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Item 8.01 Other Events.
 
On September 19, 2022, Alligator Bioscience AB (“Alligator”) and Aptevo Therapeutics Inc. (“Aptevo”) issued a press release to announce that the US
Food and Drug Administration (“FDA”) has issued a “may proceed” notification for the ALG.APV-527 IND, allowing the companies to initiate clinical
trials evaluating the compound for the treatment of 5T4-expressing tumor antigens in multiple solid tumor types. The companies are moving rapidly to
initiate a multi-center Phase 1 trial in the US.
 
A copy of the press release is attached hereto as Exhibit 99.1 and is incorporated by reference herein.
 
Item 9.01. Financial Statements and Exhibits.
 

(d) Exhibits
 

Exhibit No.  Description
   

99.1  Press Release dated September 19, 2022.
104  Cover Page Interactive Data File (embedded within the Inline XBRL document)
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Alligator Bioscience and Aptevo Therapeu�cs Announce that FDA has Issued a
“May Proceed” No�fica�on for the ALG.APV-527 IND

 
Drug Candidate progressing to the clinic for evalua�on in the treatment of 5T4-expressing tumor an�gens in

mul�ple solid tumor types
 
Lund, Sweden, and Sea�le Washington, September 19, 2022 – Alligator Bioscience AB (“Alligator”) and Aptevo Therapeu�cs
(“Aptevo”) today announced that the US Food and Drug Administra�on (FDA) has issued a “may proceed” no�fica�on for the
ALG.APV-527 inves�ga�onal new drug applica�on (IND), allowing the companies to ini�ate clinical trials evalua�ng the
compound for the treatment of 5T4-expressing tumor an�gens in mul�ple solid tumor types.  The companies are moving rapidly
to ini�ate a mul�-center Phase 1 trial in the US.
 
“We are very happy to see ALG.APV-527 make significant progress towards the clinic this year, an important milestone
achievement for the Alligator and Aptevo teams. It’s exci�ng to know that this compound will soon join APVO436, currently in a
Phase 1b clinical trial for the treatment of AML, in clinical studies here in the US. I would like to thank our partners at Alligator
for their close collabora�on and exper�se.  Advancing ALG.APV-527 has been a true team effort and we value our partnership,”
said Marvin White, President, and CEO of Aptevo.
“ALG.APV-527 is specifically designed to trigger 4-1BB-mediated an�tumor ac�vity in 5T4-expressing tumor indica�ons, meaning
it has poten�al across a range of solid tumors with high unmet medical need. The addi�on of a new clinical candidate in ac�ve
development serves as further valida�on of Aptevo’s proprietary ADAPTIRÒ pla�orm.”
 
“This IND clearance marks an important step in the development of ALG.APV-527 and is a testament to the strength of our
partnership with Aptevo. This new IND also demonstrates our ability to bring innova�ve an�bodies to the clinic” said Søren
Bregenholt, PhD, CEO of Alligator Bioscience. “This compound will now become Alligator’s third asset in clinical development.
We are looking forward to ini�a�ng this Phase 1 first in human study in mul�ple solid tumors and further inves�ga�ng the
indica�ons where it is most effec�ve.”
 
ALG.APV-527 is an an�body with dual func�on: tumor-binding and 4-1BB immunomodulatory agonist effects. This has the
poten�al to be clinically important because 4-1BB has the ability to s�mulate the immune cells (an�tumor-specific T cells)
involved in tumor control, making immune cell s�mula�on through 4-1BB a par�cularly compelling target for cancer
immunotherapy.  Preclinical results, presented at the Society of Immunotherapy Cancer’s 2021 Annual Mee�ng, highlighted the
differen�ated design of the molecule that minimizes systemic immune ac�va�on, allowing for highly efficacious tumor-specific
responses as demonstrated by potent ac�vity in in vitro models.

 



 
 
 

 
The tumor-binding func�on of ALG.APV-527 targets the 5T4 tumor-associated an�gen. 5T4 is a protein expression in mul�ple
solid tumor types and limited expression in normal �ssues, making 5T4 a compelling target molecule for cancer therapy.
 
About Alligator Bioscience
Alligator Bioscience AB is a clinical-stage biotechnology company developing tumor-directed immuno-oncology an�body drugs.
Alligator’s pipeline includes the two key assets mitazalimab, a CD40 agonist, and ATOR-1017, a 4-1BB agonist.  Furthermore,
Alligator is co-developing ALG.APV-527 with Aptevo Therapeu�cs Inc., several undisclosed molecules based on its proprietary
technology pla�orm, Neo-X-Prime™, with MacroGenics Inc. and novel drug candidates based on the RUBY™ bispecific pla�orm
with Orion Corpora�on. Out licensed programs include AC101, in phase II development, by Shanghai Henlius Biotech Inc. and an
undisclosed target to Biotheus Inc.  Alligator Bioscience’s shares are listed on Nasdaq Stockholm (ATORX) and is headquartered
in Lund, Sweden. For more informa�on, please visit h�p://www.alligatorbioscience.com.
 
About Aptevo Therapeu�cs
Aptevo Therapeu�cs Inc. is a clinical-stage biotechnology company focused on developing novel bispecific immunotherapies for
the treatment of cancer. Aptevo is seeking to improve treatment outcomes and transform the lives of cancer pa�ents. For more
informa�on, please visit www.aptevotherapeu�cs.com.
 
Safe Harbor Statement
This press release includes forward-looking statements within the meaning of the Private Securi�es Li�ga�on Reform Act of
1995. All statements, other than statements of historical fact, including, without limita�on, statements regarding advancement
of Aptevo's therapeu�c candidate into clinical trials, the poten�al use of any such candidate as therapeu�cs for treatment of
disease, statements regarding preclinical results and any sugges�on that those results will be replicated in clinical development,
the effec�veness of its ADAPTIR and ADAPTIR-FLEX pla�orms, and any other statements containing the words "may," "believes,"
"expects," "poten�al," "designed," "engineered," “innova�ve,” “ini�ate,” “allow,” "plans," "will" and similar expressions are
intended to iden�fy forward-looking statements. These forward-looking statements are based on Aptevo's current inten�ons,
beliefs, and expecta�ons regarding future events. Aptevo cannot guarantee that any forward-looking statement will be accurate.
Investors should realize that if underlying assump�ons prove inaccurate or unknown risks or uncertain�es materialize, actual
results could differ materially from Aptevo's expecta�ons. Investors are, therefore, cau�oned not to place undue reliance on any
forward-looking statement.
 
There are several important factors that could cause Aptevo's actual results to differ materially from those indicated by such
forward-looking statements, including a deteriora�on in Aptevo's business or prospects; adverse developments in clinical
development; adverse developments in the U.S. or global capital markets, credit markets or economies generally; and changes
in regulatory, social, and poli�cal condi�ons. For instance, actual results may differ materially from those indicated by such
forward-looking statements as a result of various important factors, including the uncertain�es inherent in the ini�a�on,
enrollment and maintenance of pa�ents in clinical trials, preclinical studies being predic�ve of the results of early-stage clinical
trials, expecta�ons for the �ming and steps required in

 



 
 
 

the regulatory review process, expecta�ons for regulatory approvals, the impact of compe��ve products, and other ma�ers
that could affect the availability or commercial poten�al of the Company's product candidates, business or economic
disrup�ons due to catastrophes or other events, including natural disasters or public health crises such as the novel coronavirus
(referred to as COVID-19). These risks are not exhaus�ve, Aptevo faces known and unknown risks. Addi�onal risks and factors
that may affect results are set forth in Aptevo's filings with the Securi�es and Exchange Commission, including its Annual Report
on Form 10-K for the fiscal year ended December 31, 2021, and its subsequent reports on Form 10-Q and current reports on
Form 8-K. The foregoing sets forth many, but not all, of the factors that could cause actual results to differ from Aptevo's
expecta�ons in any forward-looking statement. Any forward-looking statement speaks only as of the date of this press release,
and, except as required by law, Aptevo does not assume any obliga�on to update any forward-looking statement to reflect new
informa�on, events, or circumstances.
 
For further informa�on, please contact:
Alligator Bioscience
Søren Bregenholt, CEO
E-mail: soren.bregenholt@alligatorbioscience.com
Phone: +46 46-540 82 00
LifeSci Advisors
Investor Rela�ons
Guillaume van Renterghem
E-mail: gvanrenterghem@lifesciadvisors.com
Phone: +41 (0)76 735 01 31
Aptevo Therapeu�cs 
Miriam Weber Miller 
Aptevo Therapeu�cs 
Email: IR@apvo.com or millerm@apvo.com 
Phone: 206-859-6629 
 
 
 
 

 

 


