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Item 7.01. Regulation FD Disclosure.

Selecta Biosciences, Inc. (the “Company”) from time to time presents and/or distributes to the investment community at various industry and other conferences slide presentations to provide updates and summaries of its business.

A copy of its current corporate slide presentation is attached to this Current Report on Form 8-K as Exhibit 99.1. The Company undertakes no obligation to update, supplement or amend the materials attached hereto as Exhibit 99.1.

The information in Item 7.01 of this Form 8-K, including Exhibit 99.1 attached hereto, shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”) or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by reference in any filing under the Securities Act of 1933, as amended, or the Exchange Act, except as expressly set forth by specific reference in such a filing.

Item 9.01. Financial Statements and Exhibits.

(d) Exhibits

The following exhibit relating to Item 7.01 shall be deemed to be furnished, and not filed.

	Exhibit
	
	
	Description
	
	

	
	No.
	
	
	
	
	
	

	99.1
	
	
	Corporate slide presentation of Selecta Biosciences, Inc. dated August 2022
	

	
	
	
	
	
	
	
	
	

	
	104
	
	
	
	Cover Page Interactive Data File (embedded within the Inline XBRL document)
	

	
	
	
	
	
	
	
	
	


[image: ][image: ]

SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly authorized.

	
	SELECTA BIOSCIENCES, INC.

	Date: August 4, 2022
	By:
	/s/ Carsten Brunn, Ph.D.

	
	
	Carsten Brunn, Ph.D.

	
	
	President and Chief Executive Officer
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Company Highlights
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ImmTOR Platform
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A precision immune tolerance platform with potentially broad applicability

ImmTOR combines
nanoparticle technology
with an FDA approved
anti-inflammatory and
immunomodulatory drug,
and is designed to
generate antigen-specific
immune tolerance when
combined with an antigen
of interest
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ImmTOR could potentially be applied to restore self tolerance in autoimmune
disease and overcome immunogenicity of gene therapies and biologics

Autoimmune Disease
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ImmTOR-IL : ImmTOR plus IL-2 receptor agonist

Evolution of the InmTOR Platform

Synergistic mechanism of ImmTOR and a Treg-selective IL-2:

* Observed to greatly increase the magnitude and
durability of antigen-specific Treg expansion when

compared to either InmTOR or IL-2 alone

Proof of concept human data in which we observed
ImmTOR alone and IL-2 alone lowers the translational
risk and provides further confidence in the clinical utility
of this potentially synergistic approach

Potential to enable lower and fewer doses of ImmTOR,
with applications across biologic therapies and
autoimmune disease indications
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Aiming to restore self tolerance to auto antigens and power biologics

Tolerogenic Gene Biologic
Therapies Therapies Therapies
ImmTOR could provide targeted immune ImmTOR potentially enables redosing of ImmTOR s designed to address the
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A diversified and growing wholly-owned pipeline
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Unlocking the potential of our platform through collaborations

Selecta has entered strategic transactions to further optimize the potential of the ImmTOR platform
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Restoring Self-Tolerance in

Autoimmune Disease
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Striving to restore self-tolerance in autoimmune diseases
ImmTOR + IL-2 has the potential to be a best-in-class approach

) The current standard of care for autoimmune diseases is broad immunosuppression, which is associated with side effects and

THe leaves patients vulnerable to serious infection and malignancies

Clullenges ‘There s a significant need for antigen-specific therapies that can induce immune tolerance to pathogenic autoantigens without
the need for chronic and systemic immune suppression.

) Our approach to autoimmune disease is designed to restore natural self-tolerance by administering ImmTOR with nanoparticle-
encapsulated self-antigens thus avoiding the need for chronic and systemic immune suppression

Solution By developing a proprietary Treg-selective IL-2 to combine with ImmTOR and autoantigens we are advancing our precision
immune tolerance platform with the ai of expanding antigen-specifc Tregs and enhancing durabiity of tolerance

% 3 There are roughly 80 autoimmune conditons that affect as much as 5% of the worlds population*, 24M+ indiduais i the
THE US alone are afected by autoimmune diseases*

Opportunity
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Induction and expansion of antigen-specific Treg
Observed a significant expansion of antigen-specific Treg" with a single dose of InmTOR in combination

with an IL-2 mutein + antigen

With  superior ~ expansion and
durability of total Tregs observed,
Selecta potentially has a best-in-
class IL-2 therapy.

Additionally, with an approximately
3-old increase in antigen-specific
Tregs, Selecta believes this data
shows the opportunity to enable a
“first in  class’ therapy for
autoimmune disorders
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Superior anti-AAV antibody inhibition observed when IL-2 is combined with
ImmTOR

Clear dose sparing effect seen when IL-2 mutein is combined with InmTOR"

Day0  2.7E12 vg/kg AAVE-SEAP +/- ImmTOR +/- IL-2 mutein
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Initial autoimmune disease focus: Primary Biliary Cholangitis (PBC)
We believe ImmTOR-IL + PDC-E2 antigen has the potential to restore immune tolerance in the liver

* PBCisa rare T-cell mediated autoimmune liver disease

+ Leads o bil duct damage, progressive inflammation, scarring (cithosis)and
eventually, liver failure

*  Itis driven by a well-defined pathogenic antigen: PDC-E2

+ 95% of patients with PBC have auto-antibodies against PDC-E2, the E2 subunt of
mitochondrialpyruvate dehydrogenase complex

* Current therapies do not address underlying disease or key symptoms

*30-40% of patients are intolerant / unresponsive to current SoC (UDCA?), and
OCA? is marred by high AE rates and black box warnings

= Ourapproach has the potentialto directly address the underlying disease
* In preclinical studies ImmTOR induced a strong tolerogenic environment and
showed hepatoprotective propertis n iver injury models
+ Co-administration of ImmTORIL with PDC-E2 has the potenial o restore immune
tolerance in the liver

There is a significant need for new
therapies in PBC
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An ImmTOR-based approach to treating primary biliary cholangitis (PBC)

Selecta intends to co-administer ImmTOR-IL with PDC-E2, the autoantigen implicated in PBC

+ Patients with PBC need a highy-argeted, iver-directed approach totreating the root cause of th disorder
* ImmTOR biodistributes to the liver and is designed to induce a tolerogenic environment and shows hepatoprotective properties in liver injury models

We believe InmTOR is ideally suited to address PBC
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Gene Therapy
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AAV gene therapies are coming of age but still have challenges
Selecta has platform technologies to potentially address many key challenges facing the modality

»  The formation of neutralizing antibodies (NADs) after AAV vector administration prevents redosing due to the
THE potentially dangerous immune response that would follow a second or third gene therapy administration. Adverse
patient events related to high vector doses s inextricably inked to immunogenicity*

Challenges

Pre-existing Immunity to ARV vectors excludes signficant numbers ofpatients who would potentialy benefi from

[ ] treatment by AAV gene therapies.

Q »  ImmTOR - Human proof of concept shows the possibility for ImmTOR to inhibit the formation of neutralizing
antibodies to AAV vectors. Extensive preclinical work shows the potential for improved and more durable transgene

Solution expression upon the first dose and potential hepatoprotective benefits of ImmTOR.

Xork - Cleaves human IgG specificall, efficiently and shows low cross reactivity to human sera potentially opening a
_ treatment window for those with pre-existing immunity to AAV vectors.

%g 3 ImmTOR, by inhibiting the formation of neutralizing antibodies, could make redosing of gene therapies possible.
THE Functional benefit could be maintained or restored with additional doses. Safer and more efficacious dosing regimens
Opportunity could be implemented.

— York could potentially make patients with pre-existng immunity to AAV vectors eligbe fo treatment.
Selecta has partnered istechnologies with leading gene therapy companies.
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Aiming to have the leading toolkit to power AAV gene therapies
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“Gene therapy is a one "Patient eligibilityis ~ “High doses are needed

time only treatment” limited" to ensure therapeutic

benefit’

The ImmTOR platform has shown the Xork can cleave IgG potentially opening a Low transduction efficiency and lack of

ability to mitigate the formation of Nabs to therapeutic window for gene therapy organ specificity requires higher doses to
empty capsids in humans treatment ensure therapeutic benefit
I W W
Increasing patient eligibility for gene Selecta has partnered with a leading
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antbodies ould enabl redosing of gene therapies can bring hope to those without synthetic biology company.tovenglneer
therapies treatment alternatives and make next generation capsids with improved
B programs more commercially viable transduction and organ specificity
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Potential for InmTOR to enhance AAV gene therapies
Safer, more durable AAV gene therapy treatments are within reach

AAV DENDRITIC NAIVE REGULATORY HELPER B CELL
CELL TCELL TCELL TCELL
. + Prevention of AAV
N _| = antibody production
+ Potential to re-dose
IMMTOR /
ACTIVATED CVYOLVYIC
DENDRITIC T CELL
CELL

+ Inhibition of liver inflammation
NE;:‘,"I‘C’?L:“’QP?LGV _ + More durable transgene expression

+ Enhanced AAV transduction

+ Stabilization of hepatic stress

2} Selecta.
Biosciences SeectaBescencesimesto Presenaton - ARSI 202 22




image28.png
Aiming to simultaneously address two key challenges in AAV gene therapy

The combination of ImmTOR and Xork could make gene therapy both accessible and re-dosable

ImmTOR Xork

@ +

+ Potential to increase the number of patients eligible for
gene therapy by mitigating pre-existing anti-AAV
antibodies

+ Potential to enable re-dosing by mitigating the de novo
formation of anti-AAV antibodies
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ImmTOR could enable safer, more efficacious gene therapy treatments
ImmTOR s designed to be dose sparing - a key safety consideration and manufacturing benefit

ImmTOR has been
observed to enhance
transgene expression after
first and second doses of
AV
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SEL-399 Phase 1 dose-escalation study: subjects and design

» Total healthy volunteers enrolled: 23 (14 males and 9 females)
= All subjects with anti-AAV8 NAb titers <1:5 at baseline
* Randomized, placebo controlled and double-blind study
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image31.png
Single dose ImmTOR observed to inhibit anti-AAV8 NAb formation at day 30

100% of subjects dosed with 0.3 mg/kg ImmTOR had NAD titers <1:25 at Day 30
67% of subjects dosed with 0.3 mg/kg InmTOR had NAD titers <1:5 at Day 30
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Subjects treated with a single dose of InmTOR developed delayed NAb
formation by day 90
Additional doses of ImmTOR may be required to maintain control beyond Day

30 2 of 6 subjects dosed with 0.3 mg/kg ImmTOR had NAD titers <1:25 at Day 90
10f 6 subjects dosed with 0.3 mg/kg ImmTOR had NAb titers <1:5 at Day 90
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Empty capsid data in-line with single dose InmTOR NHP data at day 90
hree monthly doses of ImmTOR provide inhibition of NAbs in NHP

Human Nonhuman Primate' Target For Redosing
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Log,o NAb Titers

Patients eligible for re-dosing*
(Zolgensma eligibility: <1:50)

AAVB-EC AAVBSEAP  AAVBSEAP
+ + +

ImmTOR ImmTOR ~ ImmTOR
Do Do D0,28,56

ESGCT 2021 Poster 003

ﬂ‘»’r{ Sdecta

Biosciences ‘SelectaBosciencesInvestorPresentaton - Al 022 28,




image34.png
Summary and conclusions

We observed AAV8 empty capsids eliciting a strong immune response with peak median anti-AAV8 NAb titers of
1:6875

We observed ImmTOR inhibiting the formation of anti-AAV8 NAD in a dose-dependent manner at Day 30
0.15 mgkg 2% 67% 125 50
0.30 mglkg 67% 100% 15 250

After Day 30, 2 of 6 subjects treated with 0.3 mg/kg ImmTOR maintained NAD titers <25, while remaining ImmTOR-
treated subjects showed delayed formation of NAb reaching control levels by Day 90

Animal studies suggest that if NAb are inhibited at Day 30, administration of two additional monthly doses of
ImmTOR may maintain control of NAb beyond 90 days

Safety findings included AEs previously observed with ImmTOR (Stomatitis & Rash). Asymptomatic and transient
laboratory changes in subjects receiving ImmTOR were seen in 2 subjects with mild to moderate thrombocytopenia
and 1 subject with grade 3 hypertriglyceridemia

This promising study in healthy volunteers provides support for the potential use of ImmTOR for the inhibition of
neutralizing antibodies to AAV8 in gene therapy clinical trials
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SEL-302 - Gene therapy program for the treatment of MMA
Phase 1 start expected in Q4 2022

* Methylmalonic acidemia (MMA)is a rare monogenic metabolic
disease with a potential ive birth incidence of between 1:25,000
and 1:48,000

* Majority of patients have mutations in the mitochondrial

methylmalonyl-CoA mutase (MUT) gene Cytoplasm

+ Metabolic instability, particularly in the liver, can cause
hyperammonemia and production of other toxic metabolites

* Metabolic crisis can cause irreversible neurocognitive damage,
stunted growth, chronic kidney disease and premature death

+ Only effective treatment is liver transplantation at an early age

* Selectais developing an AAV gene therapy combined with
ImmTOR for the treatment of MMA (SEL-302)

Hsson st
Biosciences
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MMA Clinical Trial Design: Schedule of Events for Individual Subjects
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MMA Clinical Trial Design: Schedule of Events
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Biologic therapies potentially enhanced by ImmTOR
Unlocking their full potential by potentially ameliorating unwanted immune responses

3 Many bioogics can b highly immunogenic resuling in suboptimal responses to the standard of care due to the

THE development of anti-drug antibodies (ADAs) after multiple treatments

Chlllenges Patients that develop an immune response to the current standard of care may be forced to discontinue treatment or
experience adverse reactions

Q »  ImmTOR, co-administered with immunogenic therapeutic enzymes, has the potential to ameliorate an immune
response to the biologic treatment allowing patients to stay on therapy longer

Solution Human data in both immunogenic enzymes and gene therapy AAV empty capsids shows the promise of ImmTOR in

enhancing biologics

%g »  The use of ImmTOR as an adjunct to biologic therapies offers a promising approach to minimize the healthcare and
THE economic burden of ADAS

Opportunity Extensive human data and significant safety data base across multiple biologics demonstrates the broad potential

_ applicability of the technology in immunogenic biologics.
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SEL-212 is a late-stage enzyme therapy program in chronic refractory gout
ImmTOR markedly improved patient response to the enzyme pegadricase in a Phase 2 trial

ImmTOR was observed to ameliorate the immune response to pegadricase

Pegadricase is highly immunogenic and was generally well-tolerated resulting in sustained control of serum uric
when given alone acid (SUA)

Anti-uricase ADAs f pegadricase + ImmTOR)

g 7 U ]

2w 3 S monthly doses SEL-212+
¢ ] d Pegadticase 02 mglkg
;" in ImmTOR0: or 0.5 mglkg
5
i ! o
< H

- :

Days after treatment
Pegadricase alone
1
w
Pegadricase s a highly immunogenic enzyme with y Pegadricase alone** Only 15% of patients treated with
P 2 o
most patients treated with pegadricase alone H ) egadricase020r04mgke | pegadricase alone maintain
developing anti-drug antibodies within 2 weeks after ; P control of serum uric acid (SUA)
2 single treatment ; after four weeks of therapy
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Patients most in need reaped greater benefits from our therapy
Observed a delta of 19% points for SEL-212 versus pegloticase for patients with visible tophi at baseline

Patients with tophi at baseline:

Represent the most severely affected population of gout patients

Areless kely to achieve target SUA levels on conventional oral lowering therapies and have increased gout-related emergency room visits, hospitalizations,
gout-related surgeries, and co-morbidities

Have Inceased prevalence ofswollen an tender oints and chronic kidney disease
Have increased iskof mortalty

SEL212 Treatment Diferenc
Month) Data Set
Month3and 6 PP 2% 58% 2% 39% 19
combined I 35 57% 34 2% 16

1. N o gt wth o thResponder s
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SEL-212 phase 3 DISSOLVE program design
Evaluating SEL-212 in a pivotal phase 3 program vs. placebo, joint topline data expected in Q1 2023

+ 2 doublebinded placebo-controledtrias o SEL-212 (0.1 mghg & 0.15 mghkg InmTOR)
- Both studies have a 6-month primary endpoint of serum uric acid (SUA) < 6 mg/dL at month 6, and DISSOLVE | has a é-month safety extension;
secondary endpaints include tender and swolln nt couns,tophus burden, patient reported outcomnes ofactvity imitaton and qualty o Ife and gout
flare incidence
+ Randomized 1:1:1 against lacebowith 265 treated subjets acoss both studies
+ DISSOLVE | full envolled a of Q4 2021, Study completon anticipated Q4 2022
+ DISSOLVE I fully envolled as of Q2 2022. Study completon anticpated Q4 2022

st T
e,
e Plaztbn

o

pssoue!

Baseline 6 Months: Primary Efficacy Endpoint 12 Months
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Combining ImmTOR with IgA protease for the treatment of IgAN

Building on the clinical data from the SEL-212 program and strong preclinical data in IgA

Selecta intends to co-administer
ImmTOR with its proprietary IgA
protease to address IgA
nephropathy

Mice expressing human IgAT and
sCD8Y develop spontaneous IgA
nephropathy

Treatment with IgA protease clears
glomerular IgA1 deposits and
associated inflammation and
hematuria

IgA Protease candidate selection

and initiation of IND enabling
studies in 2022
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Experienced management team positions Selecta for success
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Financial information at-a-glance
Expected financial runway into mid 2024

Current funding expected to support anticipated development across pipeline programs

Top-line data from Phase 3 DISSOLVE | &I programs of SEL-212 in chronic refractory
gout

+ Phase 1 clinical trial initiation and preliminary SEL-302 data in gene therapy for MMA
+ Enzyme candidate selection and IND enabling studies in IgA Nephropathy
+ Advance proprietary gG protease (Xork)

+ Develop a proprietary IL-2 mutein to combine with ImmTOR. Advance and expand
our immune tolerance platform into autoimmune disease

+ Advance autoimmune disease program in PBC
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Company Highlights

 Preciionmunetolrance pltform has potentia o restore sefftolerance i autoimmune disease and overcore
immunogenicy of gene therapies and biologics

 Precinicaldataindicates potentalyprofound synergy o ImmTOR and
Tregs and improve durabiltyof mmune tolerance (mmTOR L)

ImmTOR™ platform has
potentially broad applicability

ered Treg selctive L-210 expand antigen specic

o + SEL212in chronic efractory gout paentiall serves s proofof concept for the ImmTOR platform n biologcs with over 400
Proof of concept in biologics patients dosed - Phase 3 DISSOLVE | & I topline read out expected in Q1 2023

and gene therapy « Empty AAV capsid study data in healthy volunteers showed the potentialabilty of InmTOR to infibitthe formation of
neutraizing antbodiesto AAV capsids

+ SEL-302:Gene therapy program in methymaloric acdemia (MM, anicipated Phiase 1 il tatn Q4 2022
+ SEL18:Plans to adhance Xork g6 Potease o mitgatepre exiting ant-AAV antbodies through IND-enabing studies
+ IgAnephropathy: linical candidate selection & IND enabling studies i process

+ Plans toadvancethe ImmTOR platformwith -2 (mTOR-L)for s n autoimmune disezse

* Expected nancl unway intomid 2024

Diversified pipeline expanding
to autoimmune disease

. v
Targeted partnerships to @s0bl ) 274 (IGINGOBIONORKS  CYRUS

=NOVIS @ AskBio

maximize platform potential
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Contact:

SELECTA BIOSCIENCES, INC.
65 Grove Street
Watertown, MA 02472

617-923-1400
info@selectabio.com
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