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1. Identification of test method

Indicate the title of the method or alternative names for the method as used by the laboratory or found in the laboratory records.

2. Applicable matrix or matrices

List the applicable matrix for the method. Review the 1VAC30-45, 1VAC30-46,  or NELAC definitions of matrix, specifically the quality system matrix section, for defining the matrix.

3. Method detection limit

List the method detection limit or reference the location where this information is found.  Also include the quantitation limit listing for each analyte or define the relationship between the MDL and QL to allow personnel to determine these and document in the record or report format rather than the SOP.  Define the location of the information if referenced and not presented in the SOP.

4. Scope and application, including components to be analyzed

This section outlines the purpose, range, limitations, and intended use of the method and identifies the analytes or compounds measured with the method.

5. Summary of the test method

This section provides an overview of the method procedure and quality assurance.

6. Definitions

This section includes definitions of terms, acronyms, and abbreviations used in the method. If preferred, definitions may be provided in a glossary at the end of the method or quality manual. In this case, the definitions section appears in the method, with a notation that definitions are provided in a glossary in the specified location.  

7. Interferences

This section identifies known or potential interferences that may occur during use of the method, and describes ways to reduce or eliminate interferences. If there are no interferences as part of the test method, then state “No interferences known or identified for this method.”  Do not leave this section blank.  Do not remove the section.

8. Safety

This section describes special precautions needed to ensure personnel safety during the performance of the method.  Procedures described here should be limited to those which are above and beyond good laboratory practices.  The section contains information regarding specific toxicity of analytes or reagents.

9. Equipment and supplies

This section lists and describes all non-consumable supplies and equipment needed to perform the method.

10. Reagents and standards

This section lists and describes all reagents and standards required to perform the method and provides preparation instructions and/or suggested suppliers as appropriate.  Indicate the quality of the reagents and standards.  This section is used to ensure the purchase of the appropriate quality of materials.

11. Sample collection, preservation, shipment and storage

This section provides requirements and instructions for collecting, preserving, shipping, and storing samples.

12. Quality control

This section cites the procedures and analyses required to fully document the quality of data generated by the method.  The required components of the laboratory's quality assurance (QA) program and specific quality control (QC) analyses are described in this section.  For each QC analysis, the complete analytical procedure, the frequency of required analyses, and interpretation of results are specified.

Note: Some test methods may contain specific QC elements and may specify QC acceptance criteria for each of those elements.

13. Calibration and standardization

This section describes the method/instrument calibration and standardization process, and required calibration verification.  Corrective actions are described for cases when performance specifications are not met.
14. Procedure

This section describes the sample processing and instrumental analysis steps of the method, and it provides detailed instructions to analysts.

15. Calculations

This section provides instructions for analyzing data, and equations and definitions of constants used to calculate final sample analysis results.

16. Method performance

This section provides method performance criteria for the method, including precision/bias statements regarding detection limits and source and/or  limitations of data produced using the method.  This section provides the information for the analyst or data reviewer to ensure the method is being performed consistently with a defined and measured performance specification.

17. Pollution prevention

This section describes aspects of the method that minimize or prevent pollution known to be or potentially attributable to the method.  Reference may be made to a separate document where this is located, if found in a waste management or other document.

18. Data assessment and acceptance criteria for quality control measures

This section defines the specific quality control acceptance criteria for the method.  This may be presented in a table or other format.  Describe how the data is assessed, who is responsible, and the documentation required.  If the information is referenced in another SOP or document, place the reference here.

19. Corrective actions for out of control data

Describe some possible solutions for correcting the problem to ensure the data is returned to control or the person to contact if the method is out of control. Possible maintenance options to try before running samples may be placed in this section.

20. Contingencies for handling out of control or unacceptable data

Describe how to handle the data when it is not acceptable, such as the process for reporting and qualifying (or flagging) data.
21. Waste management

This section describes minimization and proper disposal of waste and samples. Refer to the document where this is located, if found in a waste management or other document.
22. References

This section lists references for source documents and publications that contain ancillary information.  Note: Each SOP should be a free-standing document, providing all information necessary for the method user to perform the method. 
23. Any tables, diagrams, flowcharts, and validation data

This section contains all method tables and figures (diagrams and flowcharts), and may contain or reference the location of method validation data.  

ADDITIONAL NOTES:

In accordance with the requirement to produce unequivocal, accurate records that document all laboratory activities (1VAC30-45-630, NELAC 2003 5.4.12), changes to SOPs should be documented with a Change Log that accompanies the current version and captures the timeline and content of changes.  A sample format is below:
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