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U.S. Food and Drug Administration : Guidance Document for 510(k) Submissions for
Coagulation Instruments (2003)

CLSI EP5-A2 Evaluation of Precision Performance of Quantitative Measurement
Methods; Approved Guideline - Second Edition (2004)

CLSI EP7-A2 Interference Testing in Clinical Chemistry; Approved Guideline-
Second Edition (2005)

CLSI EP6-A Evaluation of the linearity of quantitative measurement procedures: A
statistical Approach; Approved Guideline (2003)

IEC 60601-1:2005 Ed.3 Medical electrical equipment. General requirements for basic
safety and essential performance

IEC 61010-1:2010 Ed.3 Safety requirements for electrical equipment for
measurement, control, and laboratory use - Part 1: General requirements

IEC 61010-2-101:2002 Safety requirements for electrical equipment for measurement,
control, and laboratory use - Part 2-101: Particular requirements for in vitro
diagnostic (VD) medical equipment

IEC 60601-1-2:2007 Ed.3 Medical electrical equipment - Part 1-2: General
requirements for basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests

IEC 61326-1:2005 Electrical equipment for measurement, control and laboratory use
- EMC requirements - Part 1: General requirements

IEC 61326-2-6:2005 Electrical equipment for measurement, control and laboratory
use - EMC requirements - Part 2-6: Particular requirements - In vitro diagnostic (IVD)
medical equipment

US FDA Guidance for the Content of Premarket Submissions for Software Contained
in Medical Devices (2005)

IEC 62304:2006 Medical device software -- Software life cycle processes

CLSI EP9-A2 Method Comparison and Bias Estimation Using Patient Samples;
Approved Guideline (2002)



