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Disclaimer
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This presentation contains forward-looking statements that involve substantial risks and uncertainties. All 
statements, other than statements of historical facts, contained in this presentation, including statements 
regarding our strategy, future operations, future financial position, future revenue, projected costs, prospects, plans 
and objectives of management, are forward-looking statements. The words “anticipate,” “believe,” “estimate,” 
“expect,” “intend,” “may,” “plan,” “predict,” “project,” “target,” “potential,” “will,” “would,” “could,” “should,” “continue” and 
similar expressions are intended to identify forward-looking statements, although not all forward-looking 
statements contain these identifying words. We may not actually achieve the plans, intentions or expectations 
disclosed in our forward-looking statements, and you should not place undue reliance on our forward-looking 
statements. Actual results or events could differ materially from the plans, intentions and expectations disclosed in 
the forward-looking statements we make.

The company has no obligation to provide any updates to these forward-looking statements, even if its 
expectations change, whether as a result of new information, future events or otherwise, except as required by law. 
All forward-looking statements are expressly qualified in their entirety by this cautionary statement. Further 
information on potential factors, risks and uncertainties that could affect operating and financial results is included 
in the company’s Registration Statement on Form S-1, most recent Annual Report on Form 10-K, and/or 
subsequent Forms 10-Q, including in each case under the heading RISK FACTORS, and in the company’s other 
filings with the SEC. The information in this webcast should be listened to in conjunction with a review of the 
company’s filings with the SEC including the information in the company’s Registration Statement on Form S-1, 
most recent Annual Report on Form 10-K, and/or subsequent Forms 10-Q, under the heading MANAGEMENT’S 
DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS



Sera Prognostics aims to be a global leader 
in high-value women’s health diagnostics, 
delivering pivotal information to physicians 
to improve the health of pregnant women 
and newborns, and to simultaneously 
improve the economics of healthcare

Our Vision
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Sera: Women’s Health Company Focused on Pregnancy Outcomes
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First product, PreTRM, is the only commercially available blood test 
proven to predict risk of premature birth

Advanced proteomics and bioinformatics platform company 
developing multiple products for pregnancy

Utilization of PreTRM test has generated robust data showing 
improvement in clinical healthcare outcomes and economics

Multi-faceted innovative payer-centric partnership with Anthem for 
PreTRM testing including commercial contract, health economic 
analysis and an in-network clinical trial

Broad pipeline covering major conditions of pregnancy

Deeply experienced team; leading biotech and diagnostics investors

•

•

•

•

•

•



Pregnancy Affects Everyone - Everywhere
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140 Million
Births Globally 

Each Year1

25%
Of Births Affected by 
Pregnancy-Related 

Complications2

~15 Million
Preterm Births 

Globally Each Year3

1. World Health Organization, Making Childbirth a Positive Experience, February 15, 2018.  2. Company estimate.
3. 2020 March of Dimes Report; Born Too Soon: The Global Action Report on Preterm Birth, CP Howson, MV Kinney, JE Lawn. World Health Organization. Geneva, 2012.



Who We Are – The Pregnancy Company ®
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 Proteomics and bioinformatics platform company 
focusing on creating valuable pregnancy information to 
improve the well-being of mothers and babies

 Long-term goal to comprehensively characterize 
pregnancy and build pregnancy information 
tools/apps/services that benefit patients, doctors, 
insurers, researchers and other pregnancy stakeholders

 We are working to extend our strong clinical and 
scientific data in our journey to build expansive data 
and insights into pregnancy

 We have assembled a team of dedicated individuals 
with demonstrated expertise and knowledge to 
accomplish our vision



Sera Leadership Team:
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Gregory Critchfield, M.D., M.S.
Chairman, President & CEO
• Former President, Myriad Genetic 

Labs
• Former CSO/CMO, Quest Diagnostics
• Former Director of Clinical Pathology, 

Intermountain 
• M.D., University of Utah; M.S., 

University of Minnesota

Jay Moyes
Chief Financial Officer
• Former CFO, Myriad, XDx and Amedica
• Former auditor, KPMG
• Current Public Company Boards – Puma, 

Biocardia, Achieve
• Former Boards – Predictive Technology, 

Integrated Diagnostics, Osiris, Amedica
• MBA, University of Utah; CPA

Douglas Fisher, M.D.
Chief Business Officer
• Former Partner, InterWest Partners 

(current XIR)
• Former VP, New Leaf Venture 

Partners
• Former Project Leader, BCG
• Former Marketing Associate, 

Centocor (J&J)
• M.D., University of Pennsylvania; 

MBA, Wharton

Robert G. Harrison

Chief Information Officer

Robert G. Harrison

Chief Information Officer

Benjamin Jackson

General Counsel

Benjamin Jackson

General Counsel

Nadia Altomare

Chief Commercial Officer

Nadia Altomare

Chief Commercial Officer

Jay Boniface, Ph.D.

Chief Scientific Officer

Jay Boniface, Ph.D.

Chief Scientific Officer

John Peltier

SVP, Laboratory 

Operations

John Peltier

SVP, Laboratory 

Operations

Thomas Garite, M.D.

SVP, Clinical Sciences

Thomas Garite, M.D.

SVP, Clinical Sciences

Nichole Martin

VP, Quality/Regulatory & 

HIPAA Privacy Officer

Nichole Martin

VP, Quality/Regulatory & 

HIPAA Privacy Officer

Paul Kearney, Ph.D.

Chief Data Officer

Paul Kearney, Ph.D.

Chief Data Officer

Michael Foley, M.D. 

Chief Medical Officer

Michael Foley, M.D. 

Chief Medical Officer



Achieving Our Vision: 4-Step Strategy
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1
2
3
4

Broadly validate high performing biomarker signatures in pregnancy for the 
U.S. intended use populations

• PAPR (2016): 5,501 patients, 11 centers
• TREETOP (2020): 5,011 patients, 18 centers

Take valid signatures into prospective clinical studies and demonstrate the impact 
of the PreTRM® strategy for improving health and decreasing healthcare costs

• PREVENT-PTB
• AVERT PRETERM TRIAL
• PRIME STUDY

Commercialize testing through payers based on rigorous health & economic data
• Substantial savings and rapid ROI
• Recently published model demonstrates gross cost savings of $1,608 per pregnancy

Comprehensively characterize pregnancy
• Conduct studies to comprehensively characterize pregnancy
• Build software that continuously learns as additional pregnancy data are accumulated
• Develop tools/apps/services
• Commercialize our information products to important customer groups



Extensible Proprietary Bioinformatics and Proteomics Platform
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 Internal and external 
expertise

 Machine learning
 Artificial intelligence
 Causal inference

 Supervised learning methods
 Dimensionality reduction 

methods
 Advanced statistics

 Internal and external 
expertise

 Machine learning
 Artificial intelligence
 Causal inference

 Supervised learning methods
 Dimensionality reduction 

methods
 Advanced statistics

Biobank Mass 
Spec

Bioinformatics

10

 Expanding proprietary 
library of annotated 
blood samples and 
data from >10,500 
pregnant women

 Specimen diversity 
through 
collaborations with 
leading maternal fetal 
medicine experts

 Encompasses a wide 
range of pregnancy 
outcomes

 Expanding proprietary 
library of annotated 
blood samples and 
data from >10,500 
pregnant women

 Specimen diversity 
through 
collaborations with 
leading maternal fetal 
medicine experts

 Encompasses a wide 
range of pregnancy 
outcomes

 Advanced mass 
spectrometry 
proteomics expertise 

 Ligand-binding assays 
(immunologic and 
others)

 RNA analyses

 Proteomic pathway 
analyses 

 Advanced mass 
spectrometry 
proteomics expertise 

 Ligand-binding assays 
(immunologic and 
others)

 RNA analyses

 Proteomic pathway 
analyses 



Predictor
Est. U.S. 

Prevalence in 
Pregnancy(1)

Discovery Verification Validation Commercialized Upcoming Expected Milestones and 
Anticipated Timing

PreTRM® Test for 
Risk of Preterm Birth 10.2% Launching

• Reimbursement decisions from additional 
payers (2022-2023)

• Publications of additional clinical and economic 
outcome studies (2022-2023)

• PRIME interim readout  (1H 2023)

Preeclampsia with 
PreTRM® 5-8%

• Validate final preeclampsia risk predictor using 
PreTRM® test (1H 2022)

• Public release of validation results (2H 2022)

Molecular Time-to-
Birth for Lower 
PreTRM® Risk

56%
• Select and validate final commercial predictor 

(2H 2022)
• Public release of validation results (2023)

Gestational Diabetes 
Mellitus (GDM) 10% • Select lead GDM predictor candidate for 

validation (2023)

Fetal Growth 
Restriction (FGR) 3-7%

• Select candidate FGR predictors through 
continued biomarker discovery prior to 
verification (2H 2022-2023)

Stillbirth 5.7 / 1,000
• Determine a set of candidate stillbirth predictors 

through continued early biomarker discovery 
prior to verification (2H 2022-2023)

Postpartum 
Depression 15% • Conduct early biomarker discovery 

(2H 2022-2023)

Sera’s Robust Biomarker Pregnancy Pipeline
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1. Company estimate.



Our Proteomics & 
Bioinformatics 

Platform

Differentiated Approach 
Our vision is to deliver pivotal and actionable information to pregnant women, their physicians and payers to significantly 

improve maternal and neonatal health and dramatically reduce healthcare costs

Better information to improve 
decision-making

Clinical & economic impact of 
test & treat strategy

Health & economic impact of test 
& treat strategy

Pursue broad market adoption 
through early reimbursement 
strategy

Physicians Payers

Patients
Improve well-being of 
mothers and babies

Our Approach Focuses on Addressing Needs of All Key Customers
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Anthem Collaboration

• In Nov 2020, coverage under evidence 
development achieved in PRIME study

• Innovative commercial partnership with Anthem 
for PreTRM® test – Sera reimbursed for testing

• Published Anthem health economic analysis 
shows considerable health economic benefits 
with rapid ROI accounting for all intervention, 
NICU and other hospital expenses

• Pathway for broader market adoption through 
subsequent coverage decisions by other major payers

Other Top Payers

Commercial Collaboration with Anthem based on Innovative Payer Approach
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Broader Market Adoption



U.S. Preterm Birth Crisis
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Prevalence

• Preterm birth (PTB) is defined as any delivery occurring 
before 37 weeks’ gestation

• U.S. preterm birth rate now at 10.1% based on 3.6 
million annual births (over 10% for 3 consecutive 
years)1

• A leading cause of neonatal morbidity and mortality, 
~22,000 annual newborn deaths from prematurity1

Significant Cost to Mothers, Babies and 
Healthcare System

• $25 billion in annual U.S. healthcare costs to manage 
profound short- and long-term medical complications2

• $65,000 average expense per preterm delivery2

• Long-term effects on individuals, families and societies

1. March of Dimes Report Card —November 2021.
2. Preterm birth lifetime costs in the United States in 2016, Norman J Waitzman, Ali Jalali, Scott D Grosse. 
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1. Martin JA, Hamilton B, et al. (2015). Births: Final Data for 2013. National Vital Statistics Report. Centers for Disease Control and Prevention
2. Phibbs: Estimates of the cost and length of stay changes that can be attributed to one-week increases in gestational age for premature infants. Early Hum Dvlpt. 2006;82:85-95, adjusted for inflation.

Distribution of U.S. Preterm Births and Estimated Average First Year of Life Cost per PTB  by Gestational Age at Birth(1)(2)
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Economic Benefit of a Test Enabling Effective Interventions Has Profound Impact



Singleton Pregnancies

Traditional Clinical Methods Alone

The PreTRM Test and Treat Strategy Enables Better Outcomes Using Standard Treatments

Traditional Clinical Methods  +  

Standard 
Interventions 

Applicable
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Detects 4X  
More sPTBs

Missed opportunities to 
intervene early

Identification enables earlier 
proactive interventions

Fails to Detect 
About 5 out of 6 sPTBs

Standard 
Interventions 

Applicable



Biomarkers extensively 
validated in multiple 
diverse populations 

Secured early reimbursement 
through major payer to help  
accelerate market adoption

Only broadly validated, commercially 
available blood test proven to 
accurately predict the risk of preterm 
delivery

Unique CPT® PLA code, 0247U, 
awarded for PreTRM test facilitating 
payment and coverage decisions

Demonstrated clinical and 
economic value of 

intervening based on 
PreTRM test results

The PreTRM Test – Our Solution for Preterm Birth
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Powerful test to predict spontaneous preterm birth 
delivery risk that combines biomarkers and clinical 
variables

Rapid turnaround time in CLIA-approved lab using 
highly accurate mass spec technology

Test reports a woman’s individualized risk of 
delivering prematurely, relative risk to intended use 
population and provides a risk interpretation

Early, accurate and individualized prediction of PTB 
risk to help physicians in clinical decision-making

Non-invasive blood test given during week 19 or 20 
of a singleton pregnancy

Sera’s PreTRM Test
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Biomarker 
Validation Studies

Prospective 
Intervention Studies

Health & 
Economic Analyses

Additional
Selected Publications 

1 2 3 4

PREVENT-PTB Study

– 1,208 patients enrolled

AVERT PRETERM TRIAL

– Data cleanup phase

PRIME Study

– Approx. 10 sites

– Currently enrolling

PAPR Study (2016)

– 5,501 patients, 11 sites

TREETOP Study (2020)

– 5,011 patients, 18 sites

Broadly validate high 
performing biomarker 

signatures in pregnancy
for U.S. intended use 

populations

• Anthem health economic 
analysis published in 
ClinicoEconomics and 
Outcomes Research 
September 14, 2021

Demonstrates beneficial 
health and economic impacts 
of using information provided 

by the PreTRM test

• Effects of selective 
exclusion of patients on 
preterm birth test 
performance; provides 
expert guidance on study 
design and analysis for 
prematurity predictions

• Analytical validation of 
protein biomarkers for risk 
of spontaneous preterm 
birth, demonstrates 
measurement validity of 
Sera’s testing

Provide leadership in 
proteomic pregnancy 

prediction and validation

Taking valid signatures into 
prospective studies and 

demonstrating impact of 
the PreTRM test and treat 

strategy for improving 
health and decreasing 

healthcare costs

Validated Rigorous Approach to Demonstrate Impact of Our Test and Treat Strategy
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PAPR Study

• Groundbreaking prediction validation study
• 5,501 patients, 11 U.S. sites
• Validated proprietary biomarker signature highly predictive of 

preterm birth risk
• Results demonstrate strong prediction of preterm birth 

occurring before 37 weeks, and even stronger prediction 
before 35 weeks

TREETOP Study

• 5,011 patients, 18 U.S. sites
• Broadly validates prediction of:

– Any preterm delivery <32 weeks’ gestation

– Adverse neonatal outcomes

– Neonatal hospital length of stay

• Identifies pregnancies at highest risk for severe 
complications

PAPR & TREETOP Studies: Validating Biomarker 
Signature for Preterm Birth Risk



Consent & Draw Blood

Randomization

No PreTRM Test

Standard Care

 This design, using a pre-test randomization, follows a 
National Academy of Medicine(1) recommendation to 
assess the clinical impact of identifying higher risk 
patients coupled with simultaneous proactive 
interventions

 Clinical impact measured by preterm delivery rate 
reduction, NICU and total hospitalization length of 
stay reduction, neonatal health, and health economics

1. C. Micheel, S. J. Nass, G. S. Omenn, Institute of Medicine (US). Committee on the Review of Omics-Based Tests for Predicting Patient Outcomes in Clinical Trials. Evolution of translational omics: lessons learned and 
the path forward. (National Academies Press, Washington, D.C., 2012), pp. xv, 338 p.

PREVENT-PTB Trial Design
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Eligible Women

Screen with PreTRM Test

Higher Risk NOT Higher Risk

Standard Care• Increased Surveillance

• High Intensity Care Management

• Cervical Length Evaluation

• 17-𝛼-OH Progesterone

• Low-dose Aspirin

• Low Threshold Steroids



 Assessed benefit of identifying higher risk pregnancies coupled 
with earlier proactive interventions vs. current standard practice

 1,208 patients, conducted at Intermountain Healthcare in Utah

 Examined outcomes of clinical and economic importance, 
including NICU length of stay, total hospitalization length of stay 
reduction, and neonatal morbidity/mortality

 Data show a clear benefit of the PreTRM test-and-treat strategy

– Hospital and NICU length-of-stay reduced by more than 
70%

– Severe neonatal morbidity or death reduced by 66% 
across infants affected by complications of prematurity

– Significantly faster discharge rates of preterm deliveries

– Observed 23-80% reductions in preterm delivery rates of 
discharge for all deliveries, all preterm deliveries and all 
spontaneous preterm deliveries

PreTRM test and treat strategy demonstrated statistically 
significant reduction, approx. 80%, in median NICU length of stay

Length of stay in the NICU is an important measure of the clinical 
and economic impact of preterm birth

Control
Arm

(n=592)

Screened
Arm

(n=589)

Outcome
Number

Median (Days)
Number

Median (Days)
(%)

Reduction
P-value

NICU stay
admitted 

sPTBs

5
45.5

6
6.8 85.1% 0.008

NICU stay
admitted 

PTBs

12
35.6

10
7.6

78.7% 0.038

Impact of PreTRM Test and Treat Strategy on NICU Length of StayOverview

PREVENT-PTB Prospective Randomized Controlled Study Readout Published 
July 16, 2021 in American Journal of Perinatology
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• Collaboration with Anthem based on health economic analysis 
from HealthCore

• Multicenter prospective randomized controlled study within 
Anthem network

• Up to 6,500 participants in approx. 10 U.S. sites

• Evaluates benefit of PreTRM identification of higher risk 
pregnancies coupled with proactive interventions

• Primary outcomes are hospital length of stay and neonatal 
morbidity / mortality

• Builds data that can be a template for future clinical use of 
PreTRM

• Enrollment of 2,800 deliveries for interim look anticipated in fall 
2022 for readout of results occurring during 2023, depending on 
disruption due to COVID-19

PRIME Study: Prematurity Risk Assessment 
Combined with Clinical Interventions for Improved 
Neonatal OutcoMEs

Anthem and Sera Collaborate to Improve Maternal and Neonatal Health
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Anthem Claims Data
 Analysis of >40,000 mothers and babies within commercially insured 

Anthem membership

– Evaluated screening with PreTRM along with proactive 
interventions given to PreTRM-higher risk patients vs. standard 
care

– Demonstrated robust clinical and economic impacts of the 
PreTRM test-and-treat strategy

Results(1)

 20% reduction in PTB

 $1,608 gross savings, excluding a $745 PreTRM list price per pregnant 
woman

 10% reduction in neonatal intensive care admissions 

 7% reduction in overall hospital length-of-stay 

 33% reduction in births <32 weeks 

 The test-and-treat strategy is dominant with respect to cost savings 
across all conservative probabilistic sensitivity analyses and scenarios

* Grabner M, et al. Cost-effectiveness of a proteomic pest for preterm birth prediction;  ClinicoEconomics and Outcomes Research 2021:13 809–820 

Recently Published Anthem Cost-Effectiveness Model*
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• Strategic payer focus to accelerate 
revenue from testing

• Large U.S. payers generally have internal 
health economic data expected to 
demonstrate the cost savings impact of 
our PreTRM test and treat strategy on 
health plans. 

– The Anthem health economic model 
shows considerable health 
economic benefits with rapid ROI 
accounting for all intervention and 
hospital and NICU expenses

• In-network payer implementations 
supporting value-based reimbursement 
may accelerate coverage and expanded 
use within plans

• Payers see large opportunity for self-
insured employer plans to offer 
improved benefits to their members

Top Payers

Innovative Payer-Centric Approach
Focus on Payers with Significant Stake in Pregnancy
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1. March of Dimes Report Card —November 2020.
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PreTRM® Test and Treat Strategy to Enable a Better Standard of Care for Singleton Pregnancies

Individual Patient 19-20 Weeks Clinical Visit ~21-35 Weeks Situation Outcome

• No PreTRM
test

• Unknown 
individual risk 
for delivery 
<37 weeks

No proactive 
intervention 
possible

Risk of delivery 
perceived as low 
until labor 
symptoms 
appear as a 
surprise

• Missed opportunities 
to intervene early

• Poorer neonatal 
outcomes

• Greater expense

• Earlier individualized
care with proven 
standard 
interventions

• Better neonatal 
outcomes

• Reduced costs

• Patient 
monitored
frequently

• Better informed
• Better educated
• Interventions

enabled earlier

Early proactive 
interventions 
enabled --
address 
elevated 
individual risk

Elevated 
individual risk for 
delivery  <37 
weeks

Risk of delivery
<37 weeks is ~7%



Market Size
• Estimated 3 million candidate pregnancies annually for 

PreTRM® testing

Commercial Personnel
• Recruiting an accomplished national specialty OB/GYN 

sales force: sales reps and market access experts 

• Our sales force rollout follows a payer-centric 
reimbursement strategy

Key Customer Approaches
• Healthcare Providers: Building sales team to call on 

physician offices to address large OB/GYN sales channel 
opportunity

• Payers: Recruiting an experienced market access team 
to secure contracts with commercial and governmental 
payers and self-insured employer groups

• Patients: Conduct a multi-faceted digital marketing 
platform to scale consumer awareness and engagement

250 or More
50 – 249.9
10 – 49.9
Less than 10

Population per Square Mile

PreTRM® Launch by Sera’s Commercial Team Initiated in July 2021
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Anthem High Market 
Penetration States

• Focused hiring where Anthem is 
strong

Target Practices With High 
Numbers of Anthem Patients

• Receive payment for Anthem 
testing

• Submit claims for Non-Anthem 
testing to secure additional 
contracts

21
Combined Approaches to Address the 
Market

Top Down

• Coverage from payer driven by 
favorable economics

• In payer’s best interest to have tests 
performed 

Bottom Up

• Sera sales reps detail physicians

• Physicians order & advocate for test 
coverage for any payer

• Educated patients drive demand

Dedicated Women’s Health Sales Force Rollout Strategy
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Positive data read-outs and in-network implementations will be strategic catalysts to help accelerate commercialization

Jan/Feb 2020 SMFM abstracts on PreTRM performance and future improvements (TREETOP) Completed

Q1/Q2 2020 PREVENT PTB – Clinical Intervention Trial with Intermountain (UT) Completed

May 2020 Publication of PreTRM performance in new large U.S. cohort – AJOG MFM Editors’ Choice 
Award Completed

Q4 2020 PRIME Study: In-Network U.S. Payer Implementation with Anthem under 
reimbursement contract Launched

Q1 2021 Anthem Commercial Contract executed for PreTRM® testing Completed

Q2 2021
Anthem Health Economic model presentation demonstrating benefits of PreTRM strategy 
on May 18, 2021 at ISPOR health economic conference

PREVENT-PTB Study:  RCT Article accepted  & published – American Journal of Perinatology
Completed

2H 2021

Anthem health economic article published – ClinicoEconomics & Outcomes Research

PreTRM® threshold stratification validation published – Journal of Clinical Medicine

Validation of biomarker prediction in diverse ex-US populations published – Journal of 
Maternal-Fetal and Neonatal Medicine

CMS Medicare PreTRM® pricing of $750 November 2021

Completed 

2H 2021 –
Commercialization rollout with new payer reimbursement contracts
MultiPlan national contract executed
Additional clinical and economic readouts

Initiated and 
continuing

2H 2022 PRIME Study interim look enrollment expected completion (for analysis in 2023) In progress









Achieved and Anticipated Upcoming Announcements
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Experienced team with 
demonstrated expertise 

and knowledge Experience

Platform

Clinical

Economics

Outcomes

Commitment 

Advanced proteomics and 
bioinformatics platform to create 

clinically meaningful. economically 
impactful predictions

Fundamental data supporting 
clinical validity and clinical 

utility data

Strong economics that 
appeal to payers

Focus on reducing economic 
burden on healthcare system by 

moderating consequences of 
adverse pregnancy outcomes

Deep societal commitment and 
emotion for improving the 

health of mothers and babies

1

2
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33

44
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66

Elements Enabling Sera To Be The Pregnancy Company®
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OUR GOAL=
Stronger, Healthier Babies…
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