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An Investigational Drug (TPST-1495) in Patients With Familial Adeno-
matous Polyposis

NCT06557733

Status RECRUITING

Phase Phase 2

Sponsor National Cancer Institute (NCI)
Enrollment 38 participants

Key Eligibility Criteria

Inclusion (24)
» Diagnosis of familial adenomatous polyposis (FAP), defined as at least one of the following:

» Genetic diagnosis with confirmed APC mutation (clinical CLIA \[clinical laboratory improvement amendments\] certified lab or
research testing)

* Obligate carrier

« Clinical diagnosis of classic FAP with e 100 colorectal adenomas status post colectomy or a sub-total colectomy and a family
history of FAP

« Clinical diagnosis of FAP, based on personal and family history. Note: This criterion requires documented review and agreement
from either the study chair or the MW consortium lead investigator

... and 19 more (see full listing online)

Exclusion (11)
 Use of any other investigational agents d 12 weeks prior to pre-registration
* History of gastric or intestinal ulceration due to NSAID therapy

» Uncontrolled intercurrent iliness or recent surgical procedure that in the opinion of the investigative team would limit compliance
with study requirements

« History of invasive malignancy d 3 years prior to pre-registration (exception: adequately treated carcinoma of the cervix, carcinoma
in situ, or basal or squamous cell carcinomas of the skin)

* History of any upper Gl surgery that does not permit access to or evaluation of a 10 cm segment of the duodenum that includes
the duodenal bulb, i.e. Whipple procedure or similar

... and 6 more (see full listing online)

Locations (4 total)

Mayo Clinic Hospital in Arizona, Phoenix, Arizona, United States

Mayo Clinic in Rochester, Rochester, Minnesota, United States

Huntsman Cancer Institute/University of Utah, Salt Lake City, Utah, United States
...and 1 more locations

https://clinicaltrials.gov/study/NCT06557733
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