Siemens Epoc NXS Host gets CE mark, FDA
clearance

written by CAP TODAY
December 11, 2020

Dec. 11, 2020—Siemens Healthineers announced it received the CE mark and FDA 510(k) clearance for
the Epoc NXS Host mobile computer
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FDA authorizes direct-to-consumer COVID-19
test system
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December 11, 2020

Dec. 10, 2020—The FDA authorized the first COVID-19 direct-to-consumer test system—LabCorp’s Pixel
COVID-19 Test Home Collection Kit, for use by any person 18 years and older without a prescription.
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collected samples
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Dec. 7, 2020—The FDA authorized the first diagnostic test for at-home collection of patient samples to
detect COVID-19 and influenza A and B.
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Roche receives EUA for Elecsys Anti-SARS-
CoV-2 S test

written by CAP TODAY
December 11, 2020

Dec. 2, 2020—Roche announced that its Elecsys Anti-SARS-CoV-2 S antibody test has received
emergency use authorization from the FDA.
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controls
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Dec. 1, 2020—Bio-Rad Laboratories launched its SARS-CoV-2, Flu, RSV positive and negative run
controls.
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mTuitive Customer Case Study

written by CAP TODAY
December 11, 2020

mTuitive, a software company that develops data capture and synoptic reporting software to assist
health care professionals, released a case study, “Provincial Laboratory Medicine Services Unifies
Synoptic Pathology Reporting Across Province, Creates Central Data Repository for Reporting using
mTuitive.” The study details how Provincial Laboratory Medicine Services of British Columbia chose
and deployed mTuitive xPert For Pathology. Read the case report here.
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COVID-19, flu, RSV test available from ARUP
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December 11, 2020

Nov. 24, 2020-ARUP Laboratories announced the availability of a combined test to detect and
differentiate COVID-19, influenza, and/or respiratory syncytial virus in individuals with respiratory
symptoms consistent with COVID-19.
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Orchard Software adds AWS cloud services
solution
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December 11, 2020

Nov. 23, 2020—Orchard Software is now working with Amazon Web Services cloud platform.
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Nov. 20, 2020—Sysmex America has added the FDA 510(k)-cleared CellaVision DC-1 to its portfolio of
CellaVision products for low-volume hematology labs.
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Magnolia launches Mission to Zero
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December 11, 2020

November 2020—Magnolia Medical Technologies launched Mission to Zero to bring greater awareness
to patient safety and antibiotic-associated risks caused by false-positive diagnostic test results for
sepsis. Magnolia is launching the initiative by partnering with emergency departments, critical care
units, clinical laboratories, and infection prevention teams within acute care hospitals. Each team
member makes an individual pledge to participate, the company says, which allows all departments to
work in tandem to ensure the best possible patient outcomes and experience are achieved.
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