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August 26, 2020 

 

The Honorable Alex M. Azar II 

Secretary 

U.S. Department of Health and Human Services 

200 Independence Ave., SW 

Washington, DC 20201 

   

Dear Secretary Azar,  

 

We write today to strongly urge you to quickly issue a strong rule to bring much-needed 

accountability and oversight to our nation’s 58 Organ Procurement Organizations (OPOs) and to the 

United Network for Organ Sharing (UNOS), the private organization that manages the nation’s organ 

transplant system. As you know, OPOs each have a monopoly under a contract with the federal 

government for a U.S. region to recover life-saving organs for patients in need. First, we applaud the 

work you have done to date, including issuing a Notice of Proposed Rule Making on December 17, 2019 

and the Executive Order President Trump issued on July 10, 2019 that requires the Department of 

Health and Human Services (HHS) to “revise Organ Procurement Organization rules and evaluation 

metrics.”  

There are serious, widespread problems in our organ transplant system including OPOs self-

reporting and grading themselves on their performance. This is one factor that has led to grave 

consequences. According to the Associated Press, out of about 2.8 million deaths in 2018, there were 

only 10,721 deceased donors whose donations led to just 29,680 transplants. This number could be 

much higher. A University of Pennsylvania study that examined deaths, donations and health records 

calculated that a higher-preforming system could produce up to 28,000 more donated organs a year. 

Research from the University of Pennsylvania also found that those self-reported metrics are wildly 

inflated. The OPO covering central New York state reported a 71% recovery rate between 2012-2014 

but the study found that the real rate was around 27%. In north-central California, the reported rate was 

82% but the real rate was 28%. This is completely unacceptable as over 1,000 Americans die waiting for 

an organ transplant every month.  

Recent reporting from Kaiser Health News revealed “a startling number of life-saving organs are 

lost or delayed after being shipped on commercial flights, the delays often rendering them unusable” 

because UNOS uses a “primitive system of phone calls and paper manifests, with no GPS or other 

electronic tracking.” According to HHS itself, OPOs are failing to do their jobs in recovering eligible 

organs as more than half of all OPOs out of compliance on standard performance measures. And yet all 

OPOs continue to be given a federal contract decade after decade.   



 

 

This incompetence has also cost tremendous amounts of taxpayer dollars. As Andy Slavitt, the 

former head of the Centers for Medicare and Medicaid Services and FreedomWorks President Adam 

Brandon recently noted in a joint op-ed for USA Today, “because most patients in need of 

kidney transplants are placed on dialysis while they are waiting for a kidney to become 

available, dialysis now costs Medicare than $35 billion annually — a full 1% of the federal 

budget. Simply by increasing the number of kidney transplants, however — which is also the best 

medical outcome for those patients — taxpayers could save up to $12 billion in just five years through 

avoided dialysis costs.”  

We are disturbed that OPOs are now asking that the proposed accountability measures in this 

upcoming rule be delayed because of the COVID-19 pandemic. We strongly urge that you issue the rule 

without delay and that it is not watered down to appease the OPOs. Now is the time for bold action. 

Simply put, if the worst preforming OPOs were held to higher standards and became as high preforming 

as the best OPOs, we would save of thousands of lives every year. We need the new rule to dramatically 

boost oversight and accountability through independent outcome measures and auditing as well as 

setting up a process to decertify and replace underperforming OPOs if they do not meet essential 

standards. We must inject competition into this sector of healthcare – too many lives are on the line.   

 

Thank you for your time and attention to this time-sensitive and critical matter.   

  

Sincerely,  

    

Max Rose                                             Tom Reed 

Member of Congress                           Member of Congress 

      Co-Chair, Diabetes Caucus   

 

       
 

Suzan DelBene    Larry Bucshon, M.D. 

Member of Congress    Member of Congress 

Co-Chair, Kidney Caucus    Co-Chair, Kidney Caucus 

 

   
 

Terri Sewell      Neal P. Dunn, M.D. 

Member of Congress    Member of Congress 



 

 

    

Thomas R. Suozzi    Kenny Marchant 

Member of Congress    Member of Congress 

 

   
 

Diana DeGette     Earl L. “Buddy” Carter 

Member of Congress    Member of Congress 

Co-Chair, Diabetes Caucus   

 

       
 

Gilbert R. Cisneros Jr.    John Curtis 

Member of Congress    Member of Congress 

       
Cindy Axne     Jodey C. Arrington 

Member of Congress    Member of Congress 

 

 

  
 

Abigail D. Spanberger    Brian Fitzpatrick 

Member of Congress    Member of Congress 

 

    
 

Karen Bass     Ben Cline 



 

 

Member of Congress    Member of Congress 

 

          
       

Jamie Raskin     Katie Porter 

Member of Congress    Member of Congress 

 

   
 

John Yarmuth      Grace Meng 

Member of Congress    Member of Congress 

 

 

       

Danny K. Davis    Steven Horsford 

Member of Congress    Member of Congress 

 

 

 

John B. Larson 

Member of Congress 
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Democracy Dies in Darkness

Many die waiting for organs. The
Trump administration could help.
Opinion by Editorial Board

August 1, 2020 at 10:00 a.m. EDT

CORRECTION

An earlier version of this editorial incorrectly described the
Medicare costs of kidney transplant patients. Transplant
patients cost Medicare $35,000 per person per year. This
version has been updated.

SOME 33 Americans die every day for lack of transplantable organs to save
their lives. Many more wait, crowding into dialysis centers and other health-
care offices in the midst of a pandemic. Much of this death and waiting is
unnecessary, because the organs would be available if those responsible for
collecting and transporting organs did a better job. It is past time the
government demanded it of them.

Before covid-19 hit, the Trump administration had seen the problem and
proposed a sweeping reform of the nation’s organ procurement system. It
must follow through. Lives are on the line.

https://www.washingtonpost.com/opinions/the-posts-view/
https://www.washingtonpost.com/graphics/2018/national/organ-transplant-shortages/?itid=lk_inline_manual_1
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President Trump last July signed an executive order aiming to improve
kidney care in the United States. The order included a mandate to revise
“Organ Procurement Organization (OPO) rules and evaluation metrics.”
OPOs are the 58 nonprofit groups responsible for collecting organs from the
deceased, each assigned a geographic zone. These groups are supposed to
send people to hospitals to persuade families to allow their relatives’ organs to
be transplanted. Theoretically, federal authorities can decertify
underperformers in this crucial mission. But they report their own success
rates. Research from the University of Pennsylvania has found that those self-
reported metrics are wildly inflated.

The OPO covering central New York state reported a 71 percent recovery rate
between 2012 and 2014. The researchers revealed that the real rate was more
like 27 percent. In north-central California, the reported rate was 82 percent
and the real rate 28 percent. Meantime, executives at even some of the worst-
performing OPOs enjoyed high salaries and perks. OPOs that have changed
management have seen drastic improvements — and, therefore, saved more
lives — showing that these organizations can do better.

Often, improving public health requires spending more money. Not in this
case. The government spends an astonishing amount treating kidney disease,
the costs of which Medicare covers to the tune of $35 billion on dialysis alone.
Dialysis treatment costs the government some $89,000 per person per year.
By contrast, kidney transplant patients cost $35,000 per person per year.

The Trump administration late last year proposed evaluating the OPOs based
on numbers they cannot juice, using Centers for Disease Control and
Prevention data. Real numbers in hand, regulators would demand that OPOs
perform well or face penalties as stringent as decertification.

Some health-care organizations worry that decertifying OPOs would disrupt
organ procurement. But in a system in which these nonprofits have an
effective monopoly on organ recovery within their zones, there are few
incentives for them to improve unless decertification is a serious possibility.
The Trump administration should stick with its original instincts and finalize
the rule, as soon as possible.

https://www.whitehouse.gov/presidential-actions/executive-order-advancing-american-kidney-health/
https://www.organdonor.gov/awareness/organizations/local-opo.html
https://www.washingtonpost.com/health/trump-to-order-overhaul-of-organ-transplant-and-kidney-dialysis-systems/2019/07/09/6fa803d0-a1c8-11e9-bd56-eac6bb02d01d_story.html?itid=lk_inline_manual_8
https://www.healthcaredive.com/news/provider-community-weighs-in-on-cms-bid-to-overhaul-organ-donation/572795/
https://www.healthcaredive.com/news/provider-community-weighs-in-on-cms-bid-to-overhaul-organ-donation/572795/
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Reform advocates suggest the nation could recover 28,000 more organs every
year. That would be 28,000 fewer people wondering whether they will get a
new organ — or die waiting.

Read more:

Read a letter in response to this piece: Reforming the organ donation system
must be done carefully

David Von Drehle: The U.S. organ transplant system is broken. But the latest
fix will make it worse.

N. Thao N. Galván, Abbas Rana and Matthew Goss: Let’s change the rules for
organ donations — and save lives

https://www.washingtonpost.com/opinions/letters-to-the-editor/reforming-the-organ-donation-system-must-be-done-carefully/2020/08/10/352e6d5a-d8c9-11ea-a788-2ce86ce81129_story.html?itid=lk_inline_manual_15
https://www.washingtonpost.com/opinions/the-us-organ-transplant-system-is-broken-but-the-latest-fix-will-make-it-worse/2019/04/02/41ef2b1c-555b-11e9-8ef3-fbd41a2ce4d5_story.html?itid=lk_inline_manual_16
https://www.washingtonpost.com/opinions/we-could-save-lives-by-taking-organs-when-death-is-imminent-why-arent-we/2019/05/29/15fe831e-7594-11e9-b3f5-5673edf2d127_story.html?itid=lk_inline_manual_17
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Bipartisan reform of organ 
procurement organizations (OPOs) 
will save lives 

	
Responses	to	misleading	claims	from	the	Association	of	Organ	Procurement	
Organizations	(AOPO)	

Summary:	HHS	has	proposed	OPO	reforms	that	will	help	thousands	more	patients	access	
organ	transplants.	Misleading	claims	should	not	stop	this	lifesaving,	bipartisan	effort.	
Answers	to	new	AOPO	points	below.	The	Global	Liver	Institute	has	highlighted	previous	
misleading	claims.	Former	HHS	Chief	Technology	Officer	Bryan	Sivak	called	OPOs	“some	
of	the	most	obstructionist	stakeholders	I’ve	ever	come	across.	When	OPOs	fail,	patients	
die.”		

AOPO:	“Under	the	proposed	rule,	the	bar	to	“pass”	CMS	certification	is	arbitrarily	set	at	the	
top	25th	percentile	thereby	ensuring	that	75%	of	OPOs	-	including	those	that	perform	
among	the	world’s	best	–	will	fail	to	meet	the	metrics.”		

Response:	The	cut	off	does	not	come	into	effect	unless	there	is	a	statistically	significant	
difference	between	those	below	and	above	it,	and	is	HHS’	response	to	drastic,	
unexplained	(up	to	400%)	variation	in	OPO	performance.	Numerous	studies	show	OPOs	
recover	a	fraction	of	available	donors	(e.g.,	HRSA’s	Study,	U	Penn	study	published	in	
American	Journal	of	Transplantation,	and	investigative	reporting	from	the	Washington	
Post	and	the	Associated	Press).	Bringing	underperforming	OPOs	into	compliance	with	
HHS’	proposed	standards	would	mean	another	5,000+	organs	transplanted	each	year.		

AOPO:	“Moving	forward	with	this	action	would	destabilize	the	donation	and	transplantation	
system	without	an	identified	path	for	OPO	performance	improvement	potentially	leading	to	
loss	of	lives.”		

Response:	There	were	originally	128	OPOs;	now	there	are	58,	with	no	data	suggesting	
that	these	consolidations	were	disruptive.	The	health	sector	is	able	to	handle	transitions.	
As	the	status	quo	is	costing	patients’	lives	-	with	28,000	organs	going	unrecovered	each	
year	-	transitions	are	long	overdue.	AOPO	concedes	the	current	metric	is	fraught	with	
problems.	DJ	Patil,	former	Chief	Data	Scientist	of	the	United	States,	in	JAMA:	“The	current	
metric	is	unenforceable	and	thereby	fails	a	basic	public	trust,	ensuring	that	no	OPO	can	



ever	be	held	truly	accountable,	no	matter	how	many	people	die	on	the	waiting	list.”	No	
OPO	has	lost	a	contract	in	decades	and	OPOs	are	lobbying	to	stall	reforms.	Baylor	College	
of	Medicine:	“only	the	best	performing	OPOs	should	be	surviving,	while	those	
underperforming	centers	are	subject	to	consolidation	or	closure.”		

AOPO:	“Death	certificates	include	the	primary	cause	of	death	and	inconsistently	document	
secondary	conditions	such	as	if	the	deceased	individual	was	COVID-19	positive	or	had	
metastatic	cancer	and	therefore	medically	ineligible	for	donation.”	

Response:	Almost	all	errors	in	death	certificate	data	pertain	to	the	chain	of	events	leading	
to	death,	not	the	final	cause,	so	do	not	impact	the	ultimate	determination	as	to	whether	
the	donor	was	viable	for	transplant.	In	fact,	92%	of	all	causes	of	donor	death	are	
asphyxiation,	blunt	injury,	drug	intoxication,	gunshot	wounds,	drowning,	stroke,	or	
cardiovascular	causes,	which	is	obvious	to	diagnose.	AOPO’s	invoking	of	“death	certificate	
errors”	is	a	red	herring.	

AOPO:	“As	both	proposed	metrics	share	the	same	data	source	as	a	denominator,	i.e.	donor	
potential	based	on	death	certificates,	not	only	are	they	both	calculated	from	a	faulty	data	
set,	they	are	also	statistically	highly	correlated.	In	essence,	both	proposed	metrics	measure	
the	same	thing....”	

Response:	HHS	noted	the	rationale	for	these	two	metrics	in	the	NPRM	(pgs	16-17),	which	
measure	two	distinct	functions	of	OPOs:	the	ability	to	recover	organs	from	a	sufficient	
percentage	of	potential	donors,	and	the	ability	to	clinically	manage	the	donors	through	
the	donation	process	in	order	to	recover	more	organs	from	each	donor.	There	has	been	
extensive	reporting	about	OPO	failures	on	the	former.	For	the	latter,	OPOs	themselves	
have	admitted	to	"gaming	the	process	of	meeting	the	[current	standards]		by	only	
targeting	"high-yield"	organ	candidates”	and	are	“incentivized	to	not	pursue,	or	even	
evaluate	the	potential	for	donation	of	these	types	of	[low-yield]	donors.	This	practice	
results	in	fewer	organs	being	transplanted,	and	more	lives	lost.”	The	new	proposed	rule	
addressed	both	of	these	key	concerns	using	two	distinct	metrics.		

Washington	Post	ed	board:	“in	a	system	in	which	these	nonprofits	have	an	effective	
monopoly	on	organ	recovery	within	their	zones,	there	are	few	incentives	for	them	
to	improve	unless	decertification	is	a	serious	possibility.	The	Trump	
administration	should	stick	with	its	original	instincts	and	finalize	the	rule,	as	soon	
as	possible.”	
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1  | BACKGROUND/SCOPE OF THE 
PROBLEM

Much of the current, contentious debate on organ allocation relies 
on the premise that there are fundamental (i.e., nonmodifiable) dif-
ferences in organ availability across the United States.1-6 In other 
words, some claim that a primary determinant of geographic inequal-
ity in access to transplant is inherent differences in donor deaths.7 
This premise formed the basis for the United Network for Organ 
Sharing board of directors to endorse principles of broader organ 
distribution to address “inherent differences in the ratio of donor 
supply and demand across the country.”8 An often-cited example is 

the “stroke belt” in the south as a plentiful and unique source of do-
nors, which does not explain the 2-fold difference in donation rates 
between Philadelphia and neighboring New York despite similar 
populations and a similar number of deaths in the population.

Evaluating the claim that there exist inherent differences in 
supply across the country is difficult given current metrics. This 
question is critically important because it informs issues of fairness 
in access to donor organs as well as identifies areas for potential 
improvement. Contemporary donation metrics are problematic 
because they rely on “eligible deaths,” which are self-reported and 
have been shown to greatly underestimate the potential donor sup-
ply.9 Recent geospatial modeling also suggests a lack of correlation 
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in the reported number of eligible deaths relative to the total num-
ber of deaths in geographically proximate areas (which some have 
suggested is due to variable reporting of eligible deaths by OPOs).7 
We sought to discuss the limitations of current donation metrics to 
inform discussions related to geographic disparities in the organ sup-
ply and highlight the importance of using a simple, verifiable, and 
uniformly applied donation metric. In doing so, we demonstrate how 
a change from eligible death donation rates to a standardized, objec-
tive metric of organ donation would allow the transplant community 
to (1) objectively identify underperforming areas (OPOs) that would 
benefit from systems improvement agreements with the Centers for 
Medicare & Medicaid Services (CMS) to increase donation rates and 
(2) incorporate a standardized donation metric into organ allocation 
policy discussions.

2  | USE OF ELIGIBLE DE ATHS TO 
ME A SURE ORGAN DONATION R ATES AND 
TO COMPARE OPO PERFORMANCE

OPOs manage organ donation in a donor service area (DSA) in the 
United States. Discussions around organ donation rates and OPO 
performance have largely focused on the denominator of eligible 
deaths since 2006. The term eligible deaths was “developed as a low-
est common denominator measure of a portion of donor potential in 
order for CMS to assess OPO performance for redesignation. It was 
never intended to be a complete measure of donor potential as it 
excludes brain dead patients >70 or with certain medical conditions, 
and potential donors after cardiac death (DCDs).”3 CMS defines an 
eligible death as a potential brain-dead organ donor <70 years of age 
without medical contraindication to donation, verified and reported 
by each OPO. OPO leaders, the Association of Organ Procurement 
Organizations, and transplant physicians have criticized the use of 

eligible deaths to define the donor potential, evaluate geographic 
differences in the donor supply, and measure local donation rates 
because it (1) relies on unverified self-reported data; (2) allows for 
subjectivity in defining the donor potential; (3) does not include all 
potential donors (e.g., potential DCD donors); and (4) excluded do-
nors for whom the OPO attempts to obtain authorization before 
the declaration of brain death.3,4,9 In fact, from 2011 to 2015, as 
many as 35% of deceased liver donors in a DSA were not classified 
as an eligible death.9 In some DSAs, the number of true potential 
donors (based on medical record review) is nearly double the num-
ber of eligible deaths.5 A recent study by Cannon et al suggested 
that geographic patterns did not correlate with eligible deaths and 
similarly called into question their continued use for OPO perfor-
mance metrics.7 All of these facts highlight the limitations of relying 
on subjectively reported eligible death data to evaluate differences 
in the underlying donor supply in a DSA and to evaluate differences 
in donation rates across DSAs. Incomplete measures of the donor 
supply using eligible deaths or inaccurate comparisons of donation 
rates using eligible deaths influence the validity of data that rely on 
eligible deaths as the measure by which to balance organ supply and 
demand.6,10

3  | ALTERNATIVES TO ELIGIBLE DE ATHS 
TO DEFINE THE DENOMINATOR OF 
POTENTIAL DONORS

The ways to define the donor potential as a means to compare OPOs 
range from the broadest denominator of the overall population to the 
narrowest gold standard defined by medical record review (Figure 1; 
note that the eligible deaths fraction is smaller than the true total of 
potential donors).11 The gold standard of medical record review is 
labor intensive and costly12 and is infeasible for a regulatory agency 

F I G U R E  1   Circle of donation 
and potential ways to measure the 
denominator of potential deceased donors 
in a geographic area. Denominator with 
dashed boxes is the one the authors 
propose as the ideal denominator for a 
new organ procurement organization 
donation metric
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(e.g., CMS). Other groups attempted to define the donor potential 
by using variations of diagnosis code–based algorithms as first pro-
posed by Holt et al in 1999.5,13-15 However, whereas all of these 
studies provided important data to inform estimates of the deceased 
donor potential in the United States, they all also fell short of defin-
ing a denominator that could be used for an objective standardized 
donation metric.

In contrast, both objective population and Centers for Disease 
Control and Prevention (CDC) mortality data can be used as an al-
ternative denominator to compare donation rates across DSAs. The 
CDC Detailed Mortality File (publicly available and able to be used 
for regulatory purposes) contains data that can be used to accurately 
calculate the number of deaths with characteristics consistent with 
possible donation. These include inpatient deaths with a specific 
diagnosis that can lead to devastating neurological injury and is 

consistent with organ donation (e.g., trauma, drug overdose, cere-
brovascular accident, cardiovascular disease) in a defined geographic 
area. The provision that deaths are limited to the inpatient setting 
allows ready comparisons across strata of medical infrastructure. 
This group of patients (inpatient deaths in persons <75 years of age 
from causes consistent with donation) captures nearly 99% of all de-
ceased donors in the United States according to Organ Procurement 
and Transplantation Network/United Network for Organ Sharing 
data. Furthermore, a metric using this group as the denominator 
provides an objective, standardized, verifiable alternative to the el-
igible death donation rate and can be used to compare OPO per-
formance/local donation rates in order to identify areas with the 
greatest need for improvement, while informing the discussion of 
the organ supply for allocation policies. A similar approach has been 
used in Canada; it was shown to be 81% sensitive and 93% specific 

F I G U R E  2  A,	Observed	eligible	death	donation	rate	versus	donors	per	1	million	population	for	July	1,	2017,	through	June	30,	2018.	B,	
Observed	eligible	death	donation	rate	versus	donors	per	10,000	deaths	for	July	1,	2017,	through	June	30,	2018.	C,	Observed	eligible	death	
donation rate versus donors per 1000 inpatient deaths <75 years old from causes consistent with donation. D, Number of deaths per donor 
service area in inpatients <75 years old from causes consistent with donation in 2017 standardized per 100,000 population. Black bars 
represent states in the “stroke belt”

A B

C D
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for the identification of potential donors and overestimated poten-
tial donors by a factor of 1.6- to 2.1-fold compared with information 
from chart audits.16 With that being said, it is important to note that 
this proposed denominator has not been validated against the gold 
standard of medical record review, and its accuracy compared with 
that using eligible deaths cannot be determined from this study.

4  | IMPLIC ATIONS OF USING AN 
OBJEC TIVE STANDARDIZED DONATION 
METRIC

To evaluate the impact of using a standardized donation metric, we 
present 2 examples: (1) a detailed comparison of 2 OPOs in similar ge-
ographic areas (LiveOnNY in the Greater New York Metropolitan Area 
[NYRT] and the Gift of Life Donor Program in Philadelphia [PADV]) 
and (2) DSA-level data comparing OPOs based on eligible death dona-
tion rates versus 3 other possible standardized donation metrics.

Figure 2A shows flow diagrams of 2017 data for the DSA in 
the Greater New York Metropolitan Area (NYRT) and the Greater 
Philadelphia area (PADV). Both DSAs include large metropolitan 
areas in the same region of the United States. Despite similar popu-
lation sizes, total deaths, and inpatient deaths in patients <75 years 
of age from causes consistent with donation, the total number of 
donors in PADV was nearly double that of NYRT. Yet the Scientific 
Registry of Transplant Recipients eligible death metrics of “observed 
number of donors per 100 eligible deaths” and the “standardized do-
nation ratio” were only modestly different between these 2 DSAs: 
74.7 and 1.05 in PADV versus 57.6 and 0.90 in NYRT, respectively. In 
contrast, the differences in donation rates using standardized dona-
tion metrics were stark and reflect the 2-fold differences in donation 
across the 2 OPOs: (1) donors per 1 million population: 49.3 versus 
21.9; (2) donors per 10,000 deaths: 52.7 versus 30.8; and (3) donors 
per 1000 deaths among inpatients <75 years from causes consistent 
with donation: 173.7 versus 92.9 (using data from the CDC Wonder 
Database Detailed Mortality File). These comparisons are emblem-
atic of the limitations of using eligible death data to inform the de-
bate of OPO performance and organ distribution.

Figures 2B through 2D compare the donation rate for each OPO 
in 2017 using the Scientific Registry of Transplant Recipients ob-
served donation rate (i.e., conversion rate) with each of the metrics 
described earlier. Evident in all 3 figures is that at any value of the 
OPO observed donation rate, there is a wide variation in the dona-
tion rate when the total population, total number of deaths, or inpa-
tient deaths <75 years of age from causes consistent with donation 
is used as the denominator.

5  | FR AMING OPO PERFORMANCE 
METRIC S A S DSA PERFORMANCE METRIC S

OPO performance metrics are perhaps best thought of as DSA 
performance metrics, given that the responsibility for ensuring a 

successful system of organ donation extends beyond the OPO staff 
to include local hospitals, transplant centers, and the broader com-
munity (including patients themselves). The success (or failure) of 
an OPO is contingent on the generosity of the community and the 
efforts of the community hospitals and transplant centers, who fre-
quently have additional responsibilities that include membership on 
their OPO board of directors and/or medical advisory boards.

6  | DISCUSSION OF THE IMPLIC ATIONS 
OF INCORPOR ATING A STANDARDIZED 
OPO DONATION METRIC

An accurate donation metric should be used to identify low-per-
forming DSAs and OPOs that could benefit from targeted interven-
tions to improve performance. An objective metric such as described 
here earlier (e.g., donors per 1000 inpatient deaths of persons <75 
years old from causes consistent with donation) can be stratified 
by key demographic factors (including sex, race/ethnicity, and age) 
to determine whether there are opportunities to increase donation 
in specific populations (e.g., the Hispanic Transplant Program at 
Northwestern University that has been developed to increase living 
and deceased donation among Hispanics). Such targeted approaches 
can help to save more lives by increasing donation.

The use of a standardized metric better facilitates discussions 
about how to optimally allocate organs in the context of truly balanc-
ing organ supply and demand and can help resolve the issue of local 
accountability for organ donation. In designing models of broader shar-
ing, an area of contention has been whether organs would move from 
high- to low-performing OPOs. Prior studies using the eligible death 
donation rate had suggested that livers would not move from high-per-
forming OPOs to low-performing OPOs (based on a binary definition 
of organ gain/loss).6,10 Yet our data suggest that this may not be the 
case depending on how one defines an OPOs donation rate. Under 
the acuity circles paradigm of organ distribution, which was designed 
with the explicit condition that donation is “fixed,” the greatest gains 
are seen in New York and New England, and in all 3 measures of OPO 
performance/organ donation, the Greater New York Metropolitan 
Area (NYRT) has donation rates at the bottom, whereas New England 
(MAOB as the largest OPO) is at or below the average using all 3 mea-
sures. Conversely, among the DSAs that have the greatest losses are 
those in eastern Tennessee (TNDS) and Kansas (MWOB), which are in 
the upper quartile of objective measure. It is important to clearly state 
that several of the DSAs that will lose livers have poor organ donation 
rates (including those represented by several of the authors) when de-
fined using an objective, standardized donation metric.

The impact of broader sharing in the northeast is such that the 
number of organ transplants would increase in New York and cor-
respondingly decrease in other areas (e.g., Philadelphia). Concerns 
have been raised that this would move organs from one of the high-
est-performing OPOs (PADV) to one of the lowest-performing OPOs 
(NYRT).17 In contrast, arguments have been made that patients should 
not be penalized and denied access for a lifesaving transplant due to 
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the performance of their local OPO.18 Whereas such an argument has 
emotional appeal, it is no less true that patients should not suffer for 
the subpar performance of their neighbor's OPO. In addition, sepa-
rating consequences from results creates a moral hazard in which a 
local OPO (and, more broadly, transplant professionals in that DSA) is 
not accountable to its respective community and patients for its poor 
performance. We believe the optimal solution is a compromise: a level 
of accountability that promotes maximal donation rates so that the 
entire country can benefit. We also point out that recent work regard-
ing public preferences toward organ allocation found “…little public 
support that allocation decisions should be based solely on risk of 
waiting-list mortality. Strong public sentiment supported maximizing 
outcomes after transplantation, prioritizing US citizens or residents, 
keeping organs local, and considering cost in allocation decisions.”19

Our work calls into question the principle that inherent differ-
ences in supply leads to geographic inequity in access to transplants 
using our objective, standardized OPO performance metric. In 2018, 
169 patients died or were delisted as too sick in NYRT. If NYRT 
performed at the same level as the Gift of Life Donor Program in 
Philadelphia, they would have had an additional 303 organ donors, 
which would have dramatically decreased the number of patients 
who died waiting for a liver (and kidney, heart, or lung) transplant in 
the region. The results of our analysis and the success of other OPOs 
with changes in their organizational structure20 suggest that the ca-
pacity for this level of performance exists5 and that unmet need may 
best be addressed with critical reassessment of local effort rather 
than reliance on the efforts of others.

The contribution of variable OPO performance can only be 
openly discussed and considered into allocation policies if we in-
corporate objective standardized metrics. This could ensure local 
accountability for organ donation and OPO performance, leading 
to an increase in organ availability for everyone, and thus increased 
fairness and equity within the system.

As academic discussions are rapidly replaced by policy direc-
tives and legal challenges with real risks (financial, logistical, and life/
death for waitlist patients), we must ensure that we hold ourselves 
to the highest possible standards of intellectual rigor and ensure we 
measure critical factors such as the organ supply and OPO perfor-
mance using objective standardized metrics.
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1  | BACKGROUND

In December of 2019, the Centers for Medicare and Medicaid 
Services (CMS) put out a notice of proposed rule-making (NPRM) 
for 42 CFR Part 486, specifically the section that covers the organ 
procurement organization (OPO) Conditions for Coverage. Most 
crucially, the proposed rule included new OPO performance met-
rics using objective, standardized data from the Centers for Disease 
Control and Prevention (CDC). These new metrics would include one 

of two potential denominators—one that excludes causes that would 
contraindicate donation or one that includes only causes consistent 
with donation1—rather than the current unverifiable eligible death 
metric.1-3

There has been considerable support for replacing the eligible 
death denominator with CDC data, including from major organi-
zations such as the Association of OPOs, the American Society 
of Nephrology, and the American Society of Transplant Surgeons 
based on recent Public Comments to CMS (although some have 
raised concerns with the proposed CDC denominator).4 One as-
pect of CMS's proposal for which there has been contention is the 
proposal not to adjust risk for race in the OPO metric.4 As CMS 
wrote in the NPRM, “We are aware of literature identifying racial 
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disparities among organ donors5….we are concerned regarding the 
applicability of that study…and more recent evidence suggesting 
that the racial concordance of the OPO requester plays a role in the 
rate of authorization for organ donation.6 Further, we are not aware 
of any validated coefficients that reflect the likelihood of a particu-
lar racial/ethnic group to donate organs and we are concerned that 
any current risk-adjustments factors being used include the histor-
ical poorer performances.” Nonetheless, there have been calls for 
race and ethnicity to be included as risk-adjusted variables in the 
CMS donation metric, as reflected by several Public Comments.4 
Herein, we lay out an argument as to why inclusion of race and eth-
nicity as risk adjustment variables in an OPO performance metric is 
not only empirically unfounded but will also hide the inequities that 
are detrimental to optimal system performance and assurance that 
all patients have timely access to donation. It is critical that we not 
bury disparities, such as the failure to work with minority families 
compassionately and sensitively to recover transplantable organs, 
within complex statistical risk adjustment models.

2  | ROLE OF RISK ADJUSTMENT IN 
HE ALTH C ARE AND TR ANSPL ANTATION

Risk adjustment in health care serves several purposes: (1) reimburse-
ment to hospitals who care for “sicker” patients; (2) healthcare system 
reports cards (eg, transplant centers, hospitals) who care for “higher 
risk” patients; and (3) insurers who insure “sicker” patients. For grad-
ing of healthcare systems, risk adjustment gives credit to institutions 
that care for objectively sicker or higher risk patients, while also en-
suring such patients are not denied care. The concern, however, with 
risk adjustment is that inequity can be hidden by such adjustments.

In the context of organ transplantation, the Scientific Registry of 
Transplant Recipients (SRTR) releases center and OPO-specific re-
port cards on a regular basis, whereas CMS uses report card/metric 
data for maintenance of certification. Risk adjustment is a tool to 
compare outcomes across transplant centers or OPOs that “removes 
one source” of variation in outcomes, therefore “leaving residual 
differences to reflect quality.”7 However, because risk adjustment 
changes the way an organization is graded does not necessarily 
mean it is appropriate to employ it.

When deciding whether to include a variable in risk adjust-
ment, it is critical to determine whether the specific variable af-
fects outcomes because of a biologically plausible mechanism or 
rather reflects a difference in the way people are treated.7 In an 
article in the Journal of the American Medical Association (JAMA) in 
1997, Lezzoni argued that “black patients and uninsured patients 
may receive lower-quality hospital care than others” and that risk 
adjusting for race could “mask these important differences.”7 
This concern has profound implications for risk adjustment in 
transplant.

Older transplant recipients have an increased risk of posttrans-
plant mortality.8 Potential older donors who die are less likely to 
have their organs transplanted because of the established increased 

risk of graft failure.9 In both settings, there are strong biological and 
physiological reasons to support risk adjustment for age (ie, risk ad-
justing for age in an OPO's metric could easily be justified).8,9 Risk 
adjustment for race and ethnicity is not as straightforward, as many 
have argued that race and ethnicity are a social construct rather than 
a biological one.10,11 In fact, a recent article in JAMA suggested that 
the use of race in equations to estimate glomerular filtration rate can 
“cause problems for transparency and unduly restrict access to care 
in some cases, yet offer only modest benefits to precision.”10 Within 
the constructs of donation, it is important to delineate whether ob-
served differences in organ recovery rates among minorities in a 
given area reflect intrinsic capacity for donation vs different degrees 
of engagement by the OPO (eg, effective communication behaviors). 
In effect, the question is not simply about the prospective donor's 
culture but also the culture of their local OPO. Given the paucity of 
publicly shared OPO process data,12 the quality of care dispensed in 
managing donation referrals and family approaches in minority cases 
cannot be evaluated by researchers (eg, use of ethnicity-matched 
requestors, culturally targeted public education). The hazard of nor-
malizing an observed discrepancy in “donation rate” is that we may 
accept poor care as a feature of a given donation service area (DSA) 
rather than a flaw in a given OPO's process. Similarly, risk adjusting 
for other social determinants, such as socioeconomic status, would 
have similar concerns, while also being unsupported by empirical 
data and logistically challenging due to the lack of socioeconomic 
status data collection on donors and potential donors.

The importance of this biological vs social construct distinction 
in transplantation is epitomized by the case of kidney allograft out-
comes in black patients, where an assigned risk based on a social 
construct (ie, race) was found to be limited to a genetic mutation in 
a subset of a population. Because of increased risk of posttransplant 
graft failure using kidneys from black donors, donor race has been 
included in the Kidney Donor Profile Index and SRTR risk adjust-
ments for program-specific reports.13,14 However the discovery of 
the APOL1 gene has challenged the paradigm that any kidney from 
a black donor is increased risk by virtue of the donor's race and in-
stead identified a key genetic risk factor predisposing to allograft 
injury.15-18 Notably, the risks of increased kidney graft failure from 
black deceased donors would be an insufficient argument to risk ad-
just for race. Race is weakly or not associated with outcomes in other 
organs and the donor kidney carrying the gene, regardless of race, is 
at higher risk, making the salient factor the gene rather than the race 
of the donor.9,19 In the context of organ donation and OPO perfor-
mance, one needs to ask whether the race of a deceased individual 
biologically leads to him/her being less likely to become a donor or is 
a reflection of the chosen practice of the OPO.

3  | R ACIAL DIFFERENCES IN ORGAN 
RECOVERY R ATES

Studies have shown a lower donation rate among racial/ethnic mi-
norities, specifically including blacks, Hispanics, and Asians.20-24 
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The validity of these studies is uncertain because they either were 
limited to a small geographic area (eg, OPO or state), or based 
willingness to donate solely on enrollment in a donor registry. 
In 2012, there was a study using national data on eligible deaths 
that suggested there were lower donation rates among racial/
ethnic minorities, as well as older potential donors.25 This paper, 
authored by the first author of this manuscript, had important 
limitations. The paper did not focus on inter- and intra-OPO dif-
ferences in donation rates by race/ethnicity, and it relied on eligi-
ble death data to define donation rates, a measure that has been 
uniformly criticized as a poor metric of organ donation rates/OPO 
performance.1-4,12 Nevertheless, there is a body of literature that 
suggests there are lower donation rates among racial and ethnic 

minorities, but this fact alone does not justify its inclusion in risk 
adjustment.

4  | DATA CHALLENGING MINORIT Y 
STATUS A S A FIXED FAC TOR IN DONATION

There are peer-reviewed data that challenge the notion that race/
ethnicity are nonmodifiable factors as it relates to organ donation 
and therefore should not be adjusted for in OPO metrics. First, 
data published more than 20 years ago demonstrate that ethnicity-
matched requestors leads to increases in donation rates among 
Hispanics as this helps to break down both cultural and language 

F I G U R E  1   A, Comparison of donation 
rates using the CALC metric for the three 
organ procurement organizations (OPOs) 
in Texas. B, Correlation between OPO-
level donation rates among whites vs 
blacks using the CALC metric and Centers 
for Disease Control and Prevention data 
from 2013 to 2017. *CALC, cause age 
location consistent with death based on 
donors per inpatient deaths < 75 y of age 
from causes consistent with donation

A

B
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barriers.26 These findings have been subsequently validated in a 
more recent cohort.23 Despite these convincing data, this is not a 
practice across OPOs. Indeed, the majority of the OPO workforce 
remains largely white.6 Second, there is evidence demonstrating that 
temporal changes in organ donation rates have seen the largest in-
crease among patients of black race.27 Third, published studies eval-
uating racial/ethnic differences in donation rates that accounted for 
OPO performance using mixed effects models have demonstrated 
that differences in the racial/ethnic composition of a DSA did not 
affect overall DSA-level donation rates and that variability in OPO 
performance was the key factor.28,29 The practical message of these 
findings should be underscored: if a given OPO has not only low 
donation rates across all racial/ethnic groups (including Caucasians) 
but also has a large minority population, the minority donation rate 
would not be considered “bad” for that OPO as it reflects a systemic 
level of underperformance rather than simply low donation rates 
among minorities.

We performed additional analyses using the donation rate 
metric proposed by CMS, using one of their two proposed de-
nominators (donors/100 inpatient deaths < 75 years from causes 
consistent with donation = CALC deaths1) to further underscore 
the need to evaluate minority donation rates at the OPO-level. 
For these analyses, the numerator was the number of donors 
based on race and ethnicity, as reported in Organ Procurement 
and Transplantation Network/United Network for Organ Sharing 
(OPTN/UNOS) data, and the denominator of inpatient deaths was 
from CDC data. OPTN/UNOS does not distinguish race from eth-
nicity (ie, patients are either white or Hispanic), unlike CDC data. To 
address this, inpatient deaths were coded as Hispanic if the patient 
was Hispanic, regardless of race. Texas has three OPOs that serve 
large minority populations (OPO names removed). Between 2013 
and 2017, the percentage of CALC deaths that were Hispanic (>99% 
white Hispanic) was 53.4% (OPO 1), 22.7% (OPO 2), and 20.6% 
(OPO 3), whereas the percentage of CALC deaths that were black 
non-Hispanic was 7.3% (OPO 1), 18.9% (OPO 2), and 21.2% (OPO 
3). As shown in Figure 1A, the overall donation rate from 2013 to 
2017 using the CALC metric was nearly identical in OPO 2 and OPO 

3, both of which were 50% higher than OPO 1. In this setting, an 
empirically based argument to support inclusion of race/ethnicity 
in risk adjustment could be made only if (1) the donation rates in 
these three OPOs were similar within each racial/ethnic groups 
but (2) the overall donation rate in OPO 1 was lower by virtue 
of having a large Hispanic population who inherently have lower 
donation rates (ie, OPO 3 appeared to be a lower performer only 
because of a disproportionately large minority population relative 
to the other two OPOs). However, objective data clearly show this 
is far from the case (Figure 1A). Among non-Hispanic whites, the 
donation rate was 28% higher in OPO 2 and OPO 3 compared to 
OPO 1. Among non-Hispanic blacks, the donation rate was > 25% 
greater in OPO 2 and OPO 3 compared to OPO 1. Lastly, among 
Hispanics (>99% were white), the donation rate was nearly twice 
as high in OPO 2 and OPO 3 compared to OPO 1. Because the 
minority population is higher in OPO 1 than the OPO 2 and OPO 
3, risk adjustment for race/ethnicity would give the OPO 1 a bump 
relative to the other local OPOs, even though the data demon-
strate that the lower donation rates in OPO 1 are due to system-
atic lower donation rates among all racial/ethnic groups. In fact, risk 
adjustment would “excuse” OPO 1 for having disproportionately 
lower donation rates poor among Hispanics, which would require 
further OPO-level data on process measures from targeted edu-
cation materials at Department of Motor Vehicles (DMVs),30-32 to 
use of ethnicity-matched requestors for potential Hispanic donors, 
to hospital development and outreach in hospitals that care pre-
dominantly for minority populations,. Unfortunately, such data on 
different process measures within OPOs are currently not available 
to researchers.12

We also evaluated the DSA-level differences in donation rates 
by race/ethnicity nationally in 2017, restricted to white vs black 
CALC deaths due to insufficient numbers of deaths of Hispanics 
or Asians in several DSAs in 2017. The numerator was donors per 
OPTN/UNOS data (ie, patient with at least one organ recovered 
with the intent to transplant), and the denominator was CDC data 
as described previously. We excluded DSAs with < 50 deaths per 
race to avoid bias from small sample sizes. As shown in Figure 1B, 

F I G U R E  2   Annual number of organ 
donors in Donor Network West from 
2014 to 2019*
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there was a significant correlation between an OPO's donation 
rate among whites vs blacks (Spearman correlation coefficient: 
0.66, P < .001), suggesting that OPOs with better donation rates 
among whites had better donation rates among blacks, reflecting 
the impact of the overall OPO's performance. Third, we highlight 
the recent experience of Donor Network West (CADN), headquar-
tered in San Francisco, as a case study of the potential to rapidly 
increase donation among racial and ethnic minorities. We evalu-
ated OPTN/UNOS data from 2014 to 2019 on all organ donors 
in the CADN DSA. We used data through December 31, 2019 as 
we focused on only absolute number of donors rather than spe-
cific donation rates. As of January 1, 2019, CADN was under new 
leadership, and in the first year of this leadership, CADN saw an 
overall 28.0% increase in donors. Yet the relative increase in do-
nors was much larger among minority donors, reflecting the po-
tential to increase donation among racial/ethnic minorities rather 
than suggesting race to be a nonmodifiable risk factor for poor 
donation (Figure 2).

5  | DANGERS OF R ACIAL RISK 
ADJUSTMENT IN OPO PERFORMANCE

The potential harms of risk adjustment for social risk factors in health 
care have been raised within agencies in the Department of Health and 
Human Services. In a mandatory Congressional Report in response to 
the Improving Medicare Post-Acute Care Transformation (IMPACT) 
Act of 2014, the Office of the Assistant Secretary for Planning and 
Evaluation wrote, “Others, however, have argued that adjustment for 
social risk is not appropriate. First, they argue that adjusting measures 
for social factors risks masking disparities in the quality of care pro-
vided, thereby significantly reducing the long-term ability to identify 
and reduce them. Second, at least to the degree that differences in 
quality are related to poor performance, bias, or discrimination, they 
argue that directly adjusting measures could excuse the delivery of 
worse care to beneficiaries with social risk factors.”33 Furthermore, 
not risk adjusting for race would not “penalize” OPOs that dispropor-
tionately serve minority communities, as we have previously demon-
strated a lack of any correlation between the racial/ethnic distribution 
of potential donors and an OPO's overall donation rate.28

In the context of organ donation and OPO performance, we 
would argue that allowing for risk adjustments for race and eth-
nicity is a misguided proposition, doubly bad for the communities 
that such adjustments would attempt to “correct” for and for the 
transplant system at large. In effect, adjustments based on his-
torically poor results would serve only to elevate stereotypes of 
poor minority donation to the level of doctrine while systemati-
cally excusing OPOs from fully engaging with these populations. 
Furthermore, not including such risk adjustment in performance 
goals will help stimulate the donation community to more optimally 
identify all potential donors and maximize donation and to deliver 
culturally concordant care based on evidence-based practice to mi-
nority communities.

6  | CONCLUSION

We have presented data on the proposed rationale for risk adjust-
ing for race/ethnicity in OPO metrics, while arguing that not only 
are such adjustments unwarranted, they are potentially danger-
ous. Our lack of support for racial risk adjustment in OPO met-
rics matched that espoused in Public Comments to CMS from the 
Association of OPOs, the American Society of Nephrology, and the 
American Society of Transplant Surgeons.4 That being said, provid-
ing data to OPOs about specific donation rates not only by race 
and ethnicity, but other demographics (eg, gender, rural vs urban), 
could be valuable. Such data could be important tools to help drive 
OPO performance by identifying areas for targeted improvement.

It is a fact that many OPOs with large minority populations per-
form well. The community should work with minority families com-
passionately, with cultural sensitivity and free from unconscious 
bias. This will more effectively identify potential donors and lead to 
recovery of more transplantable lifesaving organs. The proposal to 
risk adjust for race will only continue the status quo.
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