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processors for Linux Category:Free text editorsThe overall goal of this Phase II SBIR project is to design, develop, validate, and
commercialize a novel rapid test to detect human papillomavirus (HPV) infection. In Phase I, we demonstrated a prototype test
that can detect the HPV 16/18 L1 capsid protein in cervical cell lysates within 2 hours. To achieve the clinical validation of the
test as a screening tool in cervical cancer detection, we propose the following research specific aims: 1) Refine the prototype
test to make it suitable for use in a clinic. In this regard, we will further optimize the method for sample preparation, image
development and interpretation, and sampling/processing protocols. 2) Implement the assay for rapid screening of cervical
samples for HPV infection. After validation of the test's specificity and sensitivity in sample sets that represent the diversity of
cervical cancers, we will submit the test for clinical validation in a multi-center trial. In addition, we will determine the
characteristics of cervical cancers that cause false-negative results in the test. This information will allow us to construct a
questionnaire or set of clinical/pathological parameters that will help physicians in selecting cervical cancer cases for the HPV
test. 3) Design a single-use, easy-to-use, and cost-effective kit for HPV DNA testing that will be approved by the FDA for largescale and general use. Our multidisciplinary team is uniquely positioned to successfully execute this project. The project will
leverage the team's experience, expertise, knowledge base, and resources to develop a new product for cervical cancer
prevention and treatment. The project is relevant to public health because, once validated, the test will provide a critical tool in
early detection of cervical cancer. In addition, the test will eliminate the need for liquid-based cytology for cervical cancer
screening. The test can be incorporated in other screening programs, including those for HIV infection. [unreadable]
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