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July 7, 2025—Randox has launched the Evidence RABTA (random access biochip technology analyzer),
capable of processing up to 60 samples per hour and delivering up to 2,640 test results per hour.
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FDA approves Oncomine Dx Express as CDx for
Zegfrovy
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July 3, 2025—The FDA has approved Thermo Fisher Scientific’s Oncomine Dx Express test on the Ion
Torrent Genexus Dx integrated sequencer as an in vitro diagnostic assay for use as a companion
diagnostic for Dizal’s Zegfrovy (sunvozertinib) to identify patients with non-small cell lung cancer
harboring EGFR exon 20 insertion mutations.
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Gold Standard Diagnostics
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Gold Standard Diagnostics is a global leader in diagnostic solutions, offering automated platforms and a
comprehensive test menu across virology, bacteriology, parasitology, mycology, hormones and
autoimmune diseases. We specialize in automated RPR Syphilis testing and open platforms for ELISA
&amp; CLIA.
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FDA clears AISight Dx for primary diagnosis
written by CAP TODAY
July 7, 2025

July 1, 2025—PathAI has received 510(k) clearance from the U.S. Food and Drug Administration for its
AISight Dx digital pathology image-management system for use in primary diagnosis in clinical settings.
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FDA OK’s Datroway for EGFR-mutated NSCLC
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June 30, 2025—Datroway (datopotamab deruxtecan-dlnk) has been approved in the United States for
the treatment of adult patients with locally advanced or metastatic EGFR-mutated non-small cell lung
cancer who have received prior EGFR-directed therapy and platinum-based chemotherapy.
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Bio-Rad presents workshops, demos, more at
ADLM 2025
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June 24, 2025—Bio-Rad Laboratories will present an array of clinical diagnostic-related offerings at this
year’s Association for Diagnostics and Laboratory Medicine Clinical Lab Expo in Chicago, July 27–31.
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Werfen
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A Specialized Diagnostics leader, Werfen delivers innovative Hemostasis, Acute Care, Transfusion,
Autoimmunity, Transplant and Immunoassay solutions to Power Patient Care. Key products: ACL TOP®
Family 70 Series, HemosIL® assays, HemoHub®; GEM® Premier™ 7000
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TELCOR
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TELCOR is the proven leader of healthcare software solutions for point of care middleware and
laboratory revenue cycle management software and services. Customers today need robust, efficient
solutions to tackle laboratory and hospital challenges.
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Established in 1971, Streck provides solutions that ensure every result counts by empowering clinical
and research laboratories to reliably deliver accurate results, advance diagnostics and enable healthier,
happier lives for patients everywhere.
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Seegene Inc.
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Seegene Inc., a global leader in multiplex PCR diagnostics, introduces CURECA™, a fully automated
PCR platform offering true end-to-end automation from sample loading to result interpretation.
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