Performance validation of a novel Point-Of-Care hematology analyzer that may assist in early screening for blood cancers
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The complete blood count (CBC) is the most common blood test used to screen for overall health status and for detection of a wide range of blood disorders. A white blood cell (WBC) 5-part differential count provided with the CBC allows for optimum standard of care.  In spite of momentous improvement in performance of hematology analyzers they remain relatively complex and are therefore mostly confined to central laboratories. Moreover, modern analyzers are limited in their ability to differentiate between sub-types of cells, immature blood cells and may be affected by various interferences due to the underlying measurement method. Consequently around 15% of samples are flagged for further review thus requiring manual time-consuming microscopic inspection. Recent advancements in microfluidics, machine vision and AI allow for accurate enumeration of cells based on their morphology as they continuously flow in what may be referred to as “imaging flow cytometry”. PixCell’s HemoScreen is the first 5-part diff CBC that is FDA cleared for Point-Of-Care-Testing, it combines flow and imaging-based analysis in a compact easy-to-use instrument. The HemoScreen may shorten the turnaround time (TAT) significantly and improve workflow efficiency in settings like the ER, ICU and oncology clinics/transfusion centers. Moreover, the technology facilitates enumeration of abnormal cells specifically nRBC, Immature Granulocytes (IG) and blasts that may be instrumental in early diagnosis of blood cancers and may also reduce the number of blood smears ordered. 
We present performance validation of the HemoScreen conducted in different settings such as ICU, oncology and primary care at  medical centers in Uppsala Univ. Sweden, North Zealand Hospital Denmark and NSW Health Pathology Australia. As well as recent results obtained in an analytical study comparing nRBC count and IG to reference lab.
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