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Clinical performance studies of In vitro diagnostic reagent—Terms and definitions
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SEMEFERF reference measurement procedure
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B /pE sponsor
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BE recruitment
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I5Z5 monitoring
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JEHHE source data
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BEE, v LU T2 Wil i AR e = @ FIvE i o
3. 41

B3 source document
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XUB& risk
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K&t risk analysis
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KUEEFEM risk evaluation
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MBEIEfL risk assessment
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Ze safety
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ffIA validation
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28 endpoint
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