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Item 8.01 Other Events.
 
On December 12, 2022, Aptevo Therapeutics Inc. (“Aptevo” or the “Company”) announced that APVO436, in combination with venetoclax and
azacytidine, achieved a 100% clinical benefit rate in venetoclax treatment naïve AML patients. The data, which was presented in a poster session at the
64th American Society of Hematology Annual Meeting and Exposition in New Orleans, also showed that APVO436, when given in combination with this
standard-of-care regimen, was observed to be generally safe and well tolerated.
 
Aptevo plans to initiate a Phase 2 trial in the second half of 2023 to further evaluate APVO436 in combination with venetoclax and azacitidine among
frontline and relapsed/refractory AML patients who are venetoclax treatment naïve.
 
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 December 12, 2022.
104  Cover Page Interactive Data File (embedded within the Inline XBRL document)
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EXHIBIT 99.1

 

 
100% Clinical Benefit Rate Achieved in Phase 1b Trial Evalua�ng APVO436 in Combina�on with

Venetoclax and Azaci�dine for Venetoclax Treatment Naïve Pa�ents with Acute Myeloid Leukemia (AML)
 

Aptevo Therapeu�cs Plans a Phase 2 Trial in 2H23 in Frontline and Relapsed/Refractory Pa�ents who are Venetoclax
Treatment Naïve

 
Data Demonstra�ng APVO436 to be Safe and Well-Tolerated and Clinically Ac�ve Among AML Pa�ents in Both Combina�on
and Monotherapy Regimens Presented at the 64th American Society of Hematology (ASH) Annual Mee�ng and Exposi�on

 
SEATTLE, WA – December 12, 2022 – Aptevo Therapeu�cs Inc. (“Aptevo” or the “Company”) (Nasdaq: APVO), a clinical-stage
biotechnology company focused on developing novel immuno-oncology therapeu�cs based on its proprietary ADAPTIR™ and ADAPTIR-
FLEX™ pla�orm technologies, today announced that APVO436, in combina�on with venetoclax and azaci�dine, achieved a 100% clinical
benefit rate (CBR) in venetoclax treatment naïve AML pa�ents. The data, which was presented in a poster session at the 64th American
Society of Hematology (ASH) Annual Mee�ng and Exposi�on in New Orleans, also showed that APVO436, when given in combina�on
with this standard-of-care regimen, was observed to be generally safe and well tolerated.
 
Aptevo plans to ini�ate a Phase 2 trial in the second half of 2023 to further evaluate APVO436 in combina�on with venetoclax and
azaci�dine among frontline and relapsed/refractory AML pa�ents who are venetoclax treatment naïve.  
 
“The results of this APVO436 study are encouraging. More specifically, the combina�on of APVO436 with venetoclax and azaci�dine
(triple therapy) shows exci�ng poten�al, par�cularly in the venetoclax-naïve pa�ent popula�on,” said Jus�n M. Wa�s, MD, Associate
Professor of Medicine, Chief, Leukemia Sec�on at the University of Miami Sylvester Comprehensive Cancer Center and lead author of the
poster. “A larger Phase 2 trial of APVO436 in combina�on with venetoclax and azaci�dine will be important to further explore its
poten�al to improve outcomes in this AML pa�ent popula�on with high unmet need.”
 
In the Phase 1b trial cohort 2, a total of 16 response-evaluable pa�ents received the combina�on therapy of venetoclax and azaci�dine
with APVO436 and 75% experienced clinical benefit. 100% of pa�ents in this cohort who had not received venetoclax previously,
experienced clinical benefit; a favorable outcome with respect to a variety of response categories including CR, CRi and MLFS.
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The combina�on of venetoclax and azaci�dine with APVO436 in venetoclax treatment naïve response-evaluable pa�ents in cohort 2
outperformed a composite benchmark across all clinical benefit categories as shown below.
 

 APVO436
% of Pa�ents Achieving Clinical

Benefit

Benchmark*
% of Pa�ents Achieving Clinical

Benefit

Composite CR 90% 33-57%

CR/CRi 80% 21-46%

CR 50% 13-26%

*Benchmark Composite References:
Aldoss 2019, Mai� 2021, Morsia 2020, Garciaz 2022, Feld 2021

CR: Complete remission, CRi: Complete remission with incomplete hematologic recovery,
MLFS: Bone marrow complete remission, SD; Stable disease, CBR: Clinical benefit rate (CR, CRi,
MLFS, SD), Composite CR: Composite Clinical Remission (CR, CRi, MLFS)  

 
“Based on these posi�ve outcomes we will prepare for a Phase 2 trial ini�a�on in the second half of 2023, focused on evalua�ng
frontline and relapsed/refractory AML pa�ents who are venetoclax treatment naïve and who will be treated with the combina�on of
APVO436 plus standard-of-care venetoclax and azaci�dine, where the clinical benefit in a subset of cohort 2 pa�ents in the current trial
is 100%,” said Dirk Huebner, MD, Chief Medical Officer of Aptevo Therapeu�cs.  “The results we observed in this study inform and
support advancing APVO436 in the clinic, while also valida�ng our pla�orm technology. The data also show clinical ac�vity, safety and
tolerability in both combina�on and monotherapy se�ngs.”  
 
Addi�onal Results
Aptevo’s ongoing Phase 1b expansion trial in both combina�on and monotherapy, will enroll adult pa�ents (aged ≥18 years) with AML,
at different disease stages, into five different cohorts of up to approximately 18 pa�ents each. Current results are being reported for
combina�on cohorts 1 and 2, and monotherapy cohorts 3 and 5. Trial enrollment for cohort 3 is ongoing while enrollment for cohorts 1
and 2 has finished.  Addi�onal data and observa�ons include the following:
• Clinical ac�vity was observed in both monotherapy and combina�on cohorts
 o Monotherapy ac�vity observed in cohort 3
 o APVO436 Safety:  APVO436 has been observed to be generally well tolerated in both combina�on therapy and monotherapy
 ▪ CRS was observed in fewer than one-quarter of pa�ents within the safety popula�on and in most cases was mild or

moderate (grade 1 or 2) and was manageable in the clinic
 ▪ Side effects were generally manageable and resolved while pa�ents remained on treatment
 
“We are very excited about the data repor�ng out today because it shows that our lead candidate, APVO436, has the poten�al to impact
the AML treatment paradigm in a meaningful way that could truly benefit pa�ents.  The data also provide addi�onal evidence for safety
and tolerability in both
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combina�on therapy and monotherapy. Further, we observed a 100% clinical benefit in a pa�ent popula�on that supports advancement
of APVO436 into Phase 2 evalua�on,” said Marvin L. White, President and CEO of Aptevo Therapeu�cs.  “From a business perspec�ve,
this represents a win because first, we have posi�ve data to report from the trial and second, we will use the data to inform the Phase 2
protocol and implement a trial with the highest probability of success.”  
 
To view the abstract, click here.
 
About Aptevo Therapeu�cs Inc.
Aptevo Therapeu�cs Inc. is a clinical-stage biotechnology company focused on developing novel immunotherapies for the treatment of
cancer. Aptevo is seeking to improve treatment outcomes of cancer pa�ents. For more informa�on, please visit
www.aptevotherapeu�cs.com.
 
About APVO436
APVO436 is a bispecific CD3xCD123 ADAPTIR currently in Phase 1b development in a mul�-center, mul�-cohort trial designed to evaluate
safety, tolerability and efficacy in combina�on therapy and monotherapy for pa�ents with AML.  The Company plans to ini�ate a Phase 2
trial, evalua�ng APVO436 in combina�on with venetoclax and azaci�dine in pa�ents with AML who are venetoclax treatment naïve, in
2H23.
 
Overexpression of CD123 is the hallmark of many forms of leukemia. Aptevo's lead proprietary drug candidate, APVO436 is a bispecific
CD3xCD123 ADAPTIR that is designed to redirect the immune system of the pa�ent to destroy leukemia cells expressing the target
CD123 molecule on their surface. This an�body-like recombinant protein therapeu�c is designed to engage both leukemia cells and T-
cells of the immune system and bring them closely together to trigger the destruc�on of leukemia cells. APVO436 has been engineered
using Aptevo's proprietary and enabling bioengineering methods and is designed to reduce the likelihood and severity of cytokine
release syndrome (CRS). APVO436 has received orphan drug designa�on ("orphan status") for AML according to the Orphan Drug Act.
 
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, Aptevo’s expecta�ons about the ac�vity, efficacy and
safety of its therapeu�c candidates as monotherapies or combina�on therapies and poten�al use of any such candidates as therapeu�cs
for treatment of disease, its expecta�ons regarding the effec�veness of its ADAPTIR and ADAPTIR-FLEX pla�orms, whether the APVO436
data presented at the ASH conference and Phase 1b expansion trial results will be indica�ve of later stage clinical trials, statements
related to Phase 2 trial ini�a�on for APVO436, including whether our Phase 2 protocol will be successful, whether further study of
APVO436 in a Phase 2 trial focusing on a targeted pa�ent popula�on will con�nue to show clinical benefit, let alone at a rate of 100%,
whether Aptevo’s strategy will translate into an improved overall survival in AML, whether Aptevo’s final remission data or trial results
will vary from its preliminary assessment, statements rela�ng to the progress of Aptevo’s clinical programs, including data, enrollment
and the con�nued dosing of pa�ents in the Company’s Phase 1b expansion trial and any other statements containing the words “may,”
“con�nue to,” “believes,” “expects,” “poten�al,” “designed,” “engineered,” “ongoing,” “plans,” “probability,” “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
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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, among others, a deteriora�on in Aptevo’s business or prospects, further assessment of preliminary data
or different results from later clinical trials, and changes in regulatory, social, macroeconomic, 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 results of preliminary data and pre-clinical studies being predic�ve of the results of later-stage
clinical trials, the availability and �ming of data from ongoing clinical trials, the trial design includes combina�on therapies that may
make it difficult to accurately ascertain the benefits of APVO436, expecta�ons for the �ming and steps required in the regulatory review
process, including our ability to obtain regulatory clearance, expecta�ons for regulatory approvals, the impact of compe��ve products,
our ability to enter into agreements with strategic partners or raise funds on acceptable terms or at all and other ma�ers that could
affect the availability or commercial poten�al of Aptevo’s product candidates, business or economic disrup�ons due to catastrophes or
other events, including natural disasters or public health crises such as the coronavirus (referred to as COVID-19), geopoli�cal risks,
including the current war between Russia and Ukraine, and macroeconomic condi�ons such as rising infla�on and interest rates,
increased market vola�lity and decreased consumer confidence. 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.

CONTACT:
Miriam Weber Miller
Aptevo Therapeu�cs
Email: IR@apvo.com or Millerm@apvo.com
Phone: 206-859-6628
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