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Item 8.01 Other Events.

On June 2, 2023, IGM Biosciences, Inc. (the “Company”) issued a press release announcing an update on its clinical development program for
IGM-8444, a novel multivalent death receptor 5 agonist, in patients with metastatic colorectal cancer. The full text of the press release is attached hereto
as Exhibit 99.1 and is incorporated herein by reference.

 
Item 9.01 Financial Statements and Exhibits.

(d) Exhibits.
 

Exhibit
No.    Description

99.1    Press Release of IGM Biosciences, Inc., dated June 2, 2023

104    Cover Page Interactive Data file (embedded within the Inline XBRL document)
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Exhibit 99.1
 

IGM Biosciences Announces Update on IGM-8444 Phase 1 Trial and Future Clinical Development

June 2, 2023

– Additional data from Phase 1 combination with FOLFIRI continues to show encouraging activity in median third-line metastatic colorectal cancer
patients –

– Progression-free survival of 5.6 months in median third-line colorectal cancer patients without bevacizumab –

– Promising safety profile in combination with FOLFIRI and bevacizumab –

– Randomized combination trial in second-line colorectal cancer patients initiated in Q1 2023 –

MOUNTAIN VIEW, Calif., June 02, 2023 (GLOBE NEWSWIRE) — IGM Biosciences, Inc. (Nasdaq: IGMS), a clinical-stage biotechnology company
focused on creating and developing IgM antibodies, today announced an update on its clinical development program for IGM-8444, a novel multivalent
death receptor 5 (DR5) agonist, in patients with metastatic colorectal cancer.

“We continue to be very pleased with the indications of clinical activity that we are observing with IGM-8444,” said Chris Takimoto, M.D., Ph.D.,
F.A.C.P., Chief Medical Officer of IGM Biosciences. “We are also very pleased with the excellent safety profile that we have seen to date. The absence
of clinically significant hepatotoxicity is particularly important, as this has been a challenge for other multivalent DR5 agonists. The long progression-
free survival that we have seen in some patients, especially those who have progressed on prior chemotherapy, is quite encouraging as we proceed to
further clinical development with FOLFIRI and other combination agents. Our ongoing randomized trial with FOLFIRI plus bevacizumab is designed to
confirm and quantify the activity of IGM-8444 in patients with second-line colorectal cancer.”

Phase 1 data reported from a cohort of patients treated with IGM-8444 in combination with FOLFIRI, with and without bevacizumab, showed a very
encouraging safety profile which was broadly comparable to that expected from chemotherapy alone in this setting. Specifically, in the 51 CRC patients
treated with IGM-8444 plus FOLFIRI, with and without bevacizumab, no drug related clinically significant hepatotoxicity was observed and only grade
1 and grade 2 transient liver enzyme elevations were noted, through the data cut-off date of April 12, 2023.

The majority of colorectal patients in this study were on their third-line of treatment or beyond and over 70 percent of the patients treated with the
combination regimens had previously been treated with irinotecan-based chemotherapy.

In these predominantly third-line metastatic colorectal cancer patients, the combination of IGM-8444 dosed at 3 mg/kg and FOLFIRI without
bevacizumab showed promising activity. This is the group of patients which had the longest treatment follow up. In this 24 patient group, the median
progression-free survival (PFS) in the 24 patients was 5.6 months as of the data cut-off date of April 12, 2023, which is higher than the historical median
progression-free survival of approximately 2 months with standard of care third-line colorectal cancer treatment without bevacizumab. The longest
observed progression-free survival in this group has extended beyond 16 months and 11 of these 24 patients remained on treatment as of the data cut-off.
Importantly, multiple patients showed longer durations of treatment with IGM-8444 and FOLFIRI than they had with their previous FOLFIRI regimens.

More recently, the Company began treating patients with the addition of bevacizumab to 3 mg/kg of IGM-8444 and FOLFIRI. For the 17 evaluable
patients in this group, the median progression-free survival was not reached and 13 of the 17 patients remained on study, as of the data cut-off.

At the time of the data cut-off, multiple confirmed partial responses were observed among the patients treated with 3 mg/kg of IGM-8444 and FOLFIRI,
with and without bevacizumab, including some patients who had previously progressed on FOLFIRI treatment.

Encouraged by these results, IGM has initiated a randomized trial in second-line patients with metastatic colorectal cancer to assess the benefit of 3
mg/kg of IGM-8444 combined with the current standard of care regimen of FOLFIRI and bevacizumab. This open-label trial began in the first quarter of
2023, and the Company hopes to have enrolled approximately 110 patients in the trial by the first quarter of 2024 and to have median progression-free
survival data from these patients by the end of 2024.

Conference Call and Webcast

The Company will host a conference call and live webcast to provide an update on its clinical development program for IGM-8444 at 7:00 p.m. ET
today, June 2, 2023. The webcast can be accessed by clicking the link: https://edge.media-server.com/mmc/p/vd3xogzs, and will be available on the
“Events and Presentations” page in the “Investors” section of the Company’s website. A replay of the webcast will be archived on the Company’s
website for 90 days following the presentation. A more detailed presentation of the results will be made available on the Company’s website at
www.igmbio.com.

About IGM-8444

IGM-8444 is an IgM antibody targeting death receptor 5 (DR5) that is being developed for the treatment of patients with solid and hematologic
malignancies. DR5 is a member of the tumor necrosis factor receptor superfamily (TNFrSF) and is often expressed on the surface of cancer cells. Strong
activation of the DR5 pathway requires multiple receptors to be cross-linked simultaneously by an antibody or other binding agent to create an apoptotic
death signal to the cell. Unlike traditional IgG antibodies, IGM-8444 has 10 binding units, enabling it to cross-link multiple DR5 receptors at the same
time, sending a stronger signal to cause cancer cell death. The Company is currently conducting a multicenter, open-label clinical trial to determine the
safety, tolerability, and pharmacokinetics of IGM-8444 as a single agent and in combination in subjects with relapsed and/or refractory solid or
hematologic cancers.



About IGM Biosciences, Inc.

IGM Biosciences is a clinical-stage biotechnology company committed to developing and delivering a new class of medicines to treat patients with
cancer, autoimmune and inflammatory diseases and infectious diseases. The Company’s pipeline of clinical and preclinical assets is based on the IgM
antibody, which has 10 binding sites compared to conventional IgG antibodies with only 2 binding sites. The Company also has an exclusive worldwide
collaboration agreement with Sanofi to create, develop, manufacture, and commercialize IgM antibody agonists against oncology and Immunology and
inflammation targets. For more information, please visit www.igmbio.com.

Cautionary Note Regarding Forward-Looking Statements

This press release contains forward-looking statements, including statements relating to IGM’s plans, expectations and forecasts and to future events.
Such forward-looking statements include, but are not limited to: the potential of, and expectations regarding, IGM’s technology platform and its IgM
antibodies and product candidates, including IGM-8444; IGM’s plans and expectations regarding its clinical development efforts and activities;
statements regarding the clinical development of IGM-8444, including the timing of patient enrollment and availability of clinical data; and statements
by IGM’s Chief Medical Officer. Such statements are subject to numerous important factors, risks and uncertainties that may cause actual events or
results to differ materially, including but not limited to: IGM’s early stages of clinical drug development; risks related to the use of engineered IgM
antibodies, which is a novel and unproven therapeutic approach; IGM’s ability to demonstrate the safety and efficacy of its product candidates; IGM’s
ability to successfully and timely advance its product candidates through clinical trials; IGM’s ability to enroll patients in its clinical trials; the potential
for the results of clinical trials to differ from preclinical, preliminary, initial or expected results; the risk of significant adverse events, toxicities or other
undesirable side effects; IGM’s ability to successfully manufacture and supply its product candidates for clinical trials; the potential impact of
continuing or worsening supply chain constraints; the risk that all necessary regulatory approvals cannot be obtained; the potential market for IGM’s
product candidates, and the progress and success of alternative therapeutics currently available or in development; IGM’s ability to obtain additional
capital to finance its operations, if needed; uncertainties related to the projections of the size of patient populations suffering from the diseases IGM is
targeting; IGM’s ability to obtain, maintain and protect its intellectual property rights; developments relating to IGM’s competitors and its industry,
including competing product candidates and therapies; any potential delays or disruptions resulting from catastrophic events, including epidemics or
other outbreaks of infectious disease; general economic and market conditions, including inflation; and other risks and uncertainties, including those
more fully described in IGM’s filings with the Securities and Exchange Commission (SEC), including IGM’s Quarterly Report on Form 10-Q filed with
the SEC on May 12, 2023 and in IGM’s future reports to be filed with the SEC. Any forward-looking statements contained in this press release speak
only as of the date hereof, and IGM specifically disclaims any obligation to update any forward-looking statement, except as required by law.

Contact:

Argot Partners
David Pitts
212-600-1902
igmbio@argotpartners.com
 

Source: IGM Biosciences, Inc.


