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These slides and the accompanying oral presentation contain forward-looking statements. All statements other than statements 

of historical fact contained in this presentation, including statements regarding future financial position of CareDx, Inc. 

(ñCareDxòor the ñCompanyò), including financial targets, business strategy, and plans and objectives for future operations, 

are forward-looking statements. CareDx has based these forward-looking statements on its estimates and assumptions and its 

current expectations and projections about future events. These forward-looking statements are subject to a number of risks, 

uncertainties and assumptions, including those that may be described in greater detail in a registration statement (and/or 

prospectus or prospectus supplement) that the Company has filed or may subsequently file with the U.S. Securities and 

Exchange Commission (the ñSECò) for the transaction to which this communication relates. In light of these risks, uncertainties 

and assumptions, the forward-looking events and circumstances discussed in this presentation are inherently uncertain and may 

not occur, and actual results could differ materially and adversely from those anticipated or implied in the forward-looking 

statements. Accordingly, you should not rely upon forward-looking statements as predictions of future events. CareDx 

undertakes  no obligation to update publicly or revise any forward-looking statements for any reason after the date of this 

presentation, to conform these statements to actual results or to changes in CareDxôsexpectations.  

Certain data in this presentation was obtained from various external sources, and neither the Company nor its affiliates, 

advisers or representatives has verified such data with independent sources. Accordingly, neither the Company nor any of its 

affiliates, advisers or representatives makes any representations as to the accuracy or completeness of that data or to update 

such data after the date of this presentation. Such data involves risks and uncertainties and is subject to change based on 

various factors.

The trademarks included herein are the property of the owners thereof and are used for reference purposes only. Such use 

should not be construed as an endorsement of the products or services of the Company or the proposed offering.

Safe Harbor Statement
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CareDx Investment Highlights
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Strategy Financials

V Comprehensive 
portfolio offerings 
across the transplant 
markets to drive 
growth

V Strong portfolio of 
intellectual property 
(IP) in transplant 
surveillance

V Global direct sales 
and distribution 
network to drive 
revenues

V Focus on driving 
profitable top-line 
growth 

V Relentless effort to 
drive operational 
excellence and 
efficiency

Execution

V Continued organic 
innovation, new 
product 
development to 
drive value

V Disciplined M&A 
strategy to build 
scale/scope, 
broaden product 
offerings and 
improve margins
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VPersonalizing Transplant Patient Care

VGenerating Insights from Clinical Diagnostics  (NGS)

VBuilding a Global Organization

Organ Transplant Recipients 

CareDx ςYour Partner in Transplantation 
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TOO LITTLE TOO MUCH



Lung

Heart
Tx: 5,000 

P: >50,000 

Liver
Tx: 26,500
P: >80,000 

Kidney
Tx: 80,000 

P: >500,000 

Stem Cell Transplant
Tx: 50,000

P: >150,000

Core in Transplant ςExpansion into Immunology 

Source:Company analysis, GODT database, OPTN and SRTR annual data reports; HRSA Blood Cell Transplant data, MarketsandMarkets, CIBMRT, Transparency Market 
Research, http://www.pharmaceutical-technology.com/features/featurethe-worlds-most-sold-cancer-drugs-in-2015-4852126/

Immunology

Transplant
$2B Opportunity

Co-
Morbidities

Drug-
Optimization

Today:  
- Leader: 

Heart Transplant Surveillance 
- Launch: 

Kidney Tx Surveillance
- Expansion:

Pre-Tx HLA testing   

Future:
- Precision Medicine: 

Patient stratification and 
management 

- Genomic Information:
Integration of large-scale data 
into clinical practice

CareDx Platform 
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Maximization of First Year 
success rates

Improve long term outcomes
reducing infections & cancer

Individual Tests 
provides one piece of data

Detection and Reaction 
to organ rejection

Proactive Optimization 
of immunosuppressive therapy

Current Approach  CareDx Vision

Invasive Procedures 
as only source of definitive data

Comprehensive Approach
fully integrated patient management

Non-invasive Solutions
utilizing revolutionary technologies

Single Center/Single Clinician 
specific approaches

Cost effective, quality assured 
ƭŜǾŜǊŀƎƛƴƎ άōƛƎ Řŀǘŀ ŀǇǇǊƻŀŎƘŜǎέ

The Evolution of Organ Transplant Care

6CONFIDENTIAL 



PreTransplant Post Transplant

Comprehensive Transplant Product Portfolio  
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ÁAutomated SSP platform

ÁFast time to result

ÁMulti -Platform validation

ÁLaunched in 2016

ÁAllows donor matching

ÁAccurate results

ÁEstablished Standard in HLA Labs

ÁDetects Active Rejection in Kidney Tx

ÁValidated clinical-grade (NGS) test

ÁBased on Cell-free DNA technology

ÁPre Launch phase

ÁAssesses heart transplant rejection risk

ÁUsed in 90% of US transplant centers

ÁBased on Gene Expression Technology
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Á Strong Brand
Á Premium Positioning 
Á Broad Penetration

Source: Company estimates
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Growing Presence in the Global Transplant Market

Region
Centers/
HLA Labs 

Olerup
Customers

Olerup
Penetration

US/CAN 179 141 79%

EuropeTotal: 275 216 79%

Europe Direct 76 66 87%

Europe Indirect 199 150 75%

Nordic & Baltics 15 15 100%

Americas 75 10 5%

ROW 259 41 11%

TOTAL 803 423 53%



Olerup QTYPE Launched  

QTYPE Product Profile

What Automated HLA rapid typing kit using SSP RT-PCR for donor-recipient matching 

Who
Ideal for cadaveric solid organ donorHLA testing 
Speed and Precision critical 

Market Opportunity1 $30M automated SSP RT-PCR market 

Differentiation

Fit for purpose testsystem:
Á Rapidsample run-to-results within 60 minutes
Á Meets the needs and mind set of time constrained transplant centers
Á Meets the needs of HLA testing labs with minimal hands on time and simple 

workflow on multiple instrument platforms
Á Leveragescommercial direct and indirect channels with strong brand 

Milestones
ASHI 2016 launch V Demos in progress (US/EUR)V
Validation on Roche LC 480V First Commercial SalesV
CE-IVD Europe                                            Validation on TMO ViiA7

Instrument 
(validated on Roche on LC 480) 

Reagent
QTYPE-11 kit 

Software
Score 6 Workflow Software

1) Company Estimates
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AlloMap: Established Standard Heart Transplant Care

Clinically 
Useful and Actionable

Established in 
Transplantation

Recommended in
Guidelines

FDA-cleared

Broadly
Reimbursed

ƴUsed in 120 of the 130 

U.S. heart transplant centers

ƴHighly reproducible and 

quantitative; 99% Negative 

Predictive Value

ƴFDA 510(k) -cleared to assess risk 

of heart transplant rejection

ƴ175 million covered lives, 

positive payment history 

with major payors

ƴPlaced in medical 

guidelines in 2010

V

V

V

V

V
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Extensive Clinical Expertise with Landmark Trials

Year Study Impact Patients
Samples of 
All Types

2004 CARGO ƴValidation of AlloMap 722 14,200 

2010 IMAGE
ƴNEJM:AlloMap non-inferior to biopsy

602 5,900

2011 CARGO II
ƴOutcomespredicted by AlloMap variability

ƴSample repository suitable for cfDNAstudies
741 22,900

2013 EIMAGE
ƴEarly Useof AlloMap (җ рр Řŀȅǎ Ǉƻǎǘ-Tx)

ƴAlloMap use in guiding immunosuppression
60 500

2013 OAR ƴOutcomes AlloMap Registry
> 2,000
planned

> 8,000-
16,000

Samples & Data in proprietary internal enterprise warehouse



AlloMap Pricing Considerations

Local Medicare
Contractors

CMS
Reconsideration

PAMA
Regulation

May-{ŜǇǘ Ωмс Sept-5ŜŎ Ψмс Jun-DecΨмт

Submission by 8 MACs National CMS 
Review process

New CMS 
DiagnosticsPricing (PAMA)

4 MACs/27 territories @ $ 2821
4 MACs/28 territories @ $ 732

Following 2nd submission from 
MACs (30 days)

Market BasedModel

Engagementwith MACs
- Cost Data Submission 
- Existing Medicare rates
- Contractor payment rates 

Engagementwith CMS
- Data Submission
- Support from 

C21 Industry group 

Outreach
- CMS Leadership
- Capitol Hill
- Transplant Community
- Media
- Patient Groups 

SubmissionPrivate Payorrates
- Data based on H1 2016
- Existing rates suggest 

$ 2800 range
- Details on data collection 

process not finalized 
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Allosureςcell-free DNA in Transplantation  

Data Releases:
Journal of Molecular Diagnostics όbƻǾ Ωмсύ

ATC:  Wǳƴ Ψмс
AMP: bƻǾ Ψмс
ASN: bƻǾ Ψмс

Validated, clinical grade cell-free DNA assay 
using Next Generation Sequencing (NGS)
for Detection of transplant organ injury
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Direct to Local 
Coverage 
Determination

Selection 
Coverage Data 
Development

Short term 
outcomes
ά¢¦[Ltέ

In design

Longer term 
outcomes
άwh{9έ

In design
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AlloSure: Unparalleled Development Experience

ÁAnalytical validity
ïDoes the test accurately and robustly 

measure analyte/biomarker?

ÁClinical validity
ïHow does biomarker change in reference 

population

ïAre there differences in levels of 
analyte/biomarker between different stages 
of disease?

ÁClinical utility
ïAre the differences in analyte/biomarker in 

different stages of disease clinically 
actionable?

ïHow will clinicians use the test?

ÁAdoption/Reimbursement

ClinChem
(AACC)

Submitted

Journal of the 
American Society
of Nephrology 
(JASN)

Submitted

J Mol Diagn
(AMP)

Accepted

CONFIDENTIAL 



Proof of Concept

CARGO II
D-OAR

KARGO

Stanford IIT

Unmatched Commitment to Clinical Evidence 

Clinical Validity

D-OAR, ABM IIT, 
Stanford Pediatric

DART
CTOT 19

Clinical Use

DART
TULIP
ROSE

Heart

Kidney

Liver/Lung

Multiple studies in dd-cfDNAbeing initiated between 2014 - 2017
15

- Quality of Diagnostic Solution and Service offering
- Established access to transplant centers
- Significant investment in clinical development
- Strong IP Position 

First Mover
Advantage



AlloSure ςNew  Biomarker for Active Rejection 

DART ςKey Takeaways:

Å Landmark Biomarker Study in Kidney Transplantation: 14 Centers, 400 Patients

Å!ƭƭƻ{ǳǊŜ ŘƛŦŦŜǊŜƴǘƛŀǘŜǎ άbƻ wŜƧŜŎǘƛƻƴέ Ǿǎ ά!ŎǘƛǾŜ wŜƧŜŎǘƛƻƴέ

Å Sensitivity of 59 % and specificity 85% at 1% threshold

Å PPV 60% at 1% threshold  and 90% above > 3% cell free DNA
NPV 84% at 1% threshold

Cell free DNA Sensitivity/Specificity Positive/Negative Predictive Values
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AlloSureςPath to Reimbursement

Sept 16 Oct 16 Nov 16

Analytical 
Validation

Clinical
Validation

Clinical 
Utility

Pre-Submission 
Requirements

2017

MolDx
Technical 

Assessment

Acceptance

Additional 
Clinical 
Utility 

Needed

Coverage 
under CDD*

Re -
submission

Formal Review/Approval  Process

*CDD = Coverage for Data Development
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AlloSure: Potential Clinical Utilities 
Kidney Clinical Utility Study

TULIP1 Studies

ÁFirst line use of monitoring Kidney 
transplant patients 

ÁMonitoring of highly sensitized 
Kidney transplant patients

ROSE2 Study 

ÁLong-term outcome study guiding 
intervention 
╖Includes guiding of immunosuppression 

optimization

Clinical utility studies facilitated by
rollover from present DART sites

1 Renal Transplant patient Utility of Level of dd-cfDNA(AlloSure): Impact on Patient Outcomes
2 Renal Transplant  Outcomes with  AlloSureSurveillance: Clinical Utility Study

CONFIDENTIAL 



Key Intellectual Property
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Cell-Free DNA Patents and Applications by Quake et al. 
15 exclusivelylicensedpatents to CareDxby Stanfordfor the use of dd-cfDNAin the
non-invasivediagnosisof graft rejection in organtransplantpatientswith IPprotection
in Australia,Canada,China,GreatBritain,HongKong,Japanandthe UnitedStates

CareDxCell-Free DNA Patents and Applications
3 patents with claims in Methods of monitoring immunosuppressivetherapies in a
transplant recipient that CareDxhas also filed in a separatepatent application to
protect its own targeted cfDNAmethodology for assessinggraft rejection in organ
transplantpatients

CareDxhas a strong, established presence using donor-derived 
cfDNAin the field of transplant surveillance

These patents have contributed to the development of AlloSure®, 
/ŀǊŜ5ȄΩǎproprietary next-generation sequencing-based test to 
detect dd-cfDNAafter transplantation.
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Public Transplant 
Databases Combined with 

CareDx Trials and Registries

Data 
Query Analytics

Multi -featured
Internet 
Portal

Fit-for-Purpose
Reference standards

Cloud sequence 
analysis

Participation in 
precisionFDA

regulatory Initiative

Á Objective: accelerateimproved transplant patient management 

Á Pace of discoveries requires dynamic and iterative review

Á Leverage cutting-edge skills and experience in multiple organizations

Á Shared investment in improved processes and services 

Á Effective translation of best-in-class advances to transplant setting

Á Interactive ecosystem fosters further innovation and translation

Transplant Innovation Ecosystem

Clinical application of next generation sequencing (NGS)
Big data focused on clinical outcomes
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