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AOAC TRAINING COURSE
Single Laboratory Validation of
Analytical Methods for Dietary Supplements

COURSE SCHEDULE

l. Introduction and Overview
a. Terms and definitions
1. Method of analysis
2. Performance Characteristics
3. Validation

1. Single-Laboratory Validation Work
a. Overview
b. Method Scope and Applicability
Risk Factors
Identifying the Analytes
Reference Standards
Matrices
Dosage Forms
. Concentration Ranges
c. Method Optimization
d. Preparing for a Method Validation Study
Resources
Personnel
Reference Materials
Samples
Equipment/Instrumentation
Reagents/Supplies
Time
Money
. Writing the Method
10.SOPs
11.Method Validation Protocol
12.Method Optimization
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V1.

Performance Characteristics

a. Selectivity

b. Calibration
1. External Standard Method
2. Internal Standard Method
3. Standard Addition Method

c. Reliability Characteristics
1. Accuracy
2. Repeatability Precision (s;, RSD;)
1. Measurement Uncertainty

3. Ruggedness Trials
4. Limit of Determination
a. Limit of Detection
b. Limit of Quantitation
5. Reporting low-level values

Reports

Title

Applicability (Scope)
Principle

Reagents

Apparatus
Calibration
Procedure
Calculation

Controls

Results of Validation

U@ Moo o

Examples
a. Prepared examples
b. In-class examples

Course Review, Questions, and Open Discussion
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