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Status RECRUITING

Phase Phase 4

Sponsor The University of Texas Medical Branch, Galveston
Enrollment 618 participants

Key Eligibility Criteria

Inclusion (7)
* Females 27-45 years old.
« Ability to give informed consent.

* Has not received any prior doses of the HPV vaccine. This will be verified by the person and state registry (Immtrac), as well as
the person's electronic medical record.

« Reliable telephone access for the duration of the project.
» Can read and speak in either English or Spanish.

... and 2 more (see full listing online)

Exclusion (9)

« Currently pregnant or plans to become pregnant or donate eggs in the next 13 months. Any subjects with positive pregnancy
tests at the initial visit will be disqualified from the study and advised to seek prenatal care.

» Has an immunodeficiency or autoimmune disease such as HIV infection, lymphoma, leukemia, lupus, rheumatoid arthritis,
inflammatory bowel disease, or other autoimmune condition.

« Currently receiving treatment or medication that can suppress immune function including radiation therapy, chemotherapy,
cyclosporin, leflunomide (Arava), TNF-iantagonists, monoclonal antibody therapies (including rituximab \[Rituxan\]), intravenous
gamma globulin (IVIG), antilymphocyte sera, other therapy known to interfere with the immune response, or systemic corticos-
teroids (by mouth or intramuscular injection). Those using or have used steroids that are inhaled, placed in the eye, applied on
the skin, or injected into the joint/soft tissue will be considered eligible for the study.

« History of splenectomy
» Known allergies to any vaccine components, including aluminum, yeast or Benzonase.

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

Locations (1 total)

University of Texas Medical Branch, Galveston, Texas, United States

https://clinicaltrials.gov/study/NCT05672927
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