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Patient Focused. Discovery Driven.

Improving care for an underserved patient 

population with a clinically validated platform

Strong revenue growth fueling progress 

toward profitability

New leadership executing a strategy to 

position the business for long-term success 

Financial & product catalysts ahead

Proprietary solutions for diagnosis, prognosis 

& monitoring of autoimmune disease



Identifying autoimmune 
disease is a challenge…

Ambiguous symptoms

Manifestations overlap

Tests lack specificity, sensitivity

Outdated tech, testing delays

High rate of misdiagnosis

4 1.  lupus.org  | 2. rheumatoidarthritis.org | 3. Dinse GE, Parks CG, Weinberg CR, et al. Increasing Prevalence of Antinuclear Antibodies in 
the United States. Arthritis Rheumatol. 2022;74(12):2032-2041. doi:10.1002/art.42330. 

With 

rheumatoid 

arthritis2

~1.5M
Americans 

diagnosed with lupus1

>1.3M

>41M
A M E R I C A N S  A N A +  

ANA+: antinuclear antibody 
positive, first-line screen for 

autoimmune disease
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I N C L U D I N G :

Lupus diagnosis 
can take

15 58Doctor 
visits1

Lab 
procedures1

~6 years 1

Diagnosis is 
p r o l o n g e d  
despite the need for 
timely intervention…

1. Bruce IN, O’Keeffe AG, Farewell V, et al. Ann Rheum Dis 2015;74:1706–1713. |
2. https://ard.bmj.com/content/74/3/e12 | 3. https://pmc.ncbi.nlm.nih.gov/articles/PMC8281185/#

T H E  P A T I E N T  C H A L L E N G E

Rheumatoid arthritis 
diagnosis can take

~2 years 4 Different physicians 
consulted3

2

https://protect.checkpoint.com/v2/___https://ard.bmj.com/content/74/3/e12___.YzJ1OnBhdWxiYWtlcm5vdGlmaWVkY29tOmM6bzo0YTYwNWVmNzUxYmU2ODBiN2ExYWVlYmUwMTQyYTY2ODo2OjVlYzY6MzQzMGMwM2Y1OTYyODExMzAwY2UwY2NhZTBjZjJmYjM4M2M1YmUzNTE1MTEzMTlmMDhmZTcxOWYxNDJlZDM1NDpwOlQ6Tg
https://protect.checkpoint.com/v2/___https://pmc.ncbi.nlm.nih.gov/articles/PMC8281185/___.YzJ1OnBhdWxiYWtlcm5vdGlmaWVkY29tOmM6bzo0YTYwNWVmNzUxYmU2ODBiN2ExYWVlYmUwMTQyYTY2ODo2OjUyNWU6ODBiNDlkMGZkYjllODhiMzkwMDBmMjdiMWQxM2VkNDQyMjFlOGI2MWFjZGU3OGFlMjRmMWM0NjU3N2U3MjRkYjpwOlQ6Tg


6

Earlier intervention improves outcomes

*Early diagnosis is within 6 months of symptoms onset  | 1. Lupus Foundation of America UNVEIL Survey 2014  |  2. Oglesby et aL Appl 
Health Econ Health Policy 2014 DOI 10.1007/s40258-014-0085-x  |  3. https://pmc.ncbi.nlm.nih.gov/articles/PMC3766928/

T H E  P A T I E N T  C H A L L E N G E
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25% Reduction in lupus-related 
hospitalization with earlier treatment1 

Reduction in lupus mortality risk 

related to irreversible organ damage2 1.5x
L

U
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Inflammation will lead to articular damages 
& bone erosion without treatment3

Disease progresses to more severe forms 
requiring more aggressive therapy3

within 
first 2 
years



Specific autoantibodies have 
multiple clinical associations

Source: Didier et al. Frontiers in Immunology. 2018. doi:10.3389/fimmu.2018.00541

Conventional 
biomarkers are 
not specific to 
one disease

T H E  C L I N I C A L  C H A L L E N G E
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C o n v e n t i o n a l  A u t o i m m u n e  B i o m a r k e r s



O U R  P R O P R I E T A R Y  S O L U T I O N
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AVISE Testing: 
the simple, clear 
choice for 
rheumatologists

Simple | Proven | Trusted1M Tests completed

Rheumatologist

2 tubes of 

patient’s blood

Exagen 

lab

AVISE CTD report

• Comprehensive panel aids 

autoimmune disease diagnosis

• Proprietary markers

• Algorithmic interpretation    

with straightforward result



O U R  P R O P R I E T A R Y  S O L U T I O N
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AVISE Testing 
outperforms 
conventional 
biomarkers1

14%

33%

44%

66%

80%

0%

20%

40%

60%

80%

100%

anti-Smith anti-dsDNA C3/C4 CB-CAPs MAP

Conventional markers

Better diagnostic accuracy for 

the >41M Americans with ANA+

T E S T  S E N S I T I V I T Y  F O R  L U P U S

1. Source: Putterman, et al., Lupus Science and Medicine 2014.



Demonstrated clinical benefit at scale
Peer-reviewed capstone publication highlights impact to patient care

Higher likelihood of starting treatment, which reduces 
risk of hospitalization & irreversible organ damage

Greater likelihood of lupus diagnosis

Decrease in repeat testing

Decrease in lab claim costs

3x

6x

3.5x

2x

10

~22K
AVISE® CTD-tested 

patients

~23K
Conventionally 
tested patients

vs

O’Malley T, Xie F, Su Y, et al. Complement Activation Products vs. Standard ANA Testing: Treatment Outcomes, Diagnosis & Economic Impact (CAPSTONE) in 

Systemic Lupus Erythematosus. Journal of Managed Care & Specialty Pharmacy. 2022. Published online. Doi: 10.18553/jmcp.2022.22039 and PMID: 35775579

https://protect.checkpoint.com/v2/___https://www.jmcp.org/doi/full/10.18553/jmcp.2022.22039___.YzJ1OnBhdWxiYWtlcm5vdGlmaWVkY29tOmM6bzo0YTYwNWVmNzUxYmU2ODBiN2ExYWVlYmUwMTQyYTY2ODo2OjRmNGU6ZWEzMjFmOTJkMDg4ZDQyNDQ5YzJmNDdmNmI0MWE2YzI3Yzk3NWMwOGY2ZTJmZDMwYjRjZmE5MDJiYjU2MTE1ZjpwOlQ6Tg
https://protect.checkpoint.com/v2/___https://www.jmcp.org/doi/full/10.18553/jmcp.2022.22039___.YzJ1OnBhdWxiYWtlcm5vdGlmaWVkY29tOmM6bzo0YTYwNWVmNzUxYmU2ODBiN2ExYWVlYmUwMTQyYTY2ODo2OjRmNGU6ZWEzMjFmOTJkMDg4ZDQyNDQ5YzJmNDdmNmI0MWE2YzI3Yzk3NWMwOGY2ZTJmZDMwYjRjZmE5MDJiYjU2MTE1ZjpwOlQ6Tg


A Thoughtful Return to Product Development

11

Inflammation

AVISE CTD

Assay developed 

to CLIA standards
Algorithmic 

discovery

Clinical validity 

& utility

Discover 

markers
Reimbursement Commercialized

SLE disease activity

11 

Enhanced CTD: RA33 & T-Cell

Lupus Nephritis (JHU)

Near term

Intermediate term

Longer term

RA disease activity

Commercialized



Enhancing AVISE CTD for lupus 
with T-cell markers

• Improves sensitivity

• T-cell autoantibodies rarely present in patients 
with other autoimmune rheumatic diseases & 
healthy individuals

• Enhances clinician value proposition

• Patent protection through 2035

• Accretive to gross margin & revenue 

Strengthening AVISE CTD 
with additional RA markers

• Improves sensitivity for Rheumatoid Arthritis 
(RA)

• Novel markers for conventionally/ 
traditionally seronegative RA patients

• Unrivaled ability to identify 85% of RA 
patients vs 70% with conventional markers

• Accretive to gross margin & revenue 

Innovation expands the AVISE platform

12



ASP expansion fueling revenue growth

• Enhanced billing & collection processes

• Revamped appeal process 

• Increased patient payment responsibility

 

• Discontinued programs that promoted 

unprofitable business
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Positioning for profitable 

long-term growth
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• Maximize ASP by improving revenue-cycle 
practices

• Build on robust adoption

• Right-size operations to reduce expenses & cash 
burn

• Focused commercial organization

• Rebuild R&D pipeline

STRATEGIC INITIATIVES

2 - Y E A R  S C O R E C A R D
Q3 2024 vs Q3 YTD’22

30% 45% 2x
Revenue growth ASP growth Improvement in 

sales productivity

>1300
bps gross margin 

expansion

70% 
AEBITDA 

improvement
Reduction in 

OPEX

20% 



Preliminary 2024 Results

KEY METRICS 2024 2023 Improvement

Revenue $55.3M to $55.8M $52.5M 5% to 6%

TTM ASP $408 to $412 $336 $72 to $76

Adjusted EBITDA ($9.8 to $10.8M) ($17.1M) 37% to 43%

Net loss ($14.8 to $15.8M) ($23.7M) 33% to 38%

Cash balance of $22.2M

15 Reference appendix for non-GAAP and adjusted EBITDA reconciliations

Better than 

Record full-year 2024 revenue and TTM ASP
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Pathway to Profitability
Clear line of sight to inflection point at FY revenue of $75M + gross margin of 60%

16

O P E X

R E V E N U E

T O T A L  C O S T S$75M 

60%
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New 
leadership
Team brings track 

records of success 

in diagnostics

J.R. Weed

Jeff Black

C H I E F  
F I NANC IAL  
OFF I C ER

John Aballi

C H I E F  
E X E C UT I VE  
OFF I C ER

VP  OF  
S ALE S

Prashanti 

Reddy, MD

M E DI C AL  
&  LAB  
DI RE C T OR

Mike 

Nerenberg, MD

C H I E F  
ME DI C AL  
OFF I C ER

Board adds deep 
industry expertise

Tina S. Nova PhD Scott Kahn, PhDAna Hooker Bruce Robertson, PhD Frank Stokes Paul Kim

Hammock 
Pharmaceuticals



CATALYSTS AHEAD

New biomarkers 

earning awareness & 

advancing platform

ASP & gross 

margin expanding

Nearing inflection 

to profitability
Free cash flow 

positive by year-

end 2025

Accelerating 
personalized medicine 
in autoimmune disease

Patient Focused. Discovery Driven.



Appendix



Use of Non-GAAP Financial Measures (Unaudited)
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Reconciliation of Non-GAAP Financial Measures (Unaudited)

21

The table below presents the reconciliation of adjusted EBITDA, which is a non-GAAP financial measure. See previous slide for 
further information regarding the Company’s use of non-GAAP financial measures. 

21
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