23andMe Initiates Phase 1 Clinical Trial for First Wholly-Owned Immuno-oncology Antibody for
Patients with Solid Tumors
January 6, 2022
23ME-00610 targets CD200R1, an important regulator of T cells and myeloid cells
CD200R1 was identified as a promising immuno-oncology target through 23andMe’s proprietary genetic and health survey database
Company will host a virtual R&D Day event on January 18, 2022
SUNNYVALE, Calif., Jan. 06, 2022 (GLOBE NEWSWIRE) -- 23andMe Holding Co. (Nasdaq: ME) (“23andMe”), a leading consumer genetics and
research company, today announced the first participant has been dosed in a Phase 1 clinical trial evaluating 23ME-00610 for the treatment of
advanced solid tumors. 23ME-00610 is 23andMe’s first wholly-owned immuno-oncology (I/O) antibody to enter the clinic. The target for the new
investigational antibody, CD200R1, was identified as a promising immuno-oncology target through 23andMe’s proprietary genetic and health survey
database.
“This is an important milestone for 23andMe in our mission to help people access, understand and benefit from the human genome,” said Anne
Wojcicki, CEO and co-founder, 23andMe. “When we started our Therapeutics group, our goal was to find new medicines validated by human genetics
for people with serious unmet medical needs. That’s why we’re excited to move 23ME-00610 into the clinic to potentially help people with cancer who
are in need of new treatment options.”
The Phase 1 clinical trial is designed to evaluate the safety, tolerability and pharmacokinetics of 23ME-00610 in patients with locally advanced or
metastatic solid tumors whose disease has progressed after standard of care treatment. 23ME-00610 is part of 23andMe’s larger drug discovery
program of targets validated by human genetics across a spectrum of disease areas, including oncology, immunology, respiratory, and cardiometabolic
diseases.
“Our approach to drug discovery is driven by human genetics, and we have an incredibly large database from which to select and advance genetically
validated targets more efficiently, and with a potentially higher probability of success, than traditional drug discovery methods currently allow,” said
Kenneth Hillan, Head of Therapeutics at 23andMe. “23ME-00610 is an exciting example of how we are translating our data into investigational
therapeutics.”
23andMe has approximately 12 million customers, approximately 80% of whom consent to participate in research. 23andMe scientists study
aggregate, de-identified genetics of these participants, alongside more than 4 billion health survey answers. Using its large database of genetically
linked health traits and machine learning applied to its proprietary I/O genetic signature, 23andMe is able to pinpoint areas of the genome that contain
targets for cancer therapeutics based on human genetics, including the 23ME-00610 target.
23andMe’s Immuno-oncology genetic signature
Using its genetic data, 23andMe can identify immune-related genes that are expected to have an impact on cancer biology. Specifically, germline
genetics can reveal which of the immune-related genes harbor genetic variants that also alter an individual's predisposition for developing cancer.
23andMe has developed an analytical approach, termed the immuno-oncology (I/O) genetic signature, to identify evidence for genetic variants that
increase immune function while decreasing cancer risk. Using this approach, 23andMe scientists discovered that three components of the CD200R1
pathway exhibit an I/O genetic signature, including the CD200R1 receptor, the CD200 ligand, and DOK2, a mediator of downstream signaling from
CD200R1. Following this genetic insight, 23andMe subsequently generated data consistent with CD200R1’s role in inhibiting anti-tumor responses in
immune cells.
About CD200R1 and 23ME-00610
The CD200–CD200R1 axis is an immunological checkpoint that plays a pivotal role in maintenance of immune tolerance. CD200R1 is an inhibitory
receptor expressed on T cells and myeloid cells while CD200, the ligand for CD200R1, is highly expressed on certain tumors. Binding of tumor
associated CD200 to CD200R1 leads to immune suppression and decreased immune cell killing of cancer cells.
23ME-00610 is a high-affinity humanized monoclonal antibody that is designed to bind to the CD200R1 receptor and prevent the interaction of CD200
and CD200R1. Preclinical data indicate that this mechanism has the potential to reinvigorate tumor-exhausted T-cells and myeloid cells to restore their
ability to kill cancer cells.
About the Phase 1 23ME-00610 Study
The first-in-human, multi-center, open-label clinical trial will determine the safety and tolerability of 23ME-00610 in people with locally advanced or
metastatic solid malignancies that have progressed after standard therapy. This study will also evaluate preliminary anticancer activity, and the
pharmacokinetic and pharmacodynamic profile of 23ME-00610 to identify the optimal dose and schedule for further clinical studies. After the Phase I
dose escalation phase is completed, 23andMe will seek to enroll people with specific tumor types to evaluate the potential for anticancer efficacy and
changes in pharmacodynamic endpoints in the expansion phase.
Participants with ECOG performance status 0-1, and with histologically diagnosed locally advanced or metastatic solid malignancy that has
progressed after standard therapy for the specific tumor type are eligible. Additionally, adolescents 12 years and older with histologically diagnosed
locally advanced, or metastatic solid malignancy are eligible for enrolment in the expansion phase.
R&D Day Event Information
To discuss 23ME-00610 and other developments from its Therapeutics group in more detail, the company will host a virtual R&D Day event from 8:00

a.m. to 11:30 am Pacific Time on Tuesday, January 18, 2022. The webcast event can be accessed on the day of the event at
https://investors.23andme.com/news-events/events-presentations. A webcast replay will be available at the same address for a limited time within 24
hours after the event.
About 23andMe
23andMe, headquartered in Sunnyvale, CA, is a leading consumer genetics and research company. Founded in 2006, the company’s mission is to
help people access, understand, and benefit from the human genome. 23andMe has pioneered direct access to genetic information as the only
company with multiple FDA authorizations for genetic health risk reports. The company has created the world’s largest crowdsourced platform for
genetic research, with ~ 80 percent of its customers electing to participate. The 23andMe research platform has generated more than 180 publications
on the genetic underpinnings of a wide range of diseases, conditions, and traits. The platform also powers the 23andMe Therapeutics group, currently
pursuing drug discovery programs rooted in human genetics across a spectrum of disease areas, including oncology, respiratory, and cardiovascular
diseases, in addition to other therapeutic areas. More information is available at www.23andMe.com.
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