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Item 7.01. Regulation FD Disclosure.

On October 22, 2018, Selecta Biosciences, Inc. (the “Company”) announced new data from its ongoing Phase 2 Company-sponsored trial of SEL-212, for the
treatment of chronic severe gout, which is assessing single ascending dose safety, pharmacokinetics and pharmacodynamics of SEL-212 in patients with
elevated uric acid levels.

The Company will present the presentation poster furnished as Exhibit 99.1 to this Current Report on Form 8-K, which contains new data from patients
receiving up to 0.15 mg/kg of SVP-Rapamycin with 0.2 or 0.4 mg/kg of pegadricase (formerly known as pegsiticase) from the Phase 2 trial, at the 2018
American College of Rheumatology (ACR)/Association for Rheumatology Health Professionals (ARHP) Annual Meeting in Chicago on October 22, 2018.

The information furnished under this Item 7.01, 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 8.01. Other Events.

On October 22, 2018, in connection with distribution of the Poster, the Company announced new data from patients in its Phase 2 trial of SEL-212 receiving
five monthly combination doses of SEL-212, consisting of up to 0.15 mg/kg of SVP-Rapamycin in combination with 0.2 or 0.4 mg/kg of pegadricase.
Pegadricase is the new United States Adopted Name (USAN) for pegsiticase. Approximately 29% of evaluable patients experienced flares during the first
month after treatment and continued reduction was observed during months two through five. In addition, 96% of gout flares experienced by patients in the
trial were mild or moderate in severity, and no new patient experienced a flare after the second month. Gout flares represented 13% of the total number of
treatment-emergent adverse events reported up to October 9, 2018 (708 days of follow up from the start of the study). No gout flares were classified as serious
adverse events nor resulted in study discontinuations.

The Company plans to initiate its Phase 3 program for SEL-212 in 2018 with proposed dose regimens based on the Company’s Phase 2 data, subject to the
Company’s end-of-Phase 2 discussion with FDA. The Company also plans to initiate a head-to-head clinical trial of SEL-212 compared to the current FDA-
approved uricase therapy in parallel with the Phase 3 program, while accelerating its commercialization plans for SEL-212.

Forward-Looking Statements Disclaimer

This Current Report on Form 8-K (the “Current Report”) contains forward-looking statements within the meaning of the Private Securities Litigation Reform
Act of 1995. All statements contained in this Current Report that do not relate to matters of historical fact should be considered forward-looking statements,
including without limitation statements regarding our expectations surrounding the initiation of our Phase 3 program for SEL-212 and a head-to-head
clinical trial of SEL-212 compared to the current FDA-approved uricase therapy, and our expectations surrounding acceleration of our commercialization
plans for SEL-212. These forward-looking statements are based on management’s current expectations. These statements are neither promises nor guarantees,
but involve known and unknown risks, uncertainties and other important factors that may cause our actual results, performance or achievements to be
materially different from any future results, performance or achievements expressed or implied by the forward-looking statements, including, but not limited
to, the following: the uncertainties inherent in the initiation, completion and cost of clinical trials including their uncertain outcomes; the unproven
approach of our SVP technology; undesirable side effects of our product candidates; our reliance on third parties to manufacture our product candidates and
to conduct our clinical trials; our inability to maintain our existing or future collaborations or licenses; our inability to protect our proprietary technology
and intellectual property; potential delays in regulatory approvals; our dependence on our ability to retain key executives and to attract, retain and motivate
qualified personnel; and availability of funding sufficient for our foreseeable and unforeseeable operating expenses and capital expenditure requirements.
These and other important factors discussed under the caption “Risk Factors” in our Quarterly Report on Form 10-Q filed with the Securities and Exchange
Commission, or SEC, on August 8, 2018, and our other reports filed with the SEC could cause actual results to differ materially from those indicated by the
forward-looking statements made in this Current Report. Any such forward-looking statements represent management’s estimates as of the date of this Current
Report. While we may elect to update such forward-looking statements at some point in the future, we disclaim any obligation to do so, even if subsequent
events cause our views to change. These forward-looking statements should not be relied upon as representing our views as of any date subsequent to the date
of this Current Report.



Item 9.01. Financial Statements and Exhibits.

(d) Exhibits

 
Exhibit No.  Description

   
99.1

   

2018 American College of Rheumatology (ACR)/Association for Rheumatology Health Professionals (ARHP) Presentation Poster:
Initial Phase 2 Clinical Data of SEL-212 in Symptomatic Gout Patients: Monthly Dosing of a Pegylated Uricase (pegadricase) with
SVP-Rapamycin Enables Sustained Reduction of Acute Gout Flares
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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: October 22, 2018 By: /s/ Werner Cautreels, Ph.D.

Werner Cautreels, Ph.D.
President and Chief Executive Officer
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s y m p to m a tic  g o u t a s  1 0 .8  y e a rs . d is s o lu tio n  e x p o s e s  th e  p a tie n t to  a n  in c re a s e d  ra te  o f a c u te  fla re s  6  0  8  0  A c k n o w le d g e m e n ts  F la re  in c id e n c e  w a s  3 2 .9 % in  m o n th s  1 -3  a n d  1 1 .1 % in  m o n th s  4 -5 . In  th e s e  3  e  • In c re a s e d  g o u t fla re  c a n  a d v e rs e ly  a ffe c t p a tie n t c o m p lia n c e  5  0  s  p a tie n ts  fla re  fre q u e n c y  w a s  0 .6 2  fla re s /p a tie n t in  m o n th s  1 -3  a n d  0 .1 7  fla re s /p a tie n t r 6 4 % e  a  l • P e g y la te d  u ric a s e  th e ra p y , w h ic h  ra p id ly  d e b u lk s  tis s u e  u ric  a c id , h a s  P  e  g  a  d  r i c  a  s  e  a  l o  n  e  r in  m o n th s  4 -5 . M e a n  d u ra tio n  o f th e  g o u t fla re s  w a s  1 1 .6  d a y s , w ith  m a jo rity  o f th e  F  a  6  0  l We  th a n k  a ll o f th e  p a tie n ts  th a t p a rtic ip a te d  in  th e  c lin ic a l tria l. We  h  b e e n  re p o rte d  to  in d u c e  g o u t fla re s  in  7 5 % o f p a tie n ts  in  th e  firs t 4  0  S  E  L  - 2  1  2  f g o u t fla re s  (6 4 .1 %) b e in g  c a te g o riz e d  a s  m ild , 3 2 .0 % a s  m o d e ra te  a n d  3 .8 % (4  t i 4  f a re  v e ry  g ra te fu l to  th e  c lin ic a l tria l s ite  in v e s tig a to rs , th e ir s ta ff a n d  c a s e s ) a s  s e v e re  in  in te n s ity . A d ju s tm e n ts  to  g o u t fla re  p re v e n tio n  m e d ic a tio n  w e re  m o n th s  a fte r in itia tio n  o f th e ra p y  w  2  9  o  s  4  0  th e  e n tire  S e le c ta  S E L -2 1 2  p ro je c t te a m  t t 2  4  n o t re q u ire d  fo r 3 4 % o f th e  p a tie n ts . N o  g o u t fla re s  re s u lte d  in  a  p a tie n t 3  3 2 % B e c k e r M A  e t a l., N u c le ic  A c id s  2 0 0 8  2 7 :5 8 5 -9 1  n  n  d is c o n tin u a tio n  o r w e re  re p o rte d  a s  a  s e rio u s  a d v e rs e  e v e n t. 4  e  e  S u n d y  e t a l, J A M A , 3 0 6  7 :7 1 1 -7 2 0  i 2  0  t c  a  1  2  C o n c lu s io n : S E L -2 1 2  h a s  b e e n  g e n e ra lly  w e ll-to le ra te d , a n d , c o m p a re d  to  r 2  0  P  9  e  p e g y la te d  u ric a s e  a lo n e , h a s  m itig a te d  im m u n o g e n ic ity , s h o w n  lo w  fla re  ra te s , a n d  3  4 % % P  e n a b le d  re p e a te d  m o n th ly  d o s in g  w ith

s u s ta in e d  c o n tro l o f S U A  le v e ls . 0  0  D is c lo s u re s  1  1  2  3  4  5  M  i l d  M  o  d  e  r a  t e  S  e  v  e  r e  M  o  n  t h  a  f t e  r i n  i t i a  t i o  n  o  f t r e  a  t m  e  n  t A u th o rs  a re  e m p lo y e e s  a n d  s h a re h o ld e rs  o f S e le c ta  B io s c ie n c e s
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