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1. Purposes:

2. Scope / Field of Application:

3. Definitions and Acronyms:

4. Responsibility:

5. Specimen:

6. Patient Prep:

6.1. Type:

6.2. Handling Conditions:

7. Equipment and Materials Required:

7.1. Equipment:

7.2. Materials:

7.3. Preparation:

7.4. Performance Parameters:

8. Storage Requirements:

8.1. Container:

8.2. Temperature:

8.3. Stability:

8.4. Labeling:

9. Calibration:

9.1. Standard Prep:

9.2. List of Standards Used:

9.3. Directions for Preparation:

9.4. Special Instructions:

9.5. Degree of Accuracy:

9.6. Storage Requirements:

9.6.1. Container:

9.6.2. Temperature:

9.6.3. Stability:

9.6.4. Labeling:
9.7. Calibration Procedure:

10. Quality Control:

10.1. Materials:

10.2. Instructions:

10.3. Frequency:

10.4. Acceptable Limits:

10.5. Corrective Action:

11. Procedure:

11.1. Accessioning:

11.2. Sample Preparation:

11.3. Centrifugation:

11.4. Criteria for rejection of samples:

11.5. Detailed Stepwise Procedure:

11.6. Glassware:

11.7. Measurements from instruments:

12. Safety

13. Calculations:

13.1. Instructions:

13.2. Equations:

13.3. Computer Validation Protocol:

13.4. Examples

14. Reporting Results:

14.1. Reference intervals:

14.2. Range Values:

14.3. Demographic Values:

14.4. Confidence Limits:

14.5. Procedure for Abnormal Results:

14.6. Reporting format:

15. Documentation:

16. Procedural Notes:

16.1. Reason for Special Precaution:

16.2. Possible sources of errors:

16.3. Helpful hints:

16.4. Clinical situations that may influence test:

16.5. Clinical applications:

16.6. Turn around time:

17. Limitations of Procedure

17.1. Reportable range:

17.2. Interfering Substances:

18. Reference Procedures:

19. References:

19.1. Manufacturer Product Literature:

19.2. Textbooks:

19.3. Standard Publications:

19.4. Written Personal Communications:

19.5. Research:

20. Revision History:

21. Appendix

21.1. Manufacturer Product Instructions:

21.2. Flow Diagrams

21.3. Card Indexing
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