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Some of the statements in this presentation constitute òforward

looking statementsóunder the Private Securities Litigation Reform Act

of 1995, including, but not limited to, statements on the timing and

results of our clinical trials, the sufficiency of our financial resources,

and dysbiosis as an underlying cause of disease or failed response to

therapy. Such statements are subject to important factors, risks and

uncertainties (such as those discussedunder the caption "RiskFactors"

in the CompanyõsReport on Form 10-Q filed on May 8, 2018 and its

other filings with the SEC) that may cause actual results to differ

materially from those expressed or implied by such forward looking

statements. Any forward looking statements included herein represent

our views as of today only. We may update these statements, but we

disclaim any obligation to do so.

Forward looking statements
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Agenda

8:00 -8:10 a.m.

Opening Remarks
Roger Pomerantz, M.D., Seres President, CEO 

and Chairman

8:10 -8:20 a.m.

The microbiome as a new therapeutic 

modality
Will Dere, M.D., Seres Board Member

ULCERATIVE COLITIS
8:20 -8:40 a.m.

Pathology and role of the microbiome
Alan Moss, M.D., Beth Israel Deaconess Medical 

Center

8:40 -9:05 a.m.

SER-287 Phase 1b results and continued 

late stage development
Shelley Trucksis, Ph.D., M.D., Seres Executive 

Vice President and Chief Medical Officer and 

Matthew Henn, Ph.D., Seres Executive Vice 

President, Microbiome Research and 

Development

9:05 -9:25 a.m.

Microbiome therapeutic development
Stephen Hanauer, M.D., Northwestern 

University

9:25 -9:30 a.m.

Break

IMMUNO-ONCOLOGY
9:30 -9:40 a.m.

Rationale for microbiome drug 

development in cancer
David Cook, Ph.D., Seres Executive Vice 

President of R&D and Chief Scientific Officer

9:40 -10:00 a.m.

Microbiome therapeutics and immuno -

oncology ðCharting a path forward
Jennifer Wargo, M.D., MD Anderson Cancer 

Center

10:00 -10:30 a.m.

Q&A Session
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Seres Mission: Transform the lives of patients

worldwide with revolutionary microbiome therapeutics

ÅFirst publicly traded company focused on microbiome therapeutics

ÅFirst clinical study starts : 

ÅBiologically sourced microbiome therapy ðSER-109 for multiply recurrent C. diff.

ÅFermented, rationally -designed, microbiome therapy ðSER-262 for primary C. diff.

ÅMicrobiome therapy for chronic inflammatory condition ðSER-287 for ulcerative colitis

ÅOnly company with microbiome human clinical data (SER-109, SER-287, 

SER-262)

ÅFirst Phase 3 clinical study for microbiome therapy ðSER-109

ÅLeader in microbiome research capabilities (e.g., computational biology, 

microbiology)

ÅFirst GMP manufacturing capabilities

ÅFirst FDA release specs for microbiome drug candidate

ÅFoundational intellectual property
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R&D capabilities drive drug development 

productivity

Vast bacterial strain library

GMP manufacturing

Computational & systems biology                    
(bacterial identification and functional characterization)

Clinical datasets

Preclinical model systems

Seres is the only company with clinical efficacy/ 

safety data and microbiome datasets
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Robust microbiome therapeutics pipeline
PRECLINICAL PHASE 1b PHASE 2

Synthetically fermented Infectious Inflammatory

SER-401

Inflammatory Bowel Disease (IBD)

SER-262 Primary C. difficile

SER-301

Immuno-oncology ςin combination with anti-
PD-(L)1 therapy

Biologically sourced

SER-287 Ulcerative colitis

PHASE 3

SER-109 Recurrent C. difficile

SER-155
Prevention of infection and GVHD following 
hematopoieticstem cell or solid organ transplant

Pivotal study

Phase 2B

Collaboration with Nestlé Health Science regarding C. difficile and IBD programs for markets outside of North America 
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C. difficile infection

Clinically demonstrated link to GI microbiome 

dysbiosis

Infectious disease caused by toxin -producing 

anaerobic, spore -forming bacteria, resulting in 

diarrhea, abdominal pain, fever, and nausea

Leading U.S. cause of hospital -acquired 

infection

ÅApproximately 29,000 deaths/year

Å~25% of patients with primary C. difficile recur

ÅRisk of relapse increases with each recurrence

ÅMultiply recurrent C. difficile infection incidence 

increased 188% between 2001-2010

Sources: Leffler and Lamont, New England Journal of Medicine, 2015; Ma et al. Annals of Internal Medicine, 2017.
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Phase 3 SER-109 ECOSPOR III study ð

enrollment progress ongoing

ÅFDA Breakthrough and Orphan Drug designation

ÅBased on FDA feedback, ECOSPOR III designated as a Phase 3 study

ÅPhase 3 study incorporates key learnings from prior clinical studies:

ÅSER-109 dose is approximately 10-fold higher than dose used in Phase 2 study

ÅC. difficile toxin assay to be used at study entry and for primary endpoint

ÅMultiply recurrent C. 

difficile patients, 

screened by toxin 

assay

ÅAll subjects treated 

with standard of care 

antibiotics

Primary endpoint:
C. diff. recurrence, at 

up to 8 weeks

Safety follow-
up to 24 weeks

Phase 3 ECOSPOR III study design

SER-109 (n = 160)

Placebo (n =160)
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The microbiome is essential to human health

ÅHuman gastrointestinal microbiome is a vast interacting network 

of organisms 

ÅMicrobial ecology provides essential functions for the host:

ÅModulation of immune system

ÅColonization resistance against potential pathogens

ÅRegulation of host metabolism

ÅSynthesis of certain vitamins

ÅBreakdown of carbohydrates

Significant opportunity for microbiome therapeutics 

to impact disease outcomes
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Microbiome PK and PD may be measured, and are 

increasingly well understood

Pharmacokinetics (PK)

ɻ Kinetics of product engraftment: the presence of 

bacteria in the drug in subjects over time

Pharmacodynamics (PD)

ɻ Overall changes in the composition of the microbiome 

and corresponding alterations in microbial metabolites 

and host biomarkers
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Modification of the microbiome results in 

downstream changes in biology

Microbiome change

(Pharmacokinetics)

Active metabolites

(Pharmacodynamics)

Impact on 

downstream biology

Species
M

e
ta

b
o
lit

e
s

Illustrative data from various Seres programs
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Multiple factors are now accelerating microbiome 

drug development

External Environment

ÅNIH & government agency funding 

accelerating basic microbiome 

research

ÅIncreasing large pharma and 

biotech focus on the microbiome

Company

ÅAccumulating clinical data (efficacy, 

safety, PK/PD)

ÅPowerful new research tools

ÅAdvanced manufacturing 

capabilities

ÅAccumulating regulatory expertise
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Ulcerative Colitis (UC)

Symptoms

Å Abdominal pain

Å Diarrhea

Å Urgency

Appearance

Å Inflammation

Å Ulcers

Complications

Å Strictures

Å Cancer

Å Megacolon

Å80% with at least one relapse within 10 years of diagnosis

Å20% require colectomy for acute complications or refractory disease 

Solberg I et al. Scand J Gastro 2009; 44:431-440.

Bernstein CN et al. Inflamm Bowel Dis 2010: 16: 112-124.
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Rising incidence of Ulcerative Colitis
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Ungaro et al. Lancet. 2016
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Natural history of Ulcerative Colitis

Solberg I et al. ScandJ Gastro 2009; 44:431-440.
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Classification of Ulcerative Colitis severity

MILD
Å<4 stools/day               

± blood

ÅNormal ESR

ÅNo signs of 
toxicity

MODERATE
ÅÓ4 stools/day

± blood

ÅMinimal signs 
of toxicity

SEVERE
Å>6 bloody   

stools/day

ÅFever

ÅTachycardia

ÅAnemia or                    

¬ESR 

FULMINANT
Å>10 stools/day

ÅContinuous bleeding

ÅToxicity

ÅAbdominal 
tenderness/distension

ÅTransfusion requirement

ÅColonic dilation on x -ray

Truelove SC, Witts LJ. Br Med J. 1955;2(4947):1041-8; 

Kornbluth A, SacharDB. Am J Gastroenterol . 2010;105(3):501-23
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Microbial communities

Environmental Triggers

Genetic susceptibility

Immune Dysfunction

Pathogenesis

Gut Lumen

Lamina Propria 

Blood Vessel

Gut Epithelium


