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ISSC Method Application Format for Biotoxin Methods Matrix Extension

Method Overview

Method Title:

Method Submitter(s) and Contact Information:

Intended or Target Use:

Rationale for this Method in the NSSP:

Method Principle/Basis:

Target Matrix/Matrices:

Target Toxin(s):

Existing Certification(s) of the Method:

Equipment Required:

Reagents Required:

Proprietary Aspects:

Safety Requirements:

Method Cost:

Sample Throughput:
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Validation Data

1. Recovery:

2. Repeatability:

3. Linear Range, Limit of Detection, and Limit of Quantitation:



______________________________________________________________________________________________________ 
LC Matrix Extension for Biotoxin Submission (06/05/2019)        Page 3 of 3 

4. Measurement Uncertainty

5. Comparability:

Additional Information

References

Standard Operating Procedure (SOP)

Laboratory Evaluation Checklist

Overview of Quality Systems
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LR, LOD, 

LOQ 

Matrix Extension Guidelines 

5 sample trials: 

5 spike levels, triplicate analyses 

one blank, single analysis 

(total of 80 analyses) 

Recovery 
Measurement Uncertainty 

Data from 1 spike and blank. Need 10 

additional samples. 

additional 20 analvses 

Data from 3 spikes and 

blank. Single analysis. 

Comparability: 20 samples of naturally 

incurred target. Analyzed by test and 

reference methods. 

Repeatability 
Data from 3 spikes 

and blank. 


	matrix extension
	19-302 Matrix Extension Proposal Biotoxin Supporting Document S.pdf
	19-302 Matrix Extension Flow Chart Supporting Document Submissi.pdf

	19-302 Matrix Extensio..

