Regulated Information

Celyad Oncology Announces First Quarter 2021 Financial Results and Recent
Business Highlights
•

Enrollment continues in second dose cohort of Phase 1 dose-escalation IMMUNICY-1 trial for lead shRNA-based allogeneic CAR T
candidate, CYAD-211, for relapsed/refractory multiple myeloma (r/r MM); additional proof-of-concept data anticipated in second
quarter 2021.

•

Expansion segment of Phase 1 alloSHRINK trial evaluating allogeneic CYAD-101 administered concurrently with preconditioning
chemotherapy for the treatment of advanced metastatic colorectal cancer (mCRC) ongoing; preliminary data expected in mid-2021.

•

Phase 1b KEYNOTE-B79 trial evaluating CYAD-101 with KEYTRUDA® in patients with microsatellite stable mCRC expected to be
initiated in first half of 2021.

Mont-Saint-Guibert, Belgium – Celyad Oncology SA (Euronext & Nasdaq: CYAD) (the “Company”), a clinical-stage biotechnology
company focused on the discovery and development of chimeric antigen receptor T cell (CAR T) therapies for cancer, today announced
an update on its financial results and recent business developments for the fiscal quarter ended March 31, 2021.
"We have entered 2021 with ever-increasing enthusiasm around the progress of our programs,” commented Filippo Petti, Chief
Executive Officer of Celyad Oncology. “Our lead shRNA-based allogeneic candidate, CYAD-211, which is currently being evaluated in
the Phase 1 IMMUNICY-1 trial for the treatment of multiple myeloma, has shown no safety concerns nor evidence of Graft-versus-Host
Disease (GvHD) at dose level 1. We look forward to announcing additional proof-of-concept data from this trial by the end of second
quarter of 2021. In addition, we have continued to enroll patients in the alloSHRINK expansion trial for CYAD-101 and will turn our
attention to the KEYNOTE-B79 trial. Lastly, we are planning an R&D day for this summer that will provide an opportunity for our broader
team to offer an in-depth overview of our clinical programs and strategy for advancing our next-generation shRNA platform and
allogeneic pipeline.”
Recent Highlights
•
•
•

Appointment of Dr. Charles Morris as Chief Medical Officer to lead and provide strategic direction for Celyad Oncology’s
medical, regulatory, and clinical development activities.
Appointment of Marina Udier, Ph.D. to Board of Directors
Announced a committed equity purchase agreement for up to $40 million in American Depositary Shares (ADSs) with
Lincoln Park Capital Fund, LLC (“LPC”)

First Quarter 2021 Financial Review
As of March 31, 2021, the Company had cash and cash equivalents of €12.2 million ($14.3 million). Net cash burn during the first
quarter of 2021 amounted to €5.1 million ($5.9 million), in line with expectations. In April 2021, the Company raised proceeds of €3.3
million ($4.0 million) from the sale of ADSs to LPC. The Company confirms its previous guidance that its existing cash and cash
equivalents combined with the remaining access to the equity purchase agreement established with LPC should be sufficient, based
on the current scope of activities, to fund operating expenses and capital expenditure requirements until mid-2022.
Update on Clinical Programs
CYAD-211 – Allogeneic shRNA-based, anti-BCMA CAR T for r/r MM
CYAD-211 is an investigational, shRNA-based allogeneic CAR T candidate engineered to co-express a BCMA-targeting chimeric
antigen receptor and a single shRNA, which interferes with the expression of the CD3ζ component of the T-cell receptor (TCR) complex.
The Company is currently conducting the first-in-human, open-label, dose-escalation Phase 1 IMMUNICY-1 trial to evaluate the safety
and efficacy of a single infusion of CYAD-211 following preconditioning chemotherapy cyclophosphamide and fludarabine in patients
with r/r MM. The trial seeks to determine the recommended dose of CYAD-211 for the treatment of patients with r/r MM for further
development as well as to establish proof-of-concept that single shRNA-mediated knockdown can generate allogeneic CAR T cells in
humans without inducing GvHD. In March, the Company announced that no safety concerns nor evidence of GvHD had been reported
in the first three patients treated at dose level 1 (30×106 cells per infusion) of CYAD-211 in the IMMUNICY-1 trial. In first quarter 2021,
the Company initiated enrollment in dose level 2 (100×106 cells per infusion). The Company expects to announce additional proof-ofconcept data from the IMMUNICY-1 trial by the end of the second quarter of 2021.
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CYAD-101 – Allogeneic TIM-based NKG2D CAR T for mCRC
The Company’s first-in-class, non-gene edited clinical candidate, CYAD-101, which co-expresses the NKG2D receptor and the novel
inhibitory peptide TCR Inhibitory Molecule (TIM), is currently in the expansion segment of the alloSHRINK Phase 1 trial for the treatment
of advanced mCRC. To the Company’s knowledge, CYAD-101 is the first investigational allogeneic CAR T candidate to generate
evidence of clinical activity for the treatment of a solid tumor indication.
•

•

Phase 1 alloSHRINK trial is ongoing, in which the Company is evaluating CYAD-101 following FOLFIRI (combination of 5fluorouracil, leucovorin and irinotecan) preconditioning chemotherapy in refractory mCRC patients, at the recommended
dose of one billion cells per infusion. The Company expects to announce preliminary data from the expansion cohort of the
trial in mid-2021.
Celyad Oncology will also conduct the Phase 1b KEYNOTE-B79 clinical trial, which will evaluate Celyad Oncology’s
investigational non-gene edited allogeneic CAR T candidate, CYAD-101, following FOLFIRI chemotherapy, with MSD’s antiPD-1 therapy, KEYTRUDA® (pembrolizumab) in refractory metastatic colorectal cancer (mCRC) patients with microsatellite
stable (MSS) / mismatch-repair proficient (pMMR) disease. The Phase 1b KEYNOTE-B79 trial is expected to be initiated
during first half of 2021.

CYAD-02 – Autologous NKG2D receptor-based CAR T for relapsed/refractory acute myeloid leukemia (r/r AML) and myelodysplastic
syndromes (MDS)
Enrollment is ongoing in dose level 3 of the Phase 1 CYCLE-1 trial for the next-generation, autologous NKG2D receptor-based CAR
T candidate CYAD-02. The dose-escalation Phase 1 CYCLE-1 trial is evaluating the safety and clinical activity of CYAD-02 following
preconditioning chemotherapy in patients with r/r AML and MDS. To date, treatment with CYAD-02 has been generally well-tolerated.
Of seven patients evaluable for clinical activity, five patients demonstrated anti-leukemic activity (at least 50% bone marrow blasts
decrease), including a very-high risk MDS patient treated at dose level 3 who achieved a marrow complete response.
Next-generation shRNA Multiplex Platform
In 2020, the Company began developing a proprietary shRNA platform utilizing a novel framework to optimize and expand the
expression of multiple shRNAs with our All-in-One vector approach. The Company’s novel framework has the capability to knockdown
or silence up to six genes simultaneously, while providing several key advantages beyond the Company’s first-generation approach.
The Company believes its next-generation shRNA multiplex platform will form the backbone for future allogeneic CAR T candidates,
including several programs which are in the discovery phase of development. Our next-generation shRNA platform does not incorporate
any of the Horizon Discovery technology.
Upcoming Milestones
•
•
•
•

Additional proof-of-concept data from the initial dose cohorts of the Phase 1 IMMUNICY-1 trial of CYAD-211 for r/r MM are
expected by the end of second quarter of 2021.
Preliminary data from the expansion segment of the alloSHRINK trial evaluating CYAD-101 following FOLFIRI preconditioning
chemotherapy in refractory mCRC patients are expected in mid-2021.
Initiation of the Phase 1b KEYNOTE-B79 trial evaluating CYAD-101 with KEYTRUDA® in mCRC patients with MSS/pMMR
disease is anticipated in the first half of 2021.
Additional data from dose level 3 of Phase 1 CYCLE-1 trial of CYAD-02 for r/r AML and MDS are anticipated in the first half
of 2021.

Financial Calendar
First Half 2021 Financial Results ............................ August 4, 2021
Third Quarter 2021 Financial Results ..................... November 10, 2021
About Celyad Oncology SA

Celyad Oncology SA is a clinical-stage biotechnology company focused on the discovery and development of chimeric antigen receptor
T cell (CAR T) therapies for cancer. The Company is developing a pipeline of allogeneic (off-the-shelf) and autologous (personalized)
CAR T cell therapy candidates for the treatment of both hematological malignancies and solid tumors. Celyad Oncology was founded
in 2007 and is based in Mont-Saint-Guibert, Belgium and New York, NY. The Company has received funding from the Walloon Region
(Belgium) to support the advancement of its CAR T cell therapy programs. For more information, please visit www.celyad.com.
Forward-looking statements

This release may contain forward-looking statements, within the meaning of applicable securities laws, including the Private Securities
Litigation Reform Act of 1995. Forward-looking statements include statements regarding: the planned announcement of proof-ofconcept data from the Phase 1 IMMUNICY-1 trial by the end of second quarter of 2021, the planned initiation of the KEYNOTE-B79
trial in the second half of 2021, the expected announcement of preliminary data from the expansion cohort of the alloSHRINK Phase
1 trial in mid-2021, the announcement of additional data from dose level 3 of Phase 1 CYCLE-1 trial of CYAD-02 for r/r AML and MDS
are anticipated in the first half of 2021, the safety and clinical activity of Celyad Oncology’s pipelines and financial condition, results of
operation and business outlook. Forward-looking statements may involve known and unknown risks and uncertainties which might
cause actual results, financial condition, performance or achievements of Celyad Oncology to differ materially from those expressed
or implied by such forward-looking statements. Such risk and uncertainty includes the expected date of the Phase 1 trial results in
2021, our continued clinical development of CYAD-211, CYAD-101 and CYAD-02, our expectations about possible amendments to
our collaboration and license agreements with Horizon Discovery, our financial and operating results and the duration and severity of
the COVID-19 pandemic and government measures implemented in response thereto. A further list and description of these risks,
uncertainties and other risks can be found in Celyad Oncology’s U.S. Securities and Exchange Commission (SEC) filings and reports,
including in its Annual Report on Form 20-F filed with the SEC on March 24, 2021 and subsequent filings and reports by Celyad
Oncology. These forward-looking statements speak only as of the date of publication of this document and Celyad Oncology’s actual
results may differ materially from those expressed or implied by these forward-looking statements. Celyad Oncology expressly
disclaims any obligation to update any such forward-looking statements in this document to reflect any change in its expectations with
regard thereto or any change in events, conditions or circumstances on which any such statement is based, unless required by law or
regulation.
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