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Metastatic Colorectal Cancer

A Study of CEA-Pre-Targeted Radioligand Therapy (CEA-PRIT 2.0)
in Participantswith Colorectal Cancer

A Study to Investigate CEA-PRIT 2.0 in Participants With Metastatic Colorectal Cancer
(mCRC)

Trial Status Trial Runs In Trial Identifier
Recruiting 1 Country NCT07416552 2025-523322-40-00
BP45930

The information is taken directly from public registry websites such as ClinicalTrials.gov, EuClinicalTrials.eu,
ISRCTN.com, etc., and has not been edited.

Official Title:

A Phase |, Open-Label, Escalation and Expansion Study to Evaluate Dosimetry, Safety, Tolerability,
Pharmacokinetics, Pharmacodynamics, and Clinical Activity of CEA-Pre-Targeted 212Pb Therapy in
Participants With Metastatic Colorectal Cancer

Trial Summary:

This study will evaluate the dosimetry, safety, efficacy, pharmacokinetics (PK),
pharmacodynamics and immunogenicity of CEA-PRIT 2.0 in participants with metastatic
microsatellite-stable (MSS) mCRC who are intolerant to or have progressed after having
received available standard-of-care (SOC) therapies.

Hoffmann-La Roche Phase 1
Sponsor Phase

NCT07416552 2025-523322-40-00 BP45930

Trial Identifiers

Eligibility Criteria:

Gender Age Healthy Volunteers
All #18 Years No

1. Why is this study needed?

Colon cancer is impacting a lot of patients worldwide. While initial treatments for colon
cancer might be effective, cancer cells are incredibly adaptable, and many people develop
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an advanced disease when the cancer spreads all over the body. For these people, there
remains a high unmet medical need for more effective treatment options with better safety.

This study is testing a new treatment called CEA-PRIT 2.0 which is being developed to
treat people with a certain type of colon cancer, called colorectal cancer. CEA-PRIT 2.0
consists of three individual components (two antibodies and a radioactive substance).
The radioactive substance binds to an antibody to target and kill cancer cells. In addition
to CEA-PRIT 2.0, some participants will also receive an imaging agent to see where

the treatment goes in your body, if it reaches your cancer and to determine how much
radiation will go to your organs and tumors.

CEA-PRIT 2.0 is an experimental medicine. This means health authorities (like the U.S.
Food and Drug Administration and European Medicines Agency) have not approved CEA-
PRIT 2.0 for the treatment of colorectal cancer.

This study aims to test how safe CEA-PRIT 2.0 is (at different doses), to understand what
happens to CEA-PRIT 2.0 once it is in the body, and what CEA-PRIT 2.0 does to your
body and your disease.

2. Who can take part in the study?

People aged 18 years and older with a certain type of colon cancer (called MSS CRC) can
take part in this study if they have progressed after having received available therapies.

People may not be able to take part in this study if they have certain ongoing medical
conditions or are pregnant or currently breastfeeding. People who are planning to become
pregnant during or shortly after the trial are not able to participate.

3. How does this study work?

People will be examined to check if they are able to participate in the study. The screening
period will take place from 1 to 28 days before the start of treatment. Everyone who joins
this study will be given CEA-PRIT 2.0 with the two antibodies as an infusion into the vein
and the radioactive substance as an injection into the vein, each on separate treatment
days, with treatment cycles every few weeks.

This is an open-label study. This means everyone involved, including the participant and
the study doctor, will know the study treatment the participant has been given.

During this study, the study doctor will see participants at least 2 or as many as 11

times during each treatment cycle (depending on the treatment cycle). They will see

if the treatment is working and check for any unwanted effects participants may have.
Participants will have follow-up visits regularly after completing the study treatment, during
which the study doctor will check on the participant’s wellbeing. Total time of participation
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in the study will be about 6 months to one year depending on the timing of treatment
administration; this is followed by a 5-year safety follow up. Participants have the right to
stop study treatment and leave the study at any time, if they wish to do so.

4. What are the main results measured in this study?

The main purpose of the study is to check if the treatment with CEA-PRIT 2.0 is safe. This
is done by measuring the number and seriousness of any unwanted effects that may occur
after receiving the study treatment as well as after completing the treatment.

Other key results measured in the study include:

Find out where the treatment goes in your body, if it reaches your cancer and determine
how much radiation will go to your organs and tumors.

Determine the appropriate treatment dose and time interval for treatment administration.

The results are assessed at various times, such as after certain doses are administered,
and through medical scans and tests that measure the cancer's response to the drugs.

5. Are there any risks or benefits in taking part in this study?

Taking part in the study may or may not make participants feel better. But the information
collected in the study can help other people with similar health conditions in the future.

It may not be fully known at the time of joining the study how safe and how well the study
treatment works. The study involves some risks to the participant. But these risks are
generally not greater than those related to routine medical care or the natural progression
of health conditions. People interested in taking part will be informed about the risks and
benefits, as well as any additional procedures or tests they may need to undergo. All
details of the study will be described in an informed consent document. This includes
information about possible effects and other options of treatment.

Risks associated with the study drugs Participants may have unwanted effects due

to the treatment used in this study. These unwanted effects can be mild to severe, even
life-threatening, and vary from participant to participant. During this study, participants will
have regular check-ups to see if there are any unwanted effects.

CEA-PRIT 2.0 has not yet been tested in humans. Therefore, the unwanted effects of this

medicine are not known now. Participants will be told about the possible unwanted effects
based on laboratory studies or knowledge of similar medicines.
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These potential unwanted effects are based on what is known about radiation exposure,
side effects related to the treatment targeting areas outside the tumor, and effects
commonly seen with similar types of treatments.

Possible unwanted effects may include:

Reactions during and after infusion (infusion-related reactions/cytokine release
syndrome)

Leakage from the injection site

Development of antibodies against CEA-PRIT 2.0

Side effects involving the stomach, intestine, kidney, bladder, and liver.

Side effects on blood cells, such as low blood cell counts caused by radiation
Side effects caused by long-term exposure to radiation

Inability to produce children

The administered study treatment may be harmful to an unborn baby. Women and men
must take precautions to avoid exposing an unborn baby to the study treatment.

Inclusion Criteria:

Histologically confirmed adenocarcinoma originating from the colon or rectum

Metastatic disease (Stage IV American Joint Committee on Cancer, Version 7)

Confirmed MSS and/or proficient mismatch repair (MMR) status

Experienced disease progression during or within 3 months following the last administration of systemic
anti-cancer therapies for metastatic disease

Presence of measurable disease according to Response Evaluation Criteria in Solid Tumors (RECIST)
vl1.1.

Life expectancy estimated by the Investigator to be >=12 weeks

Eastern Cooperative Oncology Group (ECOG) Performance Status (PS) 0-1

Adequate cardiovascular, hematological and renal function and laboratory parameters

Exclusion Criteria:

Pregnant or breastfeeding or intending to become pregnant

Participants with active central nervous system (CNS) metastases

History of malignancy other than the one under investigation

Any unresolved toxicities from prior therapy, i.e., radiotherapy, chemotherapy, targeted therapy or
surgical procedure

Major surgery or significant traumatic injury <4 weeks prior to the first CEA-PRIT 2.0 administration
(excluding biopsies) or anticipation of the need for major surgery during study treatment

Participants have a known confirmed positive test for HIV

Positive hepatitis B surface antigen (HBsAQ) test, and/or positive total hepatitis B core Ab (HBcAb) test
at screening.

Positive hepatitis C (HCV) Ab test result at screening

Any anticancer treatment or any investigational agent within 4 weeks (or 5 times the half-life, whichever
is shorter) prior to C1D1

Prior treatment with a CEA-targeted agent or systemic radio therapy
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