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A “transplant first” treatment approach to CKD/ESRD
is now recommended and promoted for appropriate patients

GUIDELINES

The 2020 KDIGO clinical practlce - — — Can be added to transplant waiting list'?2 — — .
I
I

guidelines recommend kidney ‘
transplant education begin at
e OPTN guidance recommends

appropriate patients be

referred for a kidney CKD CKD Renal
a8 Stage 4 Stage 5/ESRD? Replacement
transplant and wait-listed Therapy

beginning at CKD stage 4°
PKT with a living donor is the preferred treatment for eligible patients with ESRD'
PKT is performed after a diagnosis of ESRD and before the initiation of dialysis?

LEGISLATION

A 2019 executive order on kidney health established goals to increase the number of
PKTs by 2025 and double the number of kidneys available for transplant by 20304

21st Century Cures Act
e ESRD beneficiaries are allowed to enroll in Medicare Advantage (MA) plans®
e Organ acquisition costs for kidney transplants are excluded from MA plans®

e ~40,000 ESRD beneficiaries switched from a fee-for-service (FFS) plan to
an MA plan in 2021°%

CMS PAYMENT MODELS

Kidney Care Choices Model ESRD Treatment Choices Model
Incorporates a quarterly capitation Provides incentives for transplant
payment, an adjusted monthly waitlisting and living donor transplant
capitation payment, and a kidney rates in ~30% of the nation’s ESRD
transplant incentive for appropriate facilities and managing physicians®
CKD stages 4 and 5 and ESRD

beneficiaries’

2ESRD begins when RRT is clinically required due to kidney failure.
CKD, chronic kidney disease; CMS, Centers for Medicare & Medicaid Services; ESRD, end-stage renal disease; KDIGO, Kidney Disease: Improving Global
Outcomes; OPTN, Organ Procurement and Transplantation Network; PKT, preemptive kidney transplant; RRT, renal replacement therapy.
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Economlc beneﬁts of PKT

A kidney transplant may potentially reduce or
eliminate dialysis costs for appropriate patients®°

Per-patient Medicare Privately

Annual Spend Beneficiary02 Insured Patient

Dialysis ~$99,000 0 ~$238,000%1P o
~56% n78%

Kidney Transplant ~$44,000 ~$52,0001%¢

Annual Commercial Costs
Non-PKT

For patients with commercial
insurance, PKT potentially offers

~5090 (~$149,000)
medical cost savings per patient
VS hon-PKT?3

$296,289

$147,294

Total cost per patient

PKT resulted in lower health care resource utilization vs non-PKT!3

Pretransplant o| Pretransplant - Transplant
ED visit I-JD | hospital days o02  LOS (days)
Number (% or SD) Number (% or SD) v Number (% or SD)
80 1.1 5.5
(n=728) (11.0%) (6.2) (4.2)
Non-pPkT  DFF 3.9 6.7
(n=819) -
(33.8%) (7.2) (6.0)
P<0.0001

Study Design: Recipients of first kidney transplants from 2008-2015 were identified utilizing the OptumLabs Data
Warehouse, which included administrative claims data on privately insured and Medicare Advantage enrollees in the
United States. Of 1,544 kidney transplant recipients (1,313 [85%] commercially insured), 725 (47%) received

a PKT (565 LD + 160 DD) and 819 (54%) received a non-PKT (464 LD + 355 DD).®3

@ Inflation-adjusted PPPY 2021. Cost for dialysis represents hemodialysis.®

®The sample included 309,800 enrollee months, which was a balanced panel of 25 months for 12,392 enrollees with private insurance from 2012 to 2019.%*
¢Included 18,453 cases (9,962 kidney; 4,831 liver; 1,638 heart; 1,468 lung; and 554 pancreas) with case effective dates between January 1, 2010, and

April 30, 2014, and claims paid through September 30, 2014.%?
DD, deceased donor; ED, emergency department; LD, living donor; LOS, length of stay; PPPY, per person per year; SD, standard deviation.
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So why are so many eligible patients not gaining
access to timely transplants and losing ground?

Many patients with a top 209%b Estimated Post Transplant Survival (EPTS)
status® were not placed on the transplant waiting list prior to dialysisi*®

Only l1of 5 (7,922 of 42,445) candidates with top-tier
EPTS scores (those most likely to thrive after transplant) were
preemptively wait-listed for transplants (2015-2017)4®b

Those who were preemptively wait-listed were less likely
to lose their top-tier status+®

Only

617 187

patients who had preemptively

initiated dialysis lost wait-listed candidates
top 20% EPTS status® lost top 20% EPTS
within 30 months status?® within 30 months

aThe EPTS score (0%-100%) is designed to identify candidates with the longest expected posttransplant survival and allocate the highest quality
kidneys to these candidates. Candidates with top 20% EPTS status have preferential access to deceased donor kidney offers with the lowest cumulative
risk factors before other candidates.'*

b Limitations of the study include inherent risk of residual confounding and underlying risk factors that explain outcomes not captured in the study
data; estimated risk of some patients not codified due to potential misclassification of certain clinical conditions (eg, comorbidities); missing data
representing systematic differences in patient characteristics not accounted for in these analyses; and no available information on specific reasons
for waiting list placement, outcomes of discussions about transplant eligibility, or patient’s interestin transplantation.4
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Consider the barriers to PKT

Lack of timely referral?

/ 00 PKT

@ ~3% (4,153) of patients with
i incident ESRD receive a PKT1%®

Dialysis
o—o *—o ~97% (131,062) of patients with
e incident ESRD initiate dialysis'®

CKD Stage 4 CKD Stage 5/ESRD Renal
Replacement
Therapy

|
Only ~5% of kidney transplant candidates

are wait-listed prior to initiating dialysis'%?

Lack of provider understanding of

the process?

“Many providers still believe that a patient needs to be

on dialysis prior to being considered for transplantation”? K_,
—OPTN

Low availability of kidney donors Wait-Listed — Donors

The ratio of wait-listed patients to donors was

O O
~2:1 in 2023 @ m —

Lack of patient education?

Only 339%0 of patients are aware of transplant
options at the time of dialysis initiation, partially
because nephrologists do not always discuss or

emphasize transplantationt®

Perhaps the most significant barrier to
preemptive kidney transplantation is timely
referral for transplant evaluation?
—OPTN
aIncident ESRD patients in 2021, USRDS ESRD and OPTN wait-listing history.®

bIncident ESRD patients in 2021, USRDS ESRD.*°
USRDS, United States Renal Data System.
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How can we overcome these barriers?

Transplant referrals predialysis, coupled with education of key stakeholders,
are crucial to successful transplants among eligible patients?
Mobilize physicians
Early referral by physicians allows time for appropriate patients (GFR <30 mL/min) to be educated
on transplantation and to receive transplant evaluation and facilitates identification of a living donor?

e Raise awareness of updated practice guidelines (KDIGO 2020)
e Utilize online physician resources listed on the next page
e Share the OPTN educational guidance on patient referral for kidney transplantation

Educate patients Utilization of the CMS Kidney Disease Education

H inis,a
At CKD stage 4, inform appropriate (KDE) benefit resulted in
patients that transplantation is the

referred option for kidney failure? increase i
P pHon Y ~738% Y inpre-ESRD  (n36% Y in Pkt
69% of patients underwent an wait-listing n
LD kidney transplant after 6 0

receiving early education?'’

e Inform appropriate patients of their EPTS score and risk of kidney failure
e Utilize online patient resources listed on the next page
e Make use of the CMS KDE benefit

Ivi Cumulative Incidence of LD and DD Transplantation
Increase IIVng donor by Patients Who Were Preemptively Wait-Listed
tra nspla ntation or Initiated Dialysis!*®

504 == Preemptively listed LD transplantation
== Preemptively listed DD transplantation
451 =D transplantation following
40 dialysis initiation

== DD transplantation following
35 dialysis initiation

Educate providers and appropriate
patients about the benefits of LD
transplantation

4 4% of preemptively listed

patients receive an LD
transplant by 36 months4t

e Ensure appropriate patients are wait-listed
at GFR <20 mL/min

e Educate potential recipients and donors
(resources listed on next page)

44%

301
26%
251

201
15+
101
6%

51 _050/0

Cumulative incidence of transplantation, %

0 T T T T .
0 6 12 18 24 30 36
Months following preemptive waiting list placement or dialysis initiation

2Based on 2013-2017 US data from adults aged =67 years who had CKD stage 4 (n=106,465); use of KDE was examined in the 2 years prior to
ESRD onset.18
®The study population was derived from the USRDS. Model censored at death and last follow-up time, December 31, 2017.
Limitations of the study include inherent risk of residual confounding and underlying risk factors that explain outcomes
not captured in the study data; estimated risk of some patients not codified due to potential misclassification of certain clinical conditions (eg,
comorbidities); missing data representing systematic differences in patient characteristics not accounted for in these analyses; and no available
information on specific reasons for waiting list placement, outcomes of discussions about transplant eligibility, or patient’s interest in transplantation.4
GFR, glomerular filtration rate.
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Access the newest resources for transplant success

The following websites can help educate and guide the process as early as CKD stage 4 for
appropriate patients

Explore Transplant

Provides an evidence-based education platform to coach appropriate patients and potential donors through the
transplant decision process. Patients can also record their own stories to create awareness and highlight the
living donor shortage

Rejuvenate

Offers a full range of transplant solutions to increase earlier access to care, locate donors,
and reduce health care spend

Kidney Failure Risk Equation

Provides patient-specific risk equation that estimates time to kidney failure

EPTS Calculator

Calculates the EPTS score, which is designed to identify candidates with the longest expected
posttransplant survival

AST Living Donor Toolkit

Helps potential living donors make an informed decision about donation

This listing is provided as a resource only and does not constitute an endorsement by Sanofi of any
particular organization or its programming. Additional resources on this topic may be available and should
be investigated. Sanofi does not review or control the content of non-Sanofi websites.
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https://exploretransplant.org/
https://rejuvenatehealthcare.com/
https://kidneyfailurerisk.com/
https://optn.transplant.hrsa.gov/data/allocation-calculators/epts-calculator/
https://www.livingdonortoolkit.com/

