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4.2 Routine operation  

Describe steps to be followed for each sample.  
4.2.1 Revising procedures 

It may sometimes be necessary to revise an existing SOP for any of several reasons; 
modifications to an instrument or software, assessments or audits indicate an actual or potential 
problem.  The procedure for making the revisions is the same as for preparing a new SOP, except 
that a new SOP number is not needed.  The SOP revision number and effective date are changed.  
Also, the preparer must add a comment to the change documentation section of the SOP to state 
the date and brief reason or change for the revision. 

At any time that laboratory procedures are changed from what appears in the approved, 
current SOP the SOP must be amended as expeditiously as possible, not to exceed 5 days. Any 
deviations from the SOP in the interim period before the SOP is revised must be documented.  

Review and approval are the same as for a new SOP.  However, when the revised SOP 
becomes effective, all hardcopies must be clearly marked as outdated and removed from working 
areas.  The electronic versions of the old SOP revision are moved to the old folder and old is 
added to its title, as below: 

SOPSOP_6-013_r0_07/07_OLD.doc  
4.3 Follow-up or shut-down 

Describe how to shot down the instrument after analyses have been performed.  Not 
applicable to this procedure. 
4.4 Checklists 

Summarize procedure in one sentence steps that don’t include all of the detail described 
above.  Not applicable to this procedure. 

5. QUANTIFICATION 
5.1 Calibration procedures 

Explain how calibrations are carried out.  Not applicable to this procedure 
5.2 Calculations (including background subtraction, interference corrections, and 

precision calculations) 
Provide formulae and instructions for relating instrument output.  Not applicable to this 

procedure.  

6.  QUALITY CONTROL 
6.1 Performance testing 

Describe frequency of blanks and standards) 
6.2 Reproducibility testing 

Describe selection, analysis schedule, and frequency of replicates. 
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6.3 Control charts, tolerances, and actions to be taken 

Describe how control charts are to be kept, when deviations of blanks and replicates are 
too large, and what should be done.  Not applicable to this procedure. 
6.4 Flags for non-standard procedures 

Include a table of data validation flags that indicate potentially suspect data.  Not 
applicable to this procedure. 

7. QUALITY AUDITING 
Specify auditing or interlaboratory schedules and refer to specific procedures, if 

applicable.  Not applicable to this procedure. 

8.  REFERENCES 
Cite relevant references for the above categories.  Not applicable to this procedure. 

9. CHANGE DOCUMENTATION 
Tabulate dates and revision numbers for prior procedures. 
01/28/20 Added requirement for the SOP amendment to be created within 5 days when 

any laboratory procedures is changed from what is prescribed in the current SOP. 
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