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International Medical

Device Regulators Forum

GHTF: Global Harmonization Task Force
IMDRF: International Medical Device Regulators Forum
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e Device Design

* Device description and features
 Intended use

e Limitations

« \Warnings and precautions

e Components

e Reagent stability
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« Analytical Performance Characteristics
Specimen type
Accuracy of measurement
Precision of measurement
Analytical sensitivity
Analytical specificity
Measuring range of the assay
Clinical Performance Characteristics

L e o A




!DldElQ)g

[ Ol VD Of pgaxd (5 31wl of y 9 Wl oucd 4 >
s S YOT —o 93 Jol g0 3 (s

CLSI 0l Sl o jlaibow! wlul p Ol jupxd’ &8 Olodcuso owyp ®
390y )| J.d ce. 9 .b)li’f.wg CLIA

Analytical (10-15%)

Preanalytical (60-70%)

Postanalytical (15-20%)

Identified and reported

Unidentified or underreported
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