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Item 1.01. Entry into a Material Definitive Agreement
 
On August 7, 2019, Synthetic Biologics, Inc. (the “Company”) entered into a clinical trial agreement (“CTA”) with
Washington University School of Medicine in St. Louis (“Washington University”) to conduct a Phase 1b/2a single-
center, randomized, double-blinded, placebo-controlled clinical trial designed to evaluate the safety, tolerability and
pharmacokinetics of oral SYN-004 (ribaxamase) in up to 36 adult allogeneic hematopoietic cell transplant (HCT)
recipients (the “Study”). Under the terms of the CTA, the Company will serve as the sponsor of the Study and
supply SYN-004 (ribaxamase), the Company’s first-in-class oral enzyme designed to protect the gut microbiome
from disruption caused by commonly used intravenous (IV) beta-lactam antibiotics, as well as compensate
Washington University for all research services to be provided in connection with the Study which is estimated to
cost approximately $3,200,000. Dr. Erik R. Dubberke, Professor of Medicine and Clinical Director, Transplant
Infectious Diseases at Washington University will serve as the principal investigator of the trial in collaboration with
his Washington University colleague Dr. Mark A. Schroeder, Associate Professor of Medicine, Division of Oncology,
Bone Marrow Transplantation and Leukemia.
 
The Phase 1b/2a single-center, randomized, double-blinded, placebo-controlled clinical trial is designed to evaluate
the safety, tolerability and pharmacokinetics of oral SYN-004 (ribaxamase) in up to 36 adult allogeneic HCT
recipients. Study participants will be enrolled into three sequential cohorts administered a different study-assigned
IV beta-lactam antibiotic. Eight participants in each cohort will receive SYN-004 and four will receive placebo. Safety
and pharmacokinetic data for each cohort will be reviewed by an independent Data and Safety Monitoring
Committee, which will make a recommendation on whether to proceed to the next IV beta-lactam antibiotic. The
Study will also evaluate potential protective effects of SYN-004 on the gut microbiome as well as generate
preliminary information on potential therapeutic benefits and patient outcomes of SYN-004 in allogeneic HCT
recipients. Enrollment is expected to begin during the first quarter of 2020, contingent upon approval of the clinical
study protocol by the Washington University School of Medicine’s Institutional Review Board (IRB) and the U.S.
Food & Drug Administration (FDA).
 
The CTA continues in effect until completion of all obligations under the CTA. Either party may terminate the CTA
prior to completion of its obligations (i) if authorization of the study is withdrawn by the FDA; (ii) if the emergence of
any adverse reaction or side effect with the Study Drug administered in the Study is of such magnitude or incidence
in the opinion of either party to support termination; or (iii) upon a breach of the terms of the CTA if the breaching
party fails to cure the breach within 30 days after receipt of notice. The Company has the right to terminate the CTA
(i) effective immediately if Washington University fails to perform the study in accordance with the terms of the
protocol, the CTA or applicable laws or regulations or if Washington University or the principal investigator become
debarred or (ii) upon 14 days written notice and Washington University has the right to terminate the CTA upon 14
days notice if the principal investigator becomes unable to perform or complete the Study and the parties have
not, prior to the expiration of such fourteen (14) day period, agreed to an alternative principal investigator.
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Clinical Trial Agreement between Washington University School of Medicine in St. Louis and Synthetic
Biologics, Inc. dated August 7, 2019

 
*Confidential portions of this exhibit have been omitted from the exhibit.
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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.
 
Dated: August 8, 2019 SYNTHETIC BIOLOGICS, INC.
    
    
 By: /s/ Steven A. Shallcross
  Name:Steven A. Shallcross
  Title: Chief Executive Officer

and Chief Financial Officer
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