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Item 8.01 Other Events.

On December 12, 2024, Aptevo Therapeutics Inc. ("Aptevo" or the "Company") issued a press release announcing 100% of patients achieved remission 
within 30 days, in Cohort 1 of the RAINIER frontline acute myeloid leukemia (AML) Phase 1b trial, including two patients who experienced complete 
remission with minimal residual disease negative status (100% elimination of cancer cells).

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, 2024.
104  Cover Page Interactive Data File (embedded within the Inline XBRL document)
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Exhibit 99.1
 

100% of Pa�ents Achieve Remission within 30 Days in Cohort 1 of Bispecific Mipletamig Frontline AML 
Trial

 
Two of three pa�ents achieved both complete remission and MRD-nega�ve status

 
High response rates observed in earlier studies con�nue in ongoing mipletamig trial

 
Cohort 2 enrollment commencing 

 
Sea�le, Washington, December 12, 2024 - Aptevo Therapeu�cs ("Aptevo") (Nasdaq: APVO), a clinical-stage biotechnology company 
focused on developing novel bispecific immune-oncology therapeu�cs based on its proprietary ADAPTIR� and ADAPTIR-FLEX� pla�orm 
technologies, today announced 100% of pa�ents achieved remission* within 30 days, in Cohort 1 of the RAINIER frontline acute myeloid 
leukemia (AML) Phase 1b trial, including two pa�ents who experienced complete remission with minimal residual disease (MRD)-
nega�ve status (100% elimina�on of cancer cells). The results build on data from the prior trial, in which 100% of frontline pa�ents also 
achieved remission. *(Remission = complete remission (CR) and, complete remission with blood markers that have not yet recovered 
(CRi).
   
“We are very excited by these Cohort 1 results as they add to an already compelling story that highlights mipletamig’s poten�al to 
elevate the frontline AML treatment paradigm.  We now have a 100% rate of remission in Cohort 1 of RAINIER.  We saw a 100% rate of 
remission in frontline pa�ents treated with the combina�on in our completed dose expansion trial. Remarkably, 86% of pa�ents across 
both trials went into remission within 30 days of receiving their first treatment,” said Marvin White, President and CEO of Aptevo.  “It’s 
also important to note that mipletamig con�nues to demonstrate a favorable safety and tolerability profile, reinforcing its poten�al as a 
transforma�ve addi�on to the standard of care combina�on. Cohort 2 enrollment is commencing, marking the next step in the study. We 
look forward to sharing new results as they become available.”
 
Mipletamig, a CD3 x CD123 bispecific an�body, is being inves�gated as frontline therapy in combina�on with venetoclax and azaci�dine, 
a current standard of care for AML. These latest results further reinforce mipletamig's poten�al as a transforma�ve treatment, 
supported by impressive efficacy, safety, and tolerability data from two prior clinical trials involving 90 pa�ents.
 
"Achieving remission in all three Cohort 1 pa�ents is highly encouraging, par�cularly when viewed alongside prior trial results. Notably, 
two of these three pa�ents achieved MRD-nega�ve status, a cri�cal outcome indica�ng that even the most sensi�ve diagnos�c methods 
detect no remaining cancer cells. This result is strongly associated with longer-las�ng remissions and improved survival rates," said Dirk 
Huebner, MD, Chief Medical Officer at Aptevo. "What makes these outcomes even more compelling is that one of the MRD-nega�ve 
pa�ents had a TP53 muta�on, a subgroup known for its poor prognosis due to chemotherapy resistance, gene�c instability, and overall 
treatment challenges. This growing body of data 



 
 

underscores mipletamig's poten�al to address some of the most difficult hurdles in AML treatment, delivering deep and durable 
responses for pa�ents with the greatest need."
 
About RAINIER
RAINIER, a frontline AML study, is a Phase 1b/2 dose op�miza�on, mul�-center, mul�-cohort, open label study of up to 39 pa�ents who 
are being treated across five dose levels ranging from 9 mcg – 140 mcg in combina�on with venetoclax and azaci�dine (ven/aza).  
Subjects will be adults aged 18 or older, newly diagnosed with AML who are not eligible for intensive induc�on chemotherapy. Phase 1b 
consists of 28-day cycles of treatment in five sequen�al cohorts. Aptevo has partnered with Prometrika (h�ps://www.prometrika.com/), 
a premier contract research organiza�on for the trial. RAINIER will be conducted in two parts.  First, a Phase 1b dose op�miza�on study 
in frontline AML pa�ents followed by a Phase 2 study.  
 
About Mipletamig
Aptevo's wholly owned lead proprietary drug candidate, mipletamig, targe�ng AML, MDS and other leukemias, is differen�ated by 
design to redirect the immune system of the pa�ent to destroy leukemic cells and leukemic stem cells expressing the target an�gen 
CD123, which is a compelling target for AML due to its overexpression on leukemic stem cells and AML blasts. This an�body-like 
recombinant protein therapeu�c is designed to engage both leukemic cells and T cells of the immune system and bring them closely 
together to trigger the destruc�on of leukemic cells. Mipletamig is purposefully designed to reduce the likelihood and severity of CRS by 
use of a unique CD3 derived from CRIS-7 vs. the CD3 used by other compe�tors. Mipletamig has received orphan drug designa�on 
("orphan status") for AML according to the Orphan Drug Act. Mipletamig has been evaluated in 90 pa�ents over two trials to date.  
RAINIER, Aptevo’s Phase 1b/2 frontline AML program, was ini�ated in 3Q24.
 
About Aptevo Therapeu�cs
Aptevo Therapeu�cs Inc. (Nasdaq: APVO) is a clinical-stage biotechnology company focused on developing novel bispecific 
immunotherapies for the treatment of cancer. The company has two clinical candidates.  Mipletamig is currently being evaluated in 
RAINIER, a Phase 1b/2 trial for the treatment of frontline acute myeloid leukemia in combina�on with standard of care venetoclax + 
azaci�dine.  Mipletamig has orphan status for AML according to the Orphan Drug Act. ALG.APV-527, a bispecific condi�onal 4-1BB 
agonist that is only ac�ve upon simultaneous binding to 4-1BB and 5T4, is being co-developed with Alligator Bioscience and is being 
evaluated in a Phase 1 clinical trial for the treatment of mul�ple solid tumor types likely to express 5T4.  Aptevo has three pre-clinical 
candidates with different mechanisms of ac�on designed to target a range of solid tumors.  All pipeline candidates were created from 
two proprietary pla�orms, ADAPTIR� and ADAPTIR-FLEX�. The Aptevo mission is 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, Aptevo’s expecta�ons about the ac�vity, efficacy, 
safety, tolerability and durability of its therapeu�c candidates and poten�al use of any such candidates, including in combina�on with 
other drugs, as therapeu�cs for treatment of disease, its expecta�ons regarding the effec�veness of its ADAPTIR and ADAPTIR-FLEX 
pla�orms, statements related to the progress of Aptevo’s clinical programs, including statements related to an�cipated clinical and 
regulatory milestones, whether further study of mipletamig in a Phase 1b dose op�miza�on trial focusing on mul�ple doses of 
mipletamig in combina�on with venetoclax + azaci�dine on a targeted pa�ent popula�on will con�nue to show remissions, let alone at a 



 
 

rate of 100%, whether Aptevo’s final remission data or trial results will vary from its earlier assessment, whether Aptevo’s strategy will 
translate into an improved overall survival in AML, especially among pa�ent subgroups with poor prognosis, whether further study of 
ALG.APV-527 across mul�ple tumor types will con�nue to show clinical benefit, the possibility and �ming of future preliminary or 
interim data readouts for ALG.APV-527, statements related to the progress of and enthusiasm for Aptevo's clinical programs, statements 
related to Aptevo’s ability to generate stockholder value, whether Aptevo will con�nue to have momentum in its business in the future, 
and any other statements containing the words “may,” “con�nue to,” “believes,” “knows,” “expects,” “op�mism,” “poten�al,” “designed,” 
“promising,” “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; further assessment of preliminary or interim data or 
different results from later clinical trials; adverse events and unan�cipated problems, adverse developments in clinical development, 
including unexpected safety issues observed during a clinical trial; 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 or interim data and preclinical studies being 
predic�ve of the results of later-stage clinical trials, ini�a�on, enrollment and maintenance of pa�ents, and the comple�on of 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 mipletamig, expecta�ons for the �ming and steps required in the regulatory review 
process, 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, 
war between Israel and Hamas, and macroeconomic condi�ons such as economic uncertainty, rising infla�on and interest rates, 
con�nued 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, 2023, 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.
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