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Phase 1b/2a Randomized Double-blind Study to Investigate Safety
Tolerability PK PD Preliminary Efficacy of Oral Administration of
SNIPROO01 in Patients With Hematologic Malignancy Scheduled for
Allogeneic Hematopoietic Stem-Cell Transplant Receiving FQ Pro-
phylaxis & Harboring FQR Ecoli Pre-Transplant

NCT06938867

Status RECRUITING
Phase Phase 1, Phase 2
Sponsor SNIPR Biome Aps.
Enrollment 24 participants

Key Eligibility Criteria

Inclusion (9)
» Male or female e18 years of age at the time of consent.
« Patient is able and willing to provide written informed consent prior to any study-related procedure.
 Confirmed diagnosis of any hematologic malignancy.
* Planned to undergo an allogeneic hematopoietic stem cell transplant.
* Patient is scheduled to receive fluoroquinolone (levofloxacin) prophylaxis.

... and 4 more (see full listing online)

Exclusion (8)

 Use of any treatment (approved or investigational product) considered to interact with the study drug, or which might impact the
outcome of the study within 14 days (or 5 half-lives of the approved or investigational product, whichever is greater) prior to the
first administration of study drug, as judged by the Investigator.

* Use or planned use of any antibiotics with intrinsic activity against E. coli in the gut (e.g., beta-lactam antibiotics) between
Pre-Screening and until the end of the SNIPR001/placebo treatment period, with the exception of TMP-SMX and levofloxacin.

» Have known hypersensitivity or allergy to any component of SNIPR0O01, levofloxacin and/or Alka-Seltzer Gold treatment.
» Unwilling or unable to comply with the requirements of this Protocol, including providing stool samples.
» Female patients who are pregnant or lactating.

... and 3 more (see full listing online)

Locations (8 total)

City of Hope, Duarte, California, United States

University of California, San Francisco, San Francisco, California, United States
John Hopkins University, Baltimore, Maryland, United States

...and 5 more locations

https://clinicaltrials.gov/study/NCT06938867
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