '., ................. , ......... , ................ '., ................... - ............ , ..... 5· 
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S.2 Pedodlc: ~evfew ......... , ... , •. ; ..................... , ... '. .... , ... '. .................. , .................. '. ..... , ....................................... ,•:· .. , .. ........... ,. 6. 

5.3 Education ................................................................................................................................................................ 7 
5.4 Policy·Re\/iew & Am~ndment:, ..... , ....... w .. ,, ........... , .... , .................................. ; ................ ..; ....................................... ,., 7 
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POLICY 

1. DEFINITIONS 

For the purposes of this Policy, the capitalized terms shall have the meanings set forth in below; 

"AffHlate" means any entity directly or Indirectly supported or controlled by Versiti, including 

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), agents, independent contractors and 

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/which Versiti or a Versitl Affiliate is 
currently negotiating an agreement,,arrangement or transaction. 

"Compensation" means direct or 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 an Interested 

Person's Flnancial Interest {or other personal Interest) and his or her professional or ethical obligations, 

such that an independent observer might reasonably question whether the Interested Person's actions 

or decisions may be unduly influenced by his/her F!nancia! 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 Interested Person is similar to that of persons who are related by blood or 
marriage, including: 

• Spouse or domestic partner • Children/Grandchildren 

• Parents/Grandparents 0 Spouses of siblings, children, grandchildren 

• Siblings/Step-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 1 transactions, or other arrangements) of Versiti or a Versiti Affiliate, Including: 

• An ownership or investment interest in any Business Partner, or an entity that has received or 
may receive charltable contributions from Versiti or a Versiti Affiliate. 

• A compensation arrangement (including direct and indirect remuneration and substantial gifts 

and favors) with Verslti, a Versiti Affiliate, or a Business Partner. 

• Employment by, or a senior leadership posit1on with, Versiti, a Versiti Affiliate, or a Business 
Partner. 

Item 2-2 

Verslt!, Inc. 

BloodCcnter of Wisconsin 
llioodCentef Research Foundation 

Heartland Blood Center~ 
Indiana Blood Center 

Indiana Blood Center 
Conflict of Interests Polley 

Page 2 of 7 



AUTHORIZED FOR RELEASE BY 
SENATORS GRASSLEY & WYDEN 

"Interested Person" means any Representative who has a direc;t or indirect Financial Interest (as defined 
above) that relate.s to a transact)on or other arrangement Involving Versiti cir a Verslti Affiliate.1 

"Key Employee" generally means an individual other than a VersJtiora Versitl Affiliate Director or 
Officerwhose responslbilities, authority, or influence over Versiti or a Versiti Affiliate as a whole is 

s.imtlar to those of such entity's Officers or Directors. Key Employees of Versiti and its Affiliates will be 
identified oil an annual ba~is. 

"Proprietary Information" fTleans all financial data, marketing information, customer information, 
pricing, medical or operations managementsfrategles, strategic piani; and initiatives,. products, results, 
designs, plans, materials, r.~cords, ideas, or data of Versiti or a Versiti Affiliate. 

2. 

2.1 

DUTY TO OiSCLOSE 

Generally 

Each Versiti and Affiliate Representative is expected to avoid. Conflicts o.f lntere.sts whenev~r 
possible and should not use his/her posltlcm, or knowledge gained from his/her position, to 

directly orindirectly obtain benefits for his/her.self, a Family Member, or any other person or 

entity, Representatives are expected to: (i) fully disclose Financial interests and potential .and 
actual Conflicts of Interest in acc.ordance with thi~ ?olicv; an.d (ii) coopera~e with the applicable 
entity to address si.11:h .Financial Interests and Conflicts of Interests. 

2.2 Ongoing Duty to Disclose 

A Financial Interest is not necessarlly a. Conflict of Jntere~~s; and a CCinflic~ of Interests, if it 
etists; may not.be material enough to be of practical importance. However, it is the policy of 
ver.sitl and its Affiliates that Financial Interests and actual or potential Conflicts of Interests are 

fully disclosed bv the Interested Person. Upon becoming aware of a Finandal Interest or actuiil 
or potential Conflict of Interests, ~ach individual Repr~sen.tative m.ust'disclose such Financial 
Interest or Conflict of Interests to one or more of the foliowing: 

• Board Chair 

• Pr.esldent & Chief Executive Officer 

• Board Commi(te.e Chairperson 

• Chief Compliance Officer 

2.3 Annual Disclosure Statements 

Verliltl, Inc. 

.In addition to the ongoing disclosure requirement described above, the following 
Representatives must: (i) submit an annual 01scl.osure Statert,ent; and (ii) in the event an 
undisclosed l=inanc:ial Interest. or Conflict of Interests arises, update su~h D1Sclosure Statement in 
writing promptly: 

• Directors & Officers 

• Board Committee Member~ 

• Organ Procurement Organization {OPO) Advisory Board Members 

• Executive, Senior and Vice Pre.sldents 

BloodCcnter of Wiiconsln 
BloodCcn.ll!r Researcl:1 Fol,indallon 

Hc;,rtfand Ol"od CentQrs 
Indiana Blood Center 

lrtdl~n.:i Bloocl Centllr 
Confiftt of Interests Pollcv 
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3. 

3.1 

• Key Employees 

• Other Representatives as directed by the Chief Compliance Officer (e.g., purchasing 

staff) 

Annual Dlsclosure Statements require individual Representatives to affirm that he/she{!) 

received a copy of the Conflict of Interests Poflcy; (ii) read and understands the Policy; (iii) agrees 

to comply with the Polley; and (iv) understands Verslti and its Affiliates are charitable 

organizations and, in order to maintain federal tax exemption, Versiti and its Affiliates must 

engage primarily ln activities which accompl!sh one or more of its tax-exempt purposes.2 

COMMITTEE REVIEW 

Generally 

All disclosed Financial Interests wll! be subject to Board/Committee review as described below. 

The reviewing Board/Committee will examine all material facts and discuss the Financial Interest 

with the Interested Person {as necessary). If present, the Interested Person shall be excused 

from the Committee meeting and the remaining Committee members shall determine whether 

an actual or potential Confllct of Interests exists. The review Committee meeting minutes shall 
contain: 

• The name(s) of the person(s) who made the disclosures; 

• The nature of any identified actual or potent!al Conflict of Interests; 

111 Any action taken to investigate identified actual or potential Conflict of Interests; 

" 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 as to whether an actual or potential Confllct of 

Interests exists. (If the Committee determines that an actual or potential Conflict of 

Interests exists, refer to Section 4 below.). 

3.2 Review of Annual Disclosure Statements 

The Audit & Compliance Committee will review annuaJ Disclosure Statements to determine 

whether any actual or potential Conflict of Interests exist. Annual Disclosure Statements 

submitted by Audit & Compllance Committee members wlll be reviewed by the Versiti Executive 

Committee. Individual Committee members 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 D!sclosure Statement and reviewed by the Committees Identified below, or 

the Audit&. Compliance Committee. 

Item 2-2 

Versltl, tnc. 
Bk1odCentcr of Wisconsin 
BloodCenter Research Foundation 

Heartland Slood Centers 
Indiana Blood Center 

lndlaMa Blood Center 
Conflict of Interests Polley 
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4. 

4.1 

Interested Person Review Board/Committee 

Board Directors & Officers Board of Directors 

Board/Advisory Committee Members Applicable Board/Advisory Committee 

Corporate Officers Audit & Compliance Committee 

Executive, Senior and Vice Presidents Audit & Compllance Committee . 
Other Representatives / Audit & Compliance Committee 

ADDRESSING ACTUAL OR POTENTIAL CONFLICTS OF INTEREST 

Generally 

If the reviewing Board/Committee determines that an actual or potential Conflict of Interests 
exists, the Board/Committee wilt develop and Implement a management plan that specifies the 
actions that have been and shall be taken to manage such Conflict of Interests. 

4.2 Documentation 

The reviewing Board/Committee meeting minutes shal! contain: 

• All of the elements set forth in Section 3.1 above; 

• The npme(s) of the person(s) for whom an actual or potential Conflict of Interests exists; 

• The nature of the Conflfct of Interests and the agreement, arrangement or transaction; 

• Any steps taken by the Board or Board Committee to avoid or mitigate the potential 

Confl'lct of Interests (e.g., investigations or alternatives, etc.); 

o The names of the persons who were present for discussions and votes relating to the 
agreement, arrangement, or transaction, or other matter. 

4.3 Exclusion from Compensation Determlnations 

A voting member of the Board of Directors or any Board Committee who receives compensation 
from Versiti or an Affiliate may provide the Board or Board Committee with information 
regarding compensation, but may not vote on any matter pertaining to his/her compensation. 
For example, the President & Chief Executive Officer from each Affiliate will recuse him/herself 
from any vote relating to his/her compensation. 

4.4 Restricting Access to Proprietary Information 

If the reviewing Board/Committee determines that an Interested Person's access to Proprietary 
Information creates an actual or potential Conflict of Interests, or may materially influence his or 

her personal financial or investment decisions, the reviewing Board/Committee shall limit or 
eliminate the Interested Person's access to such Proprietary Information. 

4.5 Agreements, Transactions and Arrangements 

4.5.1 Recusal; Exclusion. If the reviewing Board/Committee determines that an actual or 
potential Confl!ct of Interests exists with regard to any agreement, transaction, 

Item 2-2 

Versltl, Int. 
llioodCcntcr of Wisconsin 
llloodCcntcr Rc5carch Fmmdatlon 

HNrt!and Blood Centers 
Indiana Blood Center 

lnd!arin Blood Center 
Conflkt of Interests Polley 
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s. 

5.1 

arrangement, or other matter! the Interested Person mav recuse hiril/herseif, or be 
excluded from all discu.ssions regarding that agreement, transaction, arrangement or 
other r:natter. Alternatively, after the reviewing Boa.rd/Committee has dis.cussed.the 
potential Conflict of Interest s, the Board or Board Committee may determine that it is in 
the best interest of Verslti and/or its Affiliates to permit the Interested Person to 
present information regarding that agreement, transaction, arrangement, or o.ther 
matter at the Board/Committee meeting. However, after such presentation, the 
Interested Person must leave the meeting during the discussion of, and the vote upon, 
the agreement, transaction, arrangement, or other matter. 

4.5 .. 2 Disinterasted Review. If appropriate, the Board or B.oard Committee chai1person shall 
appoint a disln\er~steci person or committee to investigate alternath1es to the proposed 
agreement, tr.aruactfon or arrangement. 

4.5.3 .Final Determination; After exercising due. diligence, the.Board or Committee shall 
determlne whether Versltl and/or its Affiliates can obtain with reasonable.efforts a 
mo.re advantageous agreement, transaction or arrangehient from a person or entity 
that would not give rise to .a Conflict of Interests. If a more advantageous transaction or 
arrangement is not reasonably possible .under circumstances .not producing a Conflict of 
Interests, the Board or Committee shall determine by a majority vote of the 
disinterested members whether the agreement, transaction or arrangement is in Ve.rsitl 
and its Affiliate's best interest, for its own benefit, and whether it is fair and reasonable. 
In conformity with the above determination; the Board or Committee shall make its. 
J:,lecision regarding the agreement; transaction, or arrangement. 

ACCESSIBILITY,.REVIEW, EDUCATION, VIOLATIONS 

Public Accessibility 

This Conflict of Interests Polley will !:le made available on Versl~i and its Affiliates· intra net ani;I 
internet websites. 

5.2 Periodic Review 

To .ensure Verslti and its Afflliates operate In a manner consistent with such entity's charitable 
purposes and does.not engage In acti.viti~s that could.jeopardize its statt1s as a tax-exenipt 
organf2ation, the Audit & Compllanc:e Committee shall ~onduct periodic reviews. and report the 
results to the Board. Per.iodic (eviews shall, at a minimum, .include thefolloviing subjects: 

5.2.1 Whethe.r compensation arrangements and benefits, at. least with respect to 
compensatfon arrangements and benefits proliided to 0.lsQualified Persons (as deflned 
in Section 4958(f)(1) oft.he Internal .Revenue Code), are reasonable and. are the result of 
arm's length negotiations; and 

5.2.2 Whether partnership andjoint ventures, and arrangements with mahagem.ent 
organi:zation~ (if any) conform to. written policies, are properly rec~rded, reflect 
reasonable investment or payments for goods and services, further Ver.slti and it;; 

Item 2-2 

Versl!I, lr.c. 
lllobdccnfor ol Wisconsin 
liloo:iContcr Rcscareh· Found• t,on 

Hearllantl Blood c.eo111rs 
Indiana Blood Center 
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Standat·d 3.3 - Personnel Actions and Dccisfons 

Salary. benefits, and other person:a1 infonnation relating to -employees shall be treated as 
confidcntiat Personnel files:, payroll infonnatfon 1 disciplinary matters and similar infonnation 
shall be n1aimai11ed in a manner designed to ensure confidentiality i"n accordance with app!lcable 
laws. Employees wiil exercise due care to prevent the release or sharing of information beyond 
tl~ose persons who miiy need such information to fuJfiH their job function, 

Principle 4 - Conflicts of Intei·est 

Employees, board members, medical diredors and assistant medical direcwrs oire a dnty of 
1mdivided and unqualified loynlty to the organi::afio11, Persons hoiding such positions may 1iot 
use their positions to profit personally or to assist others in profiting in any .ray al the expens{; of 
tile organization. 

AH covered persons are expected to regulate their activities so as to avoid actual impropriety and/or 
the appearance of impropriety which might arise from the influence of those activities O!l business 
dedSions ofLifeCenter, orfrom disclosure or private use ofbusiness aft'airs or plans ofLifoCenter. 
All covered persons must yearly com:pJetc a Conflict of Interest fonn disc:osing any potential 
conflicts, especiaUy those of tlnanciat, ethical or political nature, Employees, please alsc see 
LifeCenter's Personnel Policy and Procedure Section Z: Conflict of Interest of the Personnel 
Polir:yar,d Proced11reMam1al(!IRJOD,0-2) Employees whi.) wish to obtain work Outside of his/her 
LifoCenter duties must complete a Conflict oflnterest Form for Employees v,,ith a Second Job, 
This form is then reviewed and approved by the employee's supervisor·and the Executive Di-n:cmr 
to ensure there is no conflict of interest and maintained in the employee's personnel file. 

LffeCenter's Executive Director, board members, med.foul directors, _assistant medical directors, 
and agents are to abstain from discussion or votes on their compensation. Medical directors. 
assistant medical directors, and agents serving on any of the boards or committees of-LifeCentCr, 
must abstain· from voting- on issues that may directly affect their financial inteJ'CSts. 

LifeCentcr clinical staff that h1,1vc approved second Jobs must abstain from working on paticnl'i 
that may become a-known potehtfol organ or tissue donor ff it is within their job at LifeCentcr or 
thelr approved second job. 

Standard-4.1- Outside Financial Interests 

While not aH jndusive, the following will serve-as ,a guide to the types of activities by a covered 
person or household member of such a person, which might cause conflicts of interest. 

1. Ownership hi or employment by, any outside entity that does-busines:s.whh LifeCznter. 
This does not apply to stock or other investments in a publicly held corporJlion, 
provided the value oftbe stock or investments does not exceed 5% of tho corponnion 's 
sto~k. LifeCenter may,.following a review of the relevant facts, permit emplbyment (W 
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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 use 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: 

1. Ownership in or employment (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 & CEO 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. 

2. 

3. 

Conduct of any business not on behalf of Gift of Life, with any vendor, supplier, 

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. 

4. 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. 

5. Competition with Gift of Life by Gift of Life Representatives, directly or indirectly, in a 

purchase, sale or ownership of property 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, Gift of Life Representatives should seek guidance from the President and CEO. 
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