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Chapter 46 Lab Assessment Records Review List

All records listed on this form must be readily available for review during the VELAP assessment. These records will be reviewed spanning the period back to the previous assessment date.

This Records Review List may be a helpful tool for an internal audit of the laboratory’s quality system by reviewing records spanning the period back to the previous internal audit.  Each reference to the TNI Standard should be reviewed and then the associated record(s) evaluated to determine if the records meet the specified requirement(s).  Note that annual internal audits also must review test methods performed by the laboratory.
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	Line #
	2016 TNI Reference
	Record Type
	Comment/Notes

	
	1 
	V1M2

4.2.8.4.e
	Current laboratory organizational chart
	

	
	2 
	V1M2

4.13.3.f.xix
	Signature/ initial log for all individuals responsible for signing or initialing laboratory records
	

	
	3 
	V1M2

4.13.3.f.xvii
	Proficiency Test sample results (raw data, reports, corrective action for failed PTs)
	

	
	4 
	V1M2 5.2.5
	Personnel qualifications, experience and training records
	

	
	5 
	V1M2 4.2.8.3
V1M2 4.2.8.4
	Current laboratory Quality Manual, meeting specified requirements; documented review by all staff
	

	
	6 
	V1M2 4.2.8.5
	All SOPs for compliance testing, as well as SOPs which address Quality System topics, with appropriate document control
	

	
	7 
	V1M2 5.4
	Initial method validation studies for new methods added since last VELAP assessment
	

	
	8 
	V1M4 1.5.2
	LOD (Limit of Detection) and LOQ (Limit of Quantitation) raw data, as applicable, and established LOD/LOQ for all analytes; quarterly data collection; all applicable analytes/methods
	

	
	9 
	V1M2 4.13.3.f.xviii;

V1M3, V1M4, V1M5, V1M6, and V1M7 1.6
	Demonstrations of capability (DOCs):  all initial DOCs and ongoing DOCs performed since previous VELAP assessment
	

	
	10 
	V1M2 5.9.1
	Records (such as control charts) for monitoring QC data to detect trends, for all applicable QC parameters, all methods; associated corrective action records
	

	
	11 
	V1M2 5.8.7.3
	Sample receipt records/ log(s)
	

	
	12 
	V1M2 4.14
	Internal audits (last two years)
	

	
	13 
	V1M2 4.13.2.1
	Temperature records demonstrating that original and corrected temperature have been recorded in a manner that allows verification of the application of any required correction factor, or indicates no correction factor was needed; temperature records are traceable to the thermometer used and the calibration of the thermometer used
	

	
	14 
	V1M2

4.13.3.f.xv
	Software documentation and verification, software and hardware audits, records of changes to automated data entries
	

	
	15 
	V1M2 4.15
	Management review (last two years)
	

	
	16 
	V1M2 4.13.3.f.xix
	Corrective action reports (last two years)
	

	
	17 
	V1M2 4.8
	Complaints (last two years)
	

	
	18 
	V1M2 4.5.4
	Subcontractor register/records
	

	
	19 
	V1M2 4.13.2.1
	Client report(s) for method/ matrix for which accreditation is sought
Specify FOA(s)/ date range of reports:

___________________________________________
___________________________________________

___________________________________________

___________________________________________

___________________________________________
___________________________________________
___________________________________________
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 Additional Comments / Notes:
Document #:6976
Revision: 5
Date Published: 03/30/23
Issuing Authority: Group Manager

Page 1 of 3      

Title: Chapter 46 Lab Assessment Records Review List
Document #:6976
Revision: 5
Date Published: 03/30/23
Issuing Authority: Group Manager

Page 3 of 3      


