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Item 7.01 Regulation FD Disclosure.

On January 10, 2023, SAB Biotherapeutics, Inc. (the "Company" or "SAB") issued a press release announcing the successful completion of an IND-
enabling GLP-Tox study for SAB-142, further progressing the therapeutic as a way to prevent and/or delay onset and progression of Type 1 Diabetes and 
potentially other T-cell mediated autoimmune diseases. 
 
A copy of the press release is attached as Exhibit 99.1 to this Current Report on Form 8-K and is hereby incorporated by reference herein.
 
The information furnished under this Item 7.01, including Exhibit 99.1, will 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, and will not be deemed incorporated by reference into 
any filing under the Securities Act of 1933, as amended, except as expressly set forth by specific reference in such a filing.

Item 9.01 Financial Statements and Exhibits.

Exhibit Number  Description
99.1  Press Release of the Company, dated January 10, 2023
104  Cover Page Interactive Data File-the cover page XBRL tags are embedded within the Inline XBRL document.
 
 



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.

   SAB Biotherapeutics, Inc.

    

Date: January 10, 2023 By: /s/ Eddie J. Sullivan
   Eddie J. Sullivan

 Chief Executive Officer

 



 

 

EXHIBIT 99.1

 
SAB Biotherapeu�cs Successfully Concludes IND-Enabling GLP Toxicology Study for SAB-142, a Novel 

Immunotherapeu�c for Type 1 Diabetes
Study shows SAB’s fully-human polyclonal therapeu�c that has poten�al to delay the onset or progression of type 1 diabetes is well 

tolerated; next step is inves�ga�onal new drug (IND) filing 
 

SIOUX FALLS, S.D., January 10, 2023 (GLOBE NEWSWIRE) – SAB Biotherapeu�cs (Nasdaq: SABS), ("SAB”), a clinical-stage 
biopharmaceu�cal company with a novel immunotherapy pla�orm that produces specifically targeted, high-potency, high-avidity, fully-
human polyclonal an�bodies (hpAB) without the need for human donors, today announced the successful comple�on of an IND-
enabling GLP-tox study for SAB-142, further progressing the therapeu�c as a way to prevent and/or delay onset and progression of type 
1 diabetes (T1D) and poten�ally other T-cell mediated autoimmune diseases. The study assessed the toxicity and pharmacodynamic 
effects of SAB-142 against an FDA-approved T-cell deple�ng therapeu�c at varying doses and found it to be well tolerated and showed a 
desired dose-dependent pharmacologic effect. SAB will submit the IND filing within approximately 12 months.
 
SAB-142 is the first fully-human an�-thymocyte hpAB therapeu�c currently being developed for delaying the progression and onset of 
type 1 diabetes, among other autoimmune indica�ons. Commercially available products for T-cell mediated autoimmune diseases, such 
as fully-animal an�bodies and other monoclonal lymphodeple�on therapeu�cs, require re-dosing and o�en induce immune-mediated 
reac�ons such as serum sickness. As a fully-human polyclonal an�body therapeu�c, SAB-142 may be administered mul�ple �mes 
without causing these immune-related adverse reac�ons, a desired factor when trea�ng life-long diseases such as type 1 diabetes.
 
“The comple�on of this GLP-tox study is an early, but significant milestone in the development of SAB-142 that enables a successful IND 
submission,” said Alexandra Kropotova, MD, Chief Medical Officer of SAB. “We are eager to con�nue progressing this therapeu�c, which 
we believe has the poten�al to impact the lives of millions of pa�ents with varying autoimmune diseases, including those with type 1 
diabetes.”
 
In the study, SAB-142 was dosed at 1, 5, and 10 mg/kg and commercially available an�-thymocyte globulin was dosed at 5 mg/kg. The 
study results showed that both SAB-142 and its ac�ve control, FDA-approved animal-derived polyclonal an�-thymocyte immunoglobulin, 
induced transient lymphodeple�on confirming the SAB-142 mechanism of ac�on. The dynamics of the deple�on appeared to be more 
prolonged in the cohort with SAB-142 treatment, which could create the opportunity for an op�mized dosing regimen.
 
About SAB Biotherapeu�cs
SAB Biotherapeu�cs, Inc. (SAB) is a clinical-stage biopharmaceu�cal company focused on the development of powerful and proprietary 
immunotherapeu�c polyclonal human an�bodies to treat and prevent infec�ous diseases and immune and autoimmune disorders. Our 
development programs include infec�ous diseases resul�ng from outbreaks and pandemics, as well as immunological, 
gastroenterological, and respiratory diseases that have significant mortality and health impacts on immune compromised pa�ents. SAB 
has applied advanced gene�c engineering and an�body science to develop Transchromosomic (Tc) Bovine™. Our versa�le DiversitAb™ 
pla�orm is applicable to a wide range of serious unmet needs in human diseases. It produces natural, specifically targeted, high-potency, 
fully-human polyclonal immunotherapies without the need for human donors. SAB currently has mul�ple drug development programs 
underway and collabora�ons with the US government and global pharmaceu�cal companies. For more informa�on on SAB, visit: 
h�ps://www.SAb.bio/ and follow SAB on Twi�er and LinkedIn.
 
Forward-Looking Statements



Certain statements made herein that are not historical facts are forward-looking statements for purposes of the safe harbor provisions 
under The Private Securi�es Li�ga�on Reform Act of 1995. Forward-looking statements generally are accompanied by words such as 
“believe,” “may,” “will,” “es�mate,” “con�nue,” “an�cipate,” “intend,” “expect,” “should,” “would,” “plan,” “predict,” “poten�al,” “seem,” 
“seek,” “future,” “outlook” and similar expressions that predict or indicate future events or trends or that are not statements of historical 
ma�ers. These forward-looking statements include, but are not limited to, statements regarding future events, including the 
development and efficacy of our influenza program, C. diff. program, Type 1 Diabetes program, and other discovery programs, the 
likelihood that a patent will issue from any patent applica�on, the results, including �ming, of the development of SAB-176, SAB-185 and 
SAB-195 (including any IND filing or proposed clinical trials), financial projec�ons and future financial and opera�ng results (including 
es�mated cost savings and cash runway), the outcome of and poten�al future government and other third-party collabora�ons or 
funded programs (including nego�a�ons with the DoD). 
 
These statements are based on the current expecta�ons of SAB and are not predic�ons of actual performance, and are not intended to 
serve as, and must not be relied on, by any investor as a guarantee, predic�on, defini�ve statement, or an assurance, of fact or 
probability. These statements are only current predic�ons or expecta�ons, and are subject to known and unknown risks, uncertain�es 
and other factors which may be beyond our control. Actual events and circumstances are difficult or impossible to predict, and these 
risks and uncertain�es may cause our or our industry’s results, performance, or achievements to be materially different from those 
an�cipated by these forward-looking statements. A further descrip�on of risks and uncertain�es can be found in the sec�ons cap�oned 
“Risk Factors” in our most recent annual report on Form 10-K, subsequent quarterly reports on Form 10-Q, and other filings with or 
submissions to, the U.S. Securi�es and Exchange Commission, which are available at h�ps://www.sec.gov/.  Except as otherwise 
required by law, SAB disclaims any inten�on or obliga�on to update or revise any forward-looking statements, which speak only as of the 
date they were made, whether as a result of new informa�on, future events, or circumstances or otherwise.
 
CONTACTS
Investor Rela�ons:
SABIR@westwicke.com
Media Rela�ons:
SABPR@westwicke.com
 
 
 




