DCN:  R3-QA810.3                                                            Date:  April 1, 2011                                                                   Page 4 of  4

Attachment #6 (D), Example NELAP Evaluation Tools 

                                                                       Laboratory File Review Checklist:                                                           


NELAP Lab Records Requested:



Primary NELAP AB:

	Cty Code
	Lab ID#
	Lab Name
	City
	State
	Status
	On-Site Date
	DW
	NPW
	SCM

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


Secondary NELAP AB:  When an AB accepts the assessment of another AB, it shall have assurance that the other AB was operating in accordance with this internal standard,[V2M1, 7.5.3].   
	Cty Code
	Lab ID#
	Lab Name
	City
	State
	Status

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


ET (Evaluation Team) to Complete the following checklist for each Laboratory File reviewed:
Review a minimum of three” Laboratory Files” from the list of NELAP accredited laboratories. More files should be reviewed if significant findings warrant [TNI SOP, 6.6 Conducting the On-Site AB Evaluation-reviewing Lab files;V2M1, 5.3 (AB) Document Control, V2M1, 5.4 (AB) Records; V2M1, 7.10 (AB) Records on Labs; V2M3, 6.12 (AB) Reporting Procedures; V2M2, 7.1 (AB) Assessment of the Final (PT) Evaluation Report].
When selecting laboratory  (Conformity Assessment Body-CAB) files to review, the evaluation team will select those with varying fields of accreditation and different assessors.  The evaluation team will also include files from (I) a laboratory that has lodged a complaint, if applicable; and (ii) a laboratory that was subject to administrative action through severe quality system deficiencies if applicable.  At a minimum, the team will review the following information in each laboratory file (TNI SOP, 6.6, 6.7—bullets listed below).  The number of files reviewed by the ET, as well as the number of laboratories accredited by the AB, shall be included in the On-Site (Evaluation) Report  [TNI SOP, 6.6,  2nd bullet]. 
ET to review AB’s schedule of lab/Lab on-sites for compliance with required frequency  and as a measure of the availability of necessary program resources. 

Name/ID Number of Laboratory?_____________________

Turn Around Times:

1. Date of Application?________________(AB to perform “initial assessment in a timely manner recommended on-site < 12 months, [V2M1, 7.3  (AB self) Resource Review, V2M1, 7.7.3.b]
2.  Date of Assessment?__________________ (after “initial assessment”, “reassessments”  [V2M3, 3.7 (AB) Assessments] are to be performed at intervals of 2 years +/- 6 months [V2M3, 5.0 Frequency of (CAB) On-Site Assessments]
3. Date of Report?____________(30 day TAT, [V2M3, 6.12.2, (AB) Reporting Procedures] 
4. Date of Lab’s Corrective Action Report?_________ (30 Day TAT and limited to two such reports which plus 30 days to prepare report means 90 days or 3 months after on-site to close Date of Close out [V2M3 6.12.4]
Check Them Off   :
· Lead Assessor? [V2M3, 3.15 and 6.3.1 “formally appoint” Lead Assessor]

· Application (name, address, legal status, human and technical resources, scope of accreditation, agreement to fulfill requirements of accreditation, list of methods/procedures, quality manual, PT record)? [V2M1, 7.2 Application for Accreditation]
· Conflict of interest verification? [V2M1, 6.1.4, independence of assessors , V2M3, 6.3.2.b any link to CAB—AB assessment team impartial and non-discrimatory] 
· Checklist(s) used for laboratory audit? [V2M3,6.5(b)],
· Proficiency testing (PT) results for compliance with methodological and EPA 
program requirements out? [Lab’s CA report for unacceptable PTs, V2M2, 10.1(B) (AB) Suspension or Revocation of (Lab’s) Accreditation])
· Deficiency (On-site)  report(s): [V2M3, 6.12.8—information from AB team to AB appx.= requirements for report content]
·  Unique Id of Lab;
· team members & affiliation; lab participants;
·  objective/s of the assessment; scope;
· PT performance summary; assessment report
·  Findings reference standard [V1M2 definition of “finding”,  V2M3, 6.5(B)];
·  reports not released to the public until after CA reports from labs [V2M3, 6.12.6].
· Correspondence
· laboratory complaints, disputes and appeals if not separate collection of lab records collection [V2M1,  5.9.c Complaints;  V2M1 7.6 Appeals;  V2M3, 3.7(e) “extraordinary assessments due to complaints or changes”]. 
· Notification of AB by LAB of significant changes [V2M3, 7.0 Changes to CAB]?
· Opening and closing meeting attendance sheets?  [V2M3, 6.8 & 6. 11.1 “attendance sheet/form”]?
· Evaluation form for AB assessor (if used) submitted by laboratories? [V2M3, 6.5(c)) “Assessment Appraisal Form”]
· Lab’s Corrective Action report(s)?  [V2M3, 6.12.4]? Also,  “customarily (at note only) the CAB should address all findings within 2 responses to the AB [V2M3, 6.12.4 NOTE]
· Close out? [Not required but suggested]
Certificate if granted (logo, lab ID, address, effective and expiration dates; matrix/technology-method/analyte (“field and range), stds [V2M1, 7.5.4; 7.5.5])?
----------------------------------------------------------
Secondary Accreditations:
· What information does the AB require for 2ndary accreditations V2M1, 7.5.3 When an AB accepts the assessment of another AB, it shall have assurance that the other AB was operating in accordance with this internal standard,[V2M1, 7.5.3].   

--------------------------------------------------------

Compliance with EPA Program/Method Requirements: 

· Determined from review of PT and lab on-site report files  if EPA program requirements are met for level of detail and also for citations against the SDWA methods, NPDES Methods and/or CFR) [TNI SOP 3-102, 5.5.1] “Lead Evaluator (LE) is responsible for informing the EPA liaison of any issues which may affect EPA program,, particularly any concerns affecting the analysis of drinking water” and [TNI SOP 3-102, 6.6]  PT records to show “…compliance with methodological and EPA program requirements. 

