
   
 

 
 
 

 

 
PRESS RELEASE        

 
Affimed Reports Second Quarter 2023 Financial Results and Highlights 

Operational Progress 
 

• AFM13 combination with AB-101 NK cells (LuminICE-203): On track to report 
initial efficacy and safety data in the first half 2024; Type C meeting request 
submitted to FDA to clarify requirements for accelerated approval. 

• AFM24 monotherapy: Clinical activity in 7 out of 15 heavily pretreated 
patients with EGFRmut non-small cell lung cancer (NSCLC), including 2 
confirmed partial responses.  

• AFM24 combinations: Affimed plans to report data from the combination 
with atezolizumab in the fourth quarter 2023; data from combination study 
with SNK01 were presented at ASCO Breakthrough. 

• AFM28: Cleared second dose cohort without dose limiting toxicities in phase 
1 dose escalation study in patients with CD123-positive relapsed/refractory 
(r/r) acute myeloid leukemia (AML); enrolling patients in third cohort. 

• Cash runway into 2025: As of June 30, 2023, cash and cash equivalents were 
€120.1 million. 

 
Heidelberg, Germany, August 10, 2023 – Affimed N.V. (Nasdaq: AFMD) (“Affimed” or 
the “Company”), a clinical-stage immuno-oncology company committed to giving 
patients back their innate ability to fight cancer, today reported financial results and 
provided an update on clinical and corporate progress for the second quarter of 2023.  
 
“Affimed continues to make important progress across all three of our clinical assets, 
setting the stage for a catalyst-rich next 12 months,” said Dr. Adi Hoess, CEO of Affimed. 
“This includes data in the first half of 2024 from the LuminICE-203 trial of AFM13 which 
builds upon our unprecedented proof of concept data. For AFM24, we plan to present 
data later this year from the combination with atezolizumab. Finally, we are rapidly 
advancing our phase 1 study for AFM28 towards what we believe could be therapeutic 
dose levels.” 

 
 

Program Updates  
 
AFM13 (CD30/CD16A) 
• Investigational new drug (IND) application cleared by FDA for LuminICE-203, a 

phase 2 clinical study to investigate AFM13 in combination with Artiva’s AB-101 
natural killer (NK) cells. LuminICE-203 will investigate the combination therapy of 
AFM13 and AB-101 in patients with r/r classical Hodgkin lymphoma (HL). The study 
will also include a cohort of 20 r/r PTCL patients. Affimed is in the final stages of site 



   
 

 
 
 

 

activation and expects to have the first sites open in September/October. The 
Company is on track to report initial data in the first half of 2024. 
 

• Type C meeting request submitted to FDA to further discuss the requirements for 
an accelerated approval based on the LuminICE-203 study. Affimed expects to gain 
further insight from the agency on the requirements for a registration application in 
the U.S. Based on FDA guidelines, Affimed expects the meeting to be held in the 
fourth quarter of 2023. 
 

• Preclinical data presented at the International Conference on Malignant 
Lymphoma showed that AFM13 binds homogeneously to thawed AB-101, guiding 
NK cells to CD30-positive tumor cells, and boosting AB-101's cytotoxic activity 
against these cells. This effect was accompanied by increased functional activation 
of AB-101, evidenced by degranulation and IFN-γ production. Furthermore, tumor 
growth control was achieved by combining AFM13 with AB-101 in a mouse 
xenograft model. 
 

• AFM13-203 (LuminICE-203) will build on data generated from the Company’s 
AFM13-104 study which demonstrated the promise of AFM13 in combination with 
cord blood-derived NK (cbNK) cells for the treatment of r/r HL and non-Hodgkin 
lymphoma (NHL) patients. Data from the study, presented at the American Society 
of Hematology 2022 annual meeting, demonstrated a 94% objective response rate 
(ORR) and a complete response rate (CR) rate of 71% in 35 heavily pre-treated CD30-
positive HL and Non-Hodgkin lymphoma (NHL) patients treated at the 
recommended phase 2 dose (RP2D). 63% of patients (n=24) treated at the RP2D 
with at least 6 months of follow-up after the initial infusion remained in CR for at 
least 6 months. In addition, the treatment was well tolerated with no cases of 
cytokine release syndrome, immune effector cell-associated neurotoxicity or graft 
versus host disease observed. A data update from the AFM13-104 study is expected 
at ASH in December, including a longer follow-up of patients. 
 

AFM24 (EGFR/CD16A) 
• Presented clinical data from the ongoing AFM24 trials at the American Society of 

Clinical Oncology. Update from AFM24-101 phase 1/2 monotherapy study included 
15 patients from the EGFR mutant NSCLC cohort showed AFM24 clinical activity in 
7 out of 15 heavily pre-treated patients with tumor reductions, including 2 
confirmed partial responses and 5 patients exhibiting stable disease. Based on the 
data, the Company decided to focus near-term development efforts on advancing 
AFM24 in combination with checkpoint inhibitors as part of its ongoing AFM24-102 
study to further investigate the synergies between AFM24 and atezolizumab. As a 
result, enrollment in the monotherapy study and the combination of AFM24 with 
autologous NK cells will be terminated. 

 

• Enrollment ongoing for the Phase 1/2a combination study of AFM24 and 
atezolizumab, an anti-PD-L1 checkpoint inhibitor, in patients with advanced EGFR-
expressing solid tumors. Expansion cohorts for AFM24-102 initiated during the first 



   
 

 
 
 

 

quarter 2023 and are actively enrolling patients with (1) EGFR-wildtype NSCLC (2) 
gastric /gastroesophageal junction adenocarcinoma and (3) a basket cohort 
evaluating pancreatic, hepatocellular, and biliary tract cancer. Based on the results 
from the monotherapy study, a fourth expansion cohort of patients with EGFR-
mutant NSCLC has been added to the AFM24-102 study and is open for recruitment. 
Interim data from the first three cohorts is expected in the fourth quarter 2023. 
 

• Phase 1/2a combination data from the AFM24 and SNK01, NKGen Biotech’s ex 
vivo expanded and activated autologous NK cell therapy was recently presented at 
ASCO Breakthrough. In the study, seven patients with a mean number of five prior 
therapies received the combination of AFM24 and SNK01. No unexpected or dose-
limiting toxicities were observed, and the PK properties of AFM24 were similar to 
AFM24 monotherapy. The best objective response was stable disease in three out 
of the seven patients, including patients with heavily pretreated microsatellite 
stable colorectal cancer (MSS CRC). This data forms the basis for a potential 
combination of AFM24 with an allogeneic, off-the-shelf NK cell product. 

 
AFM28 (CD123/CD16A) 
• AFM28-101, a multi-center Phase 1 open label, dose escalation study of AFM28 

monotherapy is treating patients with CD123-positive r/r AML. The second dose 
cohort was completed without any dose limiting toxicities. Currently, patients are 
being treated in the third dose cohort. Clinical development of AFM28 is planned as 
both single-agent and in combination with an allogeneic off-the-shelf NK cell 
product. 

 
Partnerships and Collaborations 
• Affimed has completed its work on novel molecules for both Genentech and 

Affivant. Further development of these product candidates is at the discretion of 
the respective companies. 

 
Potential Upcoming Milestones: 
• Follow-up data from AFM13-104 expected at ASH in December 2023  
• Based on FDA guidelines, Type C meeting for LuminICE-203 is expected in the fourth 

quarter 2023  
• Data from Phase 1/2a AFM24+atezolizumab combination study planned in the 

fourth quarter 2023 
• Further progress updates from AFM28-101 dose escalation expected in the second 

half 2023 
• Initial data readout from the LuminICE-203 study expected in the first half 2024 

 
 
Second Quarter 2023 Financial Highlights 
Affimed’s consolidated financial statements are prepared in accordance with 
International Financial Reporting Standards (IFRS) as issued by the International 
Accounting Standard Board (IASB). The consolidated financial statements are presented 
in Euros (€), the Company’s functional and presentation currency.  



   
 

 
 
 

 

 
As of June 30, 2023 cash and cash equivalents totaled €120.1 million compared to 
€190.3 million on December 31, 2022. Based on our current operating plan and 
assumptions, we anticipate that our cash and cash equivalents will support operations 
into 2025. 
 
Net cash used in operating activities for the quarter ended June 30, 2023 was €33.3 
million compared to €26.5 million for the quarter ended June 30, 2022. Operating cash 
flow for the quarter ended June 30, 2023 was adversely impacted by a change in 
working capital of €7.5 million, primarily due to €4.3 million for changes in trade and 
other payables and €2.7 million for changes in other assets and prepaid expenses. The 
change in trade and other payables was driven primarily by payment of manufacturing 
costs for AFM13 and AFM24 that were expensed in prior periods, while the change in 
other assets and prepaid expenses was driven by €3.1 million of prepayments 
associated with the AFM13 LuminICE-203 trial, partially offset by the reduction in the 
amount of certain insurance prepayments. 
 
Total revenue for the quarter ended June 30, 2023, was €1.4 million compared with 
€7.3 million for the quarter ended June 30, 2022. Revenue in 2022 and 2023 
predominantly relates to the Roivant and Genentech collaborations. 
 
Research and development expenses for the quarter ended June 30, increased by 21.3% 
from €20.8 million in 2022 to €25.3 million in 2023. The increase was primarily due to 
higher expenses associated with the development of the AFM13 and AFM24 programs, 
a result of an increase in procurement of clinical trial material, increased clinical trial 
costs and manufacturing costs and, an increase in costs associated with other early-
stage programs and infrastructure. 
 
General and administrative expenses decreased 25.1% from €8.4 million in the quarter 
ended June 30, 2022, to €6.3 million in the quarter ended June 30, 2023. The decrease 
was due to a decline in legal, consulting and insurance expenses, as well as share-based 
payment expenses. 
 
Net finance income/costs for the quarter ended June 30, 2023 decreased from income 
of €2.3 million in the quarter ended June 30, 2022, to income of €0.0 million in the 
quarter ended June 30, 2023. Net finance income/costs are largely due to foreign 
exchange gains/losses related to assets denominated in U.S. dollars as a result of 
currency fluctuations between the U.S. dollar and Euro during the year. 
 
Net loss for the quarter ended June 30, 2023, was €29.4 million, or €0.20 loss per 
common share compared with a net loss of €19.4 million, or €0.13 loss per common 
share, for the quarter ended June 30, 2022. 
 
The weighted number of common shares outstanding for the for quarter ended June 
30, 2023 was 149.3 million. 
 



   
 

 
 
 

 

Additional information regarding these results will be included in the notes to the 
consolidated financial statements as of June 30, 2023, included in Affimed’s filings with 
the U.S. Securities and Exchange Commission (SEC). 
 
 
Note on International Financial Reporting Standards (IFRS) 
Affimed prepares and reports consolidated financial statements and financial information 
in accordance with IFRS as issued by the IASB. None of the financial statements were 
prepared in accordance with U.S. Generally Accepted Accounting Principles. Affimed 
maintains its books and records in Euro. 
 
Conference Call and Webcast Information 
Affimed will host a conference call and webcast on August 10, 2023, at 8:30 a.m. EDT / 
14:30 CET to discuss second quarter 2023 financial results and corporate developments.  
 
The conference call will be available via phone and webcast. The live audio webcast of the 
call will be available in the “Webcasts” section on the “Investors” page of the Affimed 
website at https://www.affimed.com/investors/webcasts-and-corporate-presentation/. 
To access the call by phone, please use link: 
https://register.vevent.com/register/BI1a95f0d05ae14e099ffc1c7872731338, and you 
will be provided with dial-in details and a pin number. 
 
Note: To avoid delays, we encourage participants to dial into the conference call 15 
minutes ahead of the scheduled start time. A replay of the webcast will be accessible at 
the same link for 30 days following the call. 

 
About Affimed N.V. 
Affimed (Nasdaq: AFMD) is a clinical-stage immuno-oncology company committed to giving 
patients back their innate ability to fight cancer by actualizing the untapped potential of the 
innate immune system. The Company’s proprietary ROCK® platform enables a tumor-
targeted approach to recognize and kill a range of hematologic and solid tumors, enabling 
a broad pipeline of wholly-owned and partnered single agent and combination therapy 
programs. The ROCK® platform predictably generates customized innate cell engager (ICE®) 
molecules, which use patients’ immune cells to destroy tumor cells. This innovative 
approach enabled Affimed to become the first company with a clinical-stage ICE®. 
Headquartered in Heidelberg, Germany, with offices in New York, NY, Affimed is led by an 
experienced team of biotechnology and pharmaceutical leaders united by a bold vision to 
stop cancer from ever derailing patients’ lives. For more about the Company’s people, 
pipeline and partners, please visit: www.affimed.com. 

 
Forward-Looking Statement 
This press release contains forward-looking statements. All statements other than 
statements of historical fact are forward-looking statements, which are often indicated by 
terms such as “anticipate,” “believe,” “could,” “estimate,” “expect,” “goal,” “intend,” “look 
forward to,” “may,” “plan,” “potential,” “predict,” “project,” “should,” “will,” “would” and 
similar expressions. Forward-looking statements appear in a number of places throughout 
this release and include statements regarding the Company’s intentions, beliefs, 



   
 

 
 
 

 

projections, outlook, analyses and current expectations concerning, among other things, 
the potential of AFM13, AFM24, AFM28 and the Company’s other product candidates, the 
value of its ROCK® platform, its ongoing and planned preclinical development and clinical 
trials, its collaborations and development of its products in combination with other 
therapies, the timing of and its ability to make regulatory filings and obtain and maintain 
regulatory approvals for its product candidates, its intellectual property position, its 
collaboration activities, its ability to develop commercial functions, clinical trial data, its 
results of operations, cash needs, financial condition, liquidity, prospects, future 
transactions, growth and strategies, the industry in which it operates, the macroeconomic 
trends that may affect the industry or the Company, such as the instability in the banking 
sector experienced in the first quarter of 2023, impacts of the COVID-19 pandemic, the 
benefits to Affimed of orphan drug designation, the impact on its business by political 
events, war, terrorism, business interruptions and other geopolitical events and 
uncertainties, such as the Russia-Ukraine conflict, the fact that the current clinical data of 
AFM13 in combination with NK cell therapy is based on AFM13 precomplexed with fresh 
allogeneic cord blood-derived NK cells from The University of Texas MD Anderson Cancer 
Center, as opposed to Artiva’s AB-101 and other uncertainties and factors described under 
the heading “Risk Factors” in Affimed’s filings with the SEC. Given these risks, uncertainties, 
and other factors, you should not place undue reliance on these forward-looking 
statements, and the Company assumes no obligation to update these forward-looking 
statements, even if new information becomes available in the future. 
  
Investor Relations Contact  
Alexander Fudukidis 
Director, Investor Relations 
E-Mail: a.fudukidis@affimed.com 
Tel.: +1 (917) 436-8102 
 

 
 


