Disclaimer and Use Limitation
THIS PRESENTATION AND ITS CONTENTS ARE CONFIDENTIAL AND ARE NOT FOR RELEASE, PUBLICATION OR DISTRIBUTION, IN WHOLE OR IN PART, DIRECTLY OR INDIRECTLY, IN OR INTO OR FROM THE UNITED STATES OF AMERICA (THE “U.S.”) (EXCEPT TO QIBS AND AIS (AS
DEFINED BELOW), CANADA, AUSTRALIA, JAPAN OR THE REPUBLIC OF SOUTH AFRICA OR ANY JURISDICTION WHERE SUCH DISTRIBUTION IS UNLAWFUL.
This presentation has been prepared by Renalytix AI plc (the "Company") solely for your information and for use at a presentation for the purpose of providing background information on the Company, its business and the industry in which it operates, and has not been approved by the United Kingdom Financial
Conduct Authority, London Stock Exchange plc, the U.S. Securities and Exchange Commission or otherwise. For the purposes of this notice, "presentation" means this document, any oral presentation, any question and answer session and any written or oral material discussed or distributed during the
presentation meeting.
This presentation may not be copied, distributed, reproduced or passed on, directly or indirectly, in whole or in part, or disclosed by any recipient, to any other person (whether within or outside such person's organisation or firm) or published in whole or in part, for any purpose or under any circumstances.
The presentation has not been independently verified and no representation or warranty, express or implied, is made or given by or on behalf of the Company or any of its parent or subsidiary undertakings, or the subsidiary undertakings of any such parent undertakings, or any of such person's respective directors,
officers, employees, agents, affiliates or advisers, as to, and no reliance should be placed on, the accuracy, completeness or fairness of the information or opinions contained in this presentation and no responsibility or liability is assumed by any such persons for any such information or opinions or for any errors or
omissions. All information presented or contained in this presentation is subject to verification, correction, completion and change without notice. In giving this presentation, none of the Company or any of its parent or subsidiary undertakings, or the subsidiary undertakings of any such parent undertakings, or any of
such person's respective directors, officers, employees, agents, affiliates or advisers, undertakes any obligation to amend, correct or update this presentation or to provide the recipient with access to any further information that may arise in connection with it.
This presentation does not constitute or form part of, and should not be construed as, any offer, invitation or recommendation to purchase, sell or subscribe for any securities in any jurisdiction and neither the issue of the information nor anything contained herein shall form the basis of or be relied upon in connection
with, or act as an inducement to enter into, any investment activity. This presentation does not purport to contain all of the information that may be required to evaluate any investment in the Company or any of its securities and should not be relied upon to form the basis of, or be relied on in connection with, any
contract or commitment or investment decision whatsoever. This presentation is not intended to provide complete disclosure upon which an investment decision could be made. The merit and suitability of an investment in the Company should be independently evaluated and any person considering such an
investment in the Company is advised to obtain independent advice as to the legal, tax, accounting, financial, credit and other related advice prior to making an investment.
To the extent available, the data contained in this presentation has come from official or third party sources. Third party industry publications, studies and surveys generally state that the data contained therein have been obtained from sources believed to be reliable, but that there is no guarantee of the accuracy or
completeness of such data. While the Company believes that each of these publications, studies and surveys has been prepared by a reputable source, the Company has not independently verified the data contained therein. In addition, certain of the data contained in this presentation come from the Company's
own internal research and estimates based on the knowledge and experience of the Company's management in the market in which the Company operates. While the Company believes that such research and estimates are reasonable and reliable, they, and their underlying methodology and assumptions, have
not been verified by any independent source for accuracy or completeness and are subject to change without notice. Accordingly, undue reliance should not be placed on any of the data contained in this presentation.
This presentation is made available for information purposes only and does not, and is not intended to, constitute an offer to sell or an offer, inducement, invitation or commitment to purchase or subscribe for any securities, including, but not limited to, the ordinary shares of nominal value £0.0025 each in the capital
of the Company (the “Ordinary Shares”). The distribution of this presentation may, in certain jurisdictions, be restricted by law and neither it nor any part of it nor the fact of its distribution shall form the basis of or be relied upon in connection with any contract and it does not constitute a recommendation regarding
any securities.
Subject to certain limited exceptions, neither this presentation nor any copy of it may be taken, transmitted or distributed, directly or indirectly, into the U.S., its territories or possessions. This presentation is only being provided for information purposes only and may only be made available to persons that are (i)
“qualified institutional buyers” (“QIBs”), as defined in Rule 144A under the U.S. Securities Act of 1933, as amended (the "U.S. Securities Act"), (ii) “accredited investors” (“AIs”) as defined in Rule 501(a) of Regulation D under the U.S. Securities Act or (iii) non-U.S. persons outside the U.S., in compliance with
Regulation S under the U.S. Securities Act. By attending this presentation or by reading the presentation slides, you warrant and acknowledge that you fall within one of the categories (i), (ii) and (iii) above. Any failure to comply with the foregoing restrictions may constitute a violation of U.S. securities laws. The
Company’s Ordinary Shares have not been nor will they be registered under the U.S. Securities Act or under any securities laws of any state of the U.S. and such securities may not be offered or sold in or into the U.S. except pursuant to an exemption from, or in a transaction not subject to, the registration
requirements of the Securities Act. The Company does not intend to conduct a public offering of any of its Ordinary Shares in the U.S. or in any other jurisdiction.
This presentation is only addressed to and directed at persons in member states of the European Economic Area ("EEA") who are qualified investors within the meaning of Article 2(e) of the Prospectus Regulation (Regulation (EU) 2017/1129), as amended ("Qualified Investors"). In addition, in the United
Kingdom, this presentation is addressed to and directed only at, Qualified Investors who (i) are persons who have professional experience in matters relating to investments falling within Article 19(5) of the Financial Services and Markets Act 2000 (Financial Promotion) Order 2005, as amended (the "Order"), (ii) are
persons who are high net worth entities falling within Article 49(2)(a) to (d) of the Order, or (iii) are other persons to whom this presentation may otherwise lawfully be communicated (all such persons together being referred to as "relevant persons"). This presentation must not be acted on or relied on (i) in the
United Kingdom, by persons who are not relevant persons, and (ii) in any member state of the EEA other than the United Kingdom, by persons who are not Qualified Investors. Any investment or investment activity to which this presentation relates is available only to relevant persons in the United Kingdom and
Qualified Investors in any member state of the EEA other than the United Kingdom, and will be engaged in only with such persons. This presentation has not been approved by an authorised person in accordance with section 21 of the UK Financial Services and Markets Act 2000, as amended.
This presentation includes forward-looking statements. The words "expect", "anticipate", "intends", "plan", "estimate", "aim", "forecast", "project" and similar expressions (or their negative) identify certain of these forward-looking statements. These forward-looking statements are statements regarding the Company's
intentions, beliefs or current expectations concerning, among other things, the Company's results of operations, financial condition, liquidity, prospects, growth, strategies and the industry in which the Company operates, and include statements regarding the Company’s planned pre-clinical studies and clinical trials,
regulatory approval process, and demand for the Company’s product candidates which are subject to risks, uncertainties, and other factors that could cause actual results to differ materially from those suggested by forward-looking statements. These factors include, but are not limited to, the following: the Company
has incurred significant net losses and anticipates that it will continue to incur significant net losses for the foreseeable future; the Company has never generated any revenue from product sales and may never be profitable; the Company will need to raise additional funding in the future, which may not be available
on acceptable terms, or at all; the Company may not be able to obtain exclusivity or intellectual property rights for its product candidates or prevent others from developing similar competitive products. The forward-looking statements in this presentation are based on numerous assumptions regarding the Company's
present and future business strategies and the environment in which the Company will operate in the future. Forward-looking statements involve inherent known and unknown risks, uncertainties and contingencies because they relate to events and depend on circumstances that may or may not occur in the future
and may cause the actual results, performance or achievements of the Company to be materially different from those expressed or implied by such forward-looking statements. Many of these risks and uncertainties relate to factors that are beyond the Company's ability to control or estimate precisely, such as future
market conditions, currency fluctuations, the behaviour of other market participants, the actions of regulators and other factors such as the Company's ability to continue to obtain financing to meet its liquidity needs, changes in the political, social and regulatory framework in which the Company operates or in
economic or technological trends or conditions. Past performance should not be taken as an indication or guarantee of future results, and no representation or warranty, express or implied, is made regarding future performance. The Company expressly disclaims any obligation or undertaking to release any updates
or revisions to these forward-looking statements to reflect any change in the Company's expectations with regard thereto or any change in events, conditions or circumstances on which any statement is based after the date of this presentation or to update or to keep current any other information contained in this
presentation. Accordingly, undue reliance should not be placed on the forward-looking statements, which speak only as of the date of this presentation.
By attending the meeting where this presentation is made or by accepting a copy of this presentation, you agree to be bound by the foregoing limitations and to maintain absolute confidentiality regarding the information disclosed in this presentation. Without limiting the generality of the foregoing, the recipient
acknowledges and agrees that (i) photocopying or other duplication or transmittal of the presentation in whole or in part and the data provided without prior written consent of the Company is strictly prohibited; (ii) the Company will not be subject to any liability based on the information contained in this presentation,
errors herein or omissions here from, whether or not the Company knew or should have known of any such errors or omissions, and/or was responsible for and/or participated in such error or omission from this presentation.
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Presenters’ recent experience
James McCullough
Chief Executive Officer

Tom McLain
President & Chief Commercial Officer

RenalytixAI
Co-Founder, CEO
Artificial Intelligence Kidney Diagnostics
LSE/AIM IPO November 2018

RenalytixAI
President & CCO
Artificial Intelligence Kidney Diagnostics
LSE/AIM IPO November 2018

Exosome Diagnostics
Co-Founder, CEO
Liquid biopsy spin-out Harvard/MGH (2008)
Raised >$50m Equity Capital (2008 – 2014)
$575m Bio-Techne acquisition (2018)

Exosome Diagnostics
General Manager, CEO
Built commercial, operational capabilities to drive
national product launch (2015-2016)
Accelerated Medicare/ private payer coverage
$575m Bio-Techne acquisition (2018)

PAIGE.AI
Co-Founder
Artificial Intelligence Computational Pathology spin-out
Sloan Kettering (2018)

Vermillion
President & CEO
Recapitalized company (2013)
Positioned novel ovarian cancer diagnostic for clinicians,
regulators, payers and patients (2013-2014)
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RenalytixAI (LSE: RENX)
Deploying the first clinical grade, artificial intelligence in vitro diagnostics in chronic kidney disease (CKD)
Targeting a reduction in the significant cost and suffering in population health from CKD, kidney failure and dialysis
TAM exceeds 800M patients with existing CKD globally
KidneyIntelX™ has achieved major milestones
▪

A distinct CPT reimbursement Code 0105U

▪

$950 national Medicare pricing*

▪

FDA Breakthrough Device designation

▪

Private payor coverage at launch

Live EMR integration with Mount Sinai Health System initiated Q1 2020 targeting existing CKD population
Strategy in place to achieve 10M insurance covered lives in 2021
*See “Sources and Comments” on slide 15.
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Kidney disease is a silent epidemic – how bad is it?
100,000

40 million

800 million

Americans currently
estimated with CKD

people estimated with
CKD worldwide

Americans begin
hemodialysis from kidney
failure each year

~50%

23%

93,000

of patients start dialysis
unaware that they have
kidney disease

of patients die on dialysis
per year

Americans waiting for
kidney transplant, 13 die
every day

~$40 billion

$79 billion

$1 billion

7% of Medicare budget
spent per year for end
stage kidney disease

Spent per year for CKD

can be saved by
preventing “crashing” into
dialysis

See “Sources and Comments” on slide 15.
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Recent disruptive events driving new ‘war on kidney disease’
July 2019 Presidential Executive Order sets aggressive goal to reduce patients on dialysis by 2030
Payor focus on unsustainable health costs from skyrocketing diabetes, obesity and CKD

ESRD Prevalence (per million)

ESRD Incidence Rate (per million per year)

ESRD Incidence Rate and Prevalence

McCullough, KP, et al. J Am Soc Nephrol. 2019;30:127–135
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KidneyIntelX™- first in artificial intelligence in vitro diagnostics

Step 1
Blood Draw

Step 2
Data Extraction

Step 3
Machine Learning

+
precision
biomarkers

patient records
historic + current

risk score
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Wholistic approach to driving integration and utility
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KidneyIntelX™ can help drive significant health economics

1

2

3

Slowed Progression
through CKD Stages

Delayed or Prevented
Dialysis & Transplants

Better risk assessment &
patient awareness allows
intervention to slow or halt
CKD progression

Early intervention can delay
or prevent dialysis and
kidney transplant events

Fewer ER Events &
Dialysis Crashes

Advanced warning of acute
events allows for planned
dialysis
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Generates savings for population wide testing in under 2 years
Savings from slower CKD stage progression (PV)
Savings from delayed / avoided dialysis & transplants (PV)
Savings from fewer crashes (PV)

$784,027,000
$498,071,000
$118,519,000

Cost of testing
Cost of test administration
Costs of preventative treatments (PV)

($95,000,000)
($10,000,000)
($160,795,000)

Present Value of Net Savings
1,800,000

$1,134,822,000

Cumulative Savings vs. Cost of KidneyIntelX Implementation

▪ Savings measured over first five
years only

1,200,000

U.S. $ (000's)

▪ $950 cost per KidneyIntelX™
test plus $100 implementation
cost*

▪ Stage Progression Rate Decline
= 20%

Breakeven

1,400,000

▪ Assumes 100,000 patients
tested

▪ Payor Mix: 60% Medicare / 40%
Commercial

Cumulative
Savings

1,600,000

Key Model Assumptions

1,000,000

▪ Based on cash returns only;
quality of life years not added

800,000
600,000

400,000
200,000

See “Sources and Comments” on slide 15.
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Path to 10M KidneyIntelX™ covered lives through Medicare MolDx program

Expected Events
Q1 20
Q2 20e

•
•

CPT code 0105U
$950 price

•
•

CMS contract & provider number
MolDx coverage submission

Q4 20e

•

Draft coverage policy & public
meeting presentation

Q2 21e

•

Coverage policy final

Expected Effects
•

Immediate coverage for 40% of eligible DKD
patients who have traditional Medicare

•

30-day payment cycle for revenue
recognition

•

Opportunity to seek 2020 retroactive
payment

See “Sources and Comments” on slide 15.
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Population adoption in partnership with major health care systems
Deep EMR integration to reach all clinicians/patients in dense CKD populations
Longitudinal data capture for risk score updates, continuous product improvement
Customized health economics, clinical work-flow, behavioral analysis

National Implementation Partners
Health Economics

Behavioral Dynamics

Software Integration
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Medical advisory board
Joseph Bonventre. Chief of the Division of Renal
Medicine & Chief of Biomedical Engineering

Chirag R Parikh, MBBS, PhD. Director, Division of
Nephrology, Professor of Medicine

nat ional kidney foundat ion at DuckDuckGo

Judy Cho, MD. Associate Dean for Precision
Medicine, Professor of Translational Genetics

national kidney foundation
Web
All Regions

Barbara Murphy, MD. Chair Department of Medicine;
Dean for Clinical Integration & Population Health

John
Quackenbush,
PhD.
Professor
Computational Biology & Bioinformatics

of
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John Cijiang He, MD. Professor of Medicine and
Pharmacological Sciences, Chair of Nephrology
Privacy, simplified.
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Joseph Vassalotti, MD.
National Kidney Foundation

Chief

Medical

Officer,

Girish Nadkarni, MD, co-Founder.
Assistant
Professor of Medicine, Division of Nephrology
What doughs around...

Jonathan Himmelfarb, MD Professor Division of
Nephrology, Director Kidney Research Institute,

George Bakris, MD. Director Comprehensive
Hypertension Center; Board of Directors NKF

milkjarcookies.com
900 × 167

Barry Freedman, MD. FACP. Chief of Nephrology;
Executive Director of the kidney & dialysis service
View file

Steve Coca, MD, co-Founder. Associate Professor of
Medicine, Division of Nephrology
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Sources and Comments
Slides 4 and 11: * Actual price paid will vary based on multiple factors and, in some cases, will be less than the Medicare price.
Slide 8: Results represent most recent data and therefore may be incrementally different from those in the expanded validation study reported in July 2019 (see
https://renalytixai.com/positive-interim-results-for-kidneyintelx/). Latest data currently under peer review pre-publication.
Slide 5: Data from multiple sources, including: Centers for Disease Control and Prevention. “Chronic Kidney Disease in the United States, 2019”. Atlanta, GA:

US Department of Health and Human Services, Centers for Disease Control and Prevention; 2019 | "One-Year Mortality After Dialysis Initiation Among Older
Adults," JAMA Internal Medicine, 22 April 2019 | United States Renal Data System. “2018 USRDS Annual Data Report: Epidemiology of kidney disease in the
United States”. National Institutes of Health, National Institute of Diabetes and Digestive and Kidney Diseases, Bethesda, MD, 2018 | United Network of Organ
Sharing (UNOS) data | “Medicare Reimbursement Policies and Hemodialysis Vascular Access Outcomes: A Need for Change”, J Am Soc Nephrol 22: 426 –
430, 2011.

Slide 11: Based on model created for RenalytixAI by Boston Healthcare Associates, a global healthcare strategy consulting firm.
Slide 12: Company expected timelines and internal estimates.
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