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Section 1. Scope 

1.1  

 

 

1.5  

Added reference to microbial and tissue disposal to bring microbiology on more 

equal footing 

 

Section 3. Terms and Definitions 

Removed references to document dates to minimize future updates 
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4.1 Organization 

4.1.5 

(b) Removed requirement for annual attestation of commitment to avoiding 

conflict-of-interest in exchange for predetermined schedule. 

(e) Removed prescriptive requirement for organizational chart in exchange for 

organizational description that could include charts. 

4.1.6 

New note 

 

 

4.6 Purchasing Services and Supplies 

4.6.2 
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4.8 Complaints 

New requirement: 

 

 

 

4.9 Control of Nonconforming Testing and/or Calibration Work 

New note for dietary supplement and pharmaceutical work. 
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4.13 Control of Records 

4.13.1 General 

4.13.1.1 

New Requirement: Labs must establish minimum record maintenance and 
security requirements. 

4.13.2 Technical Records 

4.13.2.1 

New Requirement: Added (n) to require audit trail for proficiency test results 

 

5.2 Personnel 

5.2.1 

Minor edits throughout for clarity and to remove extraneous verbiage. 

New Requirement: 3rd paragraph adds explicit requirement to verify effectiveness 
of training. 

New Requirement: Clear records when training on portions of procedures. 
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5.2 Personnel (continued) 

5.2.2 

Moved content from 4.2.2 about regular training on roles and responsibilities 

within the management system and its maintenance. 

 

5.3 Accommodation and Environmental Conditions 

5.3.2 

2010 Guidelines contained no guidance in this section. 

Moved content from 5.4.1 on the topic of reagent grades to this more appropriate 

section and edited text for clarity. 

New Requirement: Environmental monitoring for microbiology labs consistent 

with industry standards. 

5.3.3 

Minor edits 
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5.3 Accommodation and Environmental Conditions (continued) 

5.3.5 

New Requirement: Documented cleaning and sanitization schedules for lab 

areas and equipment with performance recorded. 

Discussion on consideration for sterile supplies in microbiology labs. 

 

5.4 Test and Calibration Methods and Method Validation 

5.4.1 General 

Discussion moved to 5.3.2. 

5.4.2 Selection of Methods 

New Requirement: Must confirm performance of standard methods before use on 

routine samples (i.e., cannot verify concurrent to running client samples). 

5.4.5 Validation of Methods 

Two notes added to provide guidance on validation with published references. 
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5.4 Test and Calibration Methods and Method Validation (continued) 

5.4.5 Validation of Methods (continued) 

5.4.5.3 

Note edited to allow use of well characterized, homogenous, stable samples such 

as proficiency samples for accuracy - rather than just mentioning reference 

standards and spiking. 

Removed discussion of use of incurred samples 

Moved comment about estimating measurement uncertainty to 5.4.6. 

5.4.6 Estimation of Measurement of Uncertainty 

5.4.6.3 

New Requirement: Identification of components of uncertainty. 

Corrected and provided additional references to help labs calculate estimations. 

Gives categories of uncertainty 
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5.5 Equipment 

New Requirements: Explicitly requires records for any calibrations, verifications, 

service, and maintenance.  Discusses requirements around performance checks.  

Requires plans or procedures for calibration and verification of equipment in Appendix A, 

Table 1. 

5.6 Measurement Traceability 

Guidance added on how to establish measurement traceability.  Indicated traceability 

may not be required for equipment/instruments with insignificant contributions. 

5.6.3.1 Reference Standards 

Minor edits for clarity. 

5.6.3.2 Reference Materials 

Changed “chemical Reference Material” to “Reference Material”.  Added reference 

to assist labs. 
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5.5 Sampling 

Minor edits for clarity 

 

5.8 Handling of Test and Calibration Items 

5.8.4 

New Requirement: 
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5.9 Ensuring the Quality of Test Results 

5.9.1 

Section reorganized into two major categories: 

 

 

 

 

 

 

New Requirement: 
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5.9 Ensuring the Quality of Test Results (continued) 

5.9.1 

Section now clearly defines options for PT and adds option 
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5.9 Ensuring the Quality of Test Results (continued) 

5.9.2 

Acceptability criteria moved from 5.9.1 

 

 

 

 

 

Specific ratings for PT results removed. 

Note added. 

 

 

5.10 Reporting the Results 

Edited for clarity 
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From old Appendix B 

Table 1
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Table 1

NEW 
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Table 1

NEW Names 
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Table 1
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Table 1
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Appendix B: Microbiology 

2. Media 

2.1 Dehydrated Media Requirements and Records 

2.1.1 New Requirement: Lot evaluated for suitability before use 

2.1.3 Clarifies records to be kept 

4. Sterilization 

Autoclave verification requirements moved to Table 1 

Sections 5 and 6 deleted 

Too specific and covered by general sections. 

. 
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Appendix C: Chemistry NEW 
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Appendix D: Pharmaceutical Analysis and Legal Standards 

Moved from C to D, but no edits 

Appendix E: Legal Samples NEW 
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