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The following amendment has been made to the 'Business Update' announcement released today, 27 March 2023 at 0700
under RNS No 2296U.
 
The real-world evidence data published in the Journal of Primary Care Community Health was published in November 2022.
 
All other details remain unchanged. The full amended text is shown below.

 

 

Renaly x plc  

("Renaly x" or the "Company")
 

Business Update
 

LONDON and SALT LAKE CITY, March 27, 2023 - Renaly x plc (NASDAQ: RNLX) (LSE: RENX) provides the following business
update.
 
Renaly x has further expanded its insurance coverage base for KidneyIntelX in the Northeast region of the United States with
the execu on of a coverage contract with EmblemHealth, one of the na on's largest not-for-profit health insurers serving
over three million people in the New York Tri-State area. 
 
The EmblemHealth contract  and other previously established insurance coverage contracts  including Healthfirst,  Capital
District Physicians Health Plan and Connec care,  build on the comprehensive insurance coverage por olio necessary to
transi on to a full commercial payment model for KidneyIntelX prognos c tes ng in the New York and Connec cut state
regions.
 
As previously disclosed on the Company's November 2022 quarterly earnings call, Renaly x is pursuing a strategy to achieve
insurance coverage for KidneyIntelX for a majority of pa ents in specific United States regions containing large popula ons
living with diabetes and kidney disease. Management believes achieving insurance payment for a majority of the popula on
in KidneyIntelX's  indicated use is  essen al  for  adop on to proceed.  This  is  par cularly  important at  a primary care or
generalist physician level where KidneyIntelX tes ng is focused, as pa ents and doctors need to have a clear understanding
of test billing prac ces and the amount of pa ent financial obliga on, if any, once a test is performed.
 
Renaly x  is  working  with  health  systems,  as  well  as  public  and private  payers  to  implement  care  models  informed by
KidneyIntelX early risk assessment in pa ents with diabetes and kidney disease to improve kidney health and reduce the
number of dialysis starts.
 
Real-world evidence data from a large prospec ve study at Mount Sinai Health System in New York evalua ng KidneyIntelX
in the primary care se ng published in the Journal of Primary Care Community Health in November 2022 demonstrated use
of KidneyIntelX resulted in an increase in appropriate therapeu c management, mely specialist consulta on or referral and
observed  improvements  in  HbA1C (diabetes  health)  in  the  high  risk  groups  and  UACR (kidney  health)  in  the  low and
intermediate risk  groups in as  li le  at  6  months in pa ents with kidney disease and diabetes.   Addi onal  results  from
ongoing mul -center real world evidence studies on KidneyIntelX are expected to be released this summer.  
 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9677284/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9677284/
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About Kidney Disease
Kidney disease is a public health epidemic affec ng over 850 million people globally.1 The Centers for Disease Control and
Preven on es mates that 15% of U.S. adults, or approximately 37 million people2, have chronic kidney disease (CKD). Nearly
95% of  people  with  CKD are  in  early  stages  1-33.  Despite  its  magnitude,  early-stage  (1-3)  CKD is  underdiagnosed and
undertreated, largely because it's asymptoma c at this me in the disease. As many as 9 in 10 adults with CKD, and about 2
in 5 adults with severe CKD do not know they have the condi on.3

 
About Renaly x
Renaly x (NASDAQ: RNLX) (LSE: RENX) is an in-vitro diagnos cs and laboratory services company that is the global founder
and leader  in  the new field  of  bioprognosis™ for  kidney health.  The leadership  team,  with  a  combined 200+ years  of
healthcare  and  in-vitro  diagnos c  experience,  has  designed  its  KidneyIntelX  laboratory  developed  test  to  enable  risk
assessment for rapid progressive decline in kidney func on in adult pa ents with T2D and early CKD (stages 1-3). We believe
that by understanding how disease will progress, pa ents and providers can take ac on early to improve outcomes and
reduce overall health system costs. For more informa on, visit www.renaly x.com.
 
About KidneyIntelX™
KidneyIntelX™ is  a  laboratory developed test  demonstrated to be a  reliable,  bioprognos c™ methodology that  yields  a
simple-to-understand, custom risk score, enabling predic on of which adult pa ents with T2D and early CKD (stages 1-3) are
at low, intermediate or high risk for rapid progressive decline in kidney func on. By combining informa on from KidneyIntelX
with newer cardio- and reno-protec ve therapies, doctors will have more informa on in determining which pa ents are at
higher versus lower risk for rapid disease progression and may be able to more appropriately target resources and guideline-
recommended treatments to advance kidney health. KidneyIntelX is supported by a growing body of clinical,  u lity and
health economic studies (including a valida on study of two large cohorts) and has demonstrated a 72% improvement in
predic ng those pa ents who are at high risk for rapid progressive decline in kidney func on versus the current standard of
care  (eGFR  and  UACR).  KidneyIntelX  has  received  Breakthrough  Device  Designa on  from  the  U.S.  Food  and  Drug
Administra on, and Renaly x has submi ed for De Novo marke ng authoriza on. To learn more about KidneyIntelX and
review the evidence, visit www.kidneyintelx.com.
 
Sources
1 h ps://www.theisn.org/blog/2020/11/27/more-than-850-million-worldwide-have-some-form-of-kidney-disease-

help-raise-awareness/

2 h ps://www.cdc.gov/kidneydisease/publica ons-resources/ckd-na onal-facts.html

3 h ps://www.cdc.gov/kidneydisease/basics.html
 
 
Forward Looking Statements
Statements contained in this report regarding ma ers that are not historical facts are "forward-looking statements" within
the  meaning  of  the  Private  Securi es  Li ga on  Reform  Act  of  1995,  as  amended.  Examples  of  these  forward-looking
statements include statements concerning: the poten al benefits, including economic savings, of KidneyIntelX, the future
impact  of  KidneyIntelX  on  clinical  decision-making  and  outcomes,  the  poten al  for  KidneyIntelX  to  receive  regulatory
approval  from the  FDA,  the  commercial  prospects  of  KidneyIntelX,  if  approved,  including  whether  and to  what  extent
KidneyIntelX will be successfully adopted by physicians and distributed and marketed, expecta ons regarding insurance and
covered lives, our expecta ons regarding reimbursement decisions and the ability of KidneyIntelX to curtail costs of chronic

http://www.renalytix.com/
mailto:renalytix@walbrookpr.com
mailto:investors@renalytix.com
https://www.globenewswire.com/Tracker?data=yAXCCoRU7OXsCtmEHbYitX9gh8LP1xmiXP-j46zyYPUiIAsOGQ0Ay8Xzud9DR-IBLOe4-G6OY9Gya4RsvTio6g==
https://www.globenewswire.com/Tracker?data=pnMyL7OiWYuisE2257B76Ame4kcbRTTwSbTT7hL6KmEb4cmWkDDYS85FbnfQlMYKb4dRb2eSDhDgrPVQpups2l3o0K_VzUlT8MnyxWXleEeiHkzoG91Sc5bZ2ARTF7tUIQSrXnMxyPTg_64IzqTmtJPNemx-5z1GgSIs03VaG5-bo_aJ5c5tRALH2_vsZWhUvWWv0TLZF35WVG3fwXZTmayxYzehdOcQuq0wNUhp8VRZptrY1f8TSw4mNzJhmvrWAjcfbH3_l2oXUJTAwwVieg==
https://www.globenewswire.com/Tracker?data=xcCaiDh3GGa380JtGgU6aPw-xQKtjV8wzL24xpir2iWQXgKCdyO5gWumCXeHVS1cDZcS9TtUre-eMntvqDRG6d7e2Qpi1i38krpFEgVHwJiBbm9Nt4awk8WNrf1Kh5bInbFPl6JK0R79RfNUtIzmEwtHG-PLyu--nDvHEGsR-ML5XixC2Lkeg4DvFmnrx5V7yanHPHvR6UzTC0e88IzcLr-GiF-aqKI3NVLntwB8gd_g1FbijT5B5GWNtTTax44mqTRgbp7lBPdaaRnCTg9QieWylEKIk-i3bpPzeUAJQHRHycyfrqBrJ4JJkkTFv2LHB6iFNMHH-_VNdQpiOVniSgMV5TXy9athTCyNZvzNpEYp5NsSK-5BQ7dpQF82z-oC
https://www.globenewswire.com/Tracker?data=xcCaiDh3GGa380JtGgU6aEEeEtgftvKT10sr_Vj9QNpr6-nMZCXy1PE9coV-Y8Op79svle0yOEjRACVl900EGd6_FwhZz71HtvxI_4NDo5WsoMLQCQwZ8seduXib9ZBPL3zRDUzkowMp8ydDmmztzu_anbNfNwvcHRWNb_59dxGn10g911_YPwyzi476Zz6GdSQHjUN0th1CmTthT9sTpVIrrBtYSo1boseMESZ5Kd8C3oYs-gDxtzCml6v6fC1B
https://www.globenewswire.com/Tracker?data=xcCaiDh3GGa380JtGgU6aEEeEtgftvKT10sr_Vj9QNpfbc5OcH3tT_KAsSe9EOfrCmR-M8vBLxcvlUzNsUZTzTvWGKkYK9dtbQtgujeXxYaG0mjg1OKJ0RV6GsVSWBAUG_WBy196R6wrbx4BDwHpvk1pLgIfy4UzNIiiFvh01IQ=


and end-stage kidney disease,  op mize care delivery,  address systemic inequali es  and improve pa ent outcomes.  The
results presented in this press release are interim results; subsequent interim results and full results may vary and may not
be consistent with these interim results. Words such as "an cipates," "believes," "es mates," "expects," "intends," "plans,"
"seeks," and similar expressions are intended to iden fy forward-looking statements. We may not actually achieve the plans
and objec ves disclosed in the forward-looking statements, and you should not place undue reliance on our forward-looking
statements. Any forward-looking statements are based on management's current views and assump ons and involve risks
and uncertain es that could cause actual results, performance, or events to differ materially from those expressed or implied
in  such  statements.  These  risks  and uncertain es  include,  among others:  that  KidneyIntelX  is  based on  novel  ar ficial
intelligence technologies that are rapidly evolving and poten al acceptance, u lity and clinical prac ce remains uncertain;
we have only recently commercially launched KidneyIntelX; and risks rela ng to the impact on our business of the COVID-19
pandemic or similar public health crises. These and other risks are described more fully in our filings with the Securi es and
Exchange Commission (SEC), including the "Risk Factors" sec on of our annual report on Form 20-F filed with the SEC on
October 31, 2022, and other filings we make with the SEC from me to me. All informa on in this press release is as of the
date of the release, and we undertake no obliga on to publicly update any forward-looking statement, whether as a result of
new informa on, future events, or otherwise, except as required by law.
 

This information is provided by RNS, the news service of the London Stock Exchange. RNS is approved by the Financial Conduct Authority
to act as a Primary Information Provider in the United Kingdom. Terms and conditions relating to the use and distribution of this information
may apply. For further information, please contact rns@lseg.com or visit www.rns.com.

RNS may use your IP address to confirm compliance with the terms and conditions, to analyse how you engage with the information
contained in this communication, and to share such analysis on an anonymised basis with others as part of our commercial services. For
further information about how RNS and the London Stock Exchange use the personal data you provide us, please see our Privacy Policy.
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