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Attachment #6 (H)  Example NELAP Evaluation Tools:  

General Records Management & PT & Training Records Checklist:

[Information in brackets is from the 2009 TNI/NELAP standards unless specified]

1.  General: 

[V2 M1, 5.4]:  records policies and procedures including indexing, accessing, retention, identification, maintenance to be part of the AB’s quality system.  NOTE:  5.4 reads that @ AB decides how long they keep records, i.e., “consistent with its contractual and legal obligations”.
a. What is the record system and where is it described?

b.  What records are stored as hardcopy and which are electronic on the LAN. 

c. How are records protected, backed up and archived?

d. What is retained? 

e. How long is information retained ?

f. Who is responsible? 

g.  Are records/files checked for completeness?  By whom?  When?

2.  Responsibilies, Authorities and More Details on Document Control System:
V2M1:  4.2.4 (responsibilities);  4.2.8 (lines of authority and responsibilities);  4.5.2 (financial records); 4.6.2 (guidance documents); 5.2.1 (documented policies and procedures); 5.2.2 (procedures documented and these documents accessible); 5.3a-g (document control system including review, approval, revision and versions identified, identification of obsolete ); 5.4.2 (record retention period consistent law); 5.9 (records of complaints); 6.4.1 & 6.4.2 (records of qualifications, training, experience all personnel); 7.1.2 (publically available information on fees and accreditation process, documented requirements for accreditation, description of lab’s rights and obligation ); 7.2.2 (information provided by lab prior to assessment including records of labs work/scope, list of method, quality manual); 7.4.3 (list of AB’s sub-contractors); and  7.6.2.e (records of appeals). 
3. PTs:

AB to required participation in PT program meeting requirements of the standards:  [V2M2, 4.1.1 (review final evaluation PT reports necessary for initial and on-going accreditation retained) V2M2, 5.1.1-5.1.4  (records of at least two successful PTs per FoPT prior to application  6– 8 months prior to application and at least 15 calendar days between analysis of successive PT samples);  V2M1, 7.11.1 (AB to have records of lab’s PT performance);  SOP 3-102, 6.6 (AB’s laboratory files must include PT records showing compliance with the standard and EPA Program Requirements );V2M2, 5.2.1.9 (AB must have PT tracking procedures to assure 2 successful PT/year per FoPT at least 5 months apart, but no longer than 7 months apart.  If PTs are for corrective action they must be at least 15 days apart)].
a.  What is the process for tracking Lab’s PT performance?

b.  Where is this described?

c.  Who keeps the records?

d.  How long are they kept?

[NOTE:  V2M1, 5.4 reads that @ AB gets to decide how long they have to keep records but this needs to be documented.], 
e.  What happens when a lab has unacceptable results?

f.  What happens if a lab has unacceptable PTs for a given method and analyte two times in a row and how will this be detected and documented [V2 M2, 10.0 “Suspension or Revocation” (results from failure of two PTs in a row and/or no PT corrective action report within 30 days—AB would need a record of performance tracking and CA reports)]. 
g. How will supplemental studies be recorded?

[V2M2, 3.16 (definition supplemental studies are not distinguished from other initial and continuing studies except that opening date is date shipped by PT provider and closing date is the date reported by the lab. Also as for fixed schedule studies, there must be at least 15 calendar days from closing date of one study and shipping date of another study per V2M2, 5.2.1].
h.  Are the requirements for drinking water PTs (WS) treated in any special way?

[V2M2, 3.3, Field of Proficiency Testing: technology/analyte/analyte group.  Also, SOP 3-102, Section 6.6 and 5.5.1 and 6.7.4, special emphasis on EPA program/SDWA regulation and assuring they are met].
4.  Training Records: 

 a.  Do the training records for AB employees include the required information?  Are they up-to-date/accurate?

[V2M1, 6.1.1 (education, training, technical skills of personnel); V2M1, 6.4.2 (up to date records of assessor position, work experience, training, competence and results of their “regular monitoring”); V2M3, 4.2 (assessors education and training requirements for selecting and approval); V2M3, 4.3 (assessor position, work experience, training—redundant with V2M1 as listed above for personnel:  position held; education, work experience, relevant training, experience in lab assessments, data of most recent updating of record, etc.; V2M1, 6.3.1 (monitoring assessor performance);  V2M1, 6.4.1 (records of training and qualification of all personnel up to date); V2M3, 4.2.4 (assessors passing score on written examination on quality systems and technologies the assessor will review); V2M3, 4.2.7 (training on the accreditation process); V2M3, 4.3.2 (signed qualification statements); V2 M1, 6.2.1 (initial and on-going training for all personnel); V2M1, 6.2.2 (selecting, training and formally approving assessors); 
V2M1, 6.2.3 (identify specific scope of competence and expertise); V2M1, 6.2.4 (assessors able to communicate effective orally and in writing)].
b. On-the-job training required before unsupervised training [V2M3,  4.2.5 (if documented previous assessment experience one observed assessment required otherwise 2 supervised assessments)]. 

Note:  Complete list of AB personnel from application on next page of this checklist prior to the on-site evaluation of the AB.

c.  Are the AB’s personnel and training records consistent with the assessors and the program manager listed on the application? [SOP 3-102, 6.2 & 6.3 (initial or renewal AB application process); Application Completeness Checklist Item #8].   
Documentation  (from Application Section 7) :

	Assessor
	Education 1
	Experience 2
	Initial Training3
Y/N
	On-Going  Training4
Y/N
	Areas of Expertise
	Technical Training Course5
Y/N
	1 initial (experienced) or 2 initial (non-experienced new assessors) supervised assessments6
Y/N
	Formal

Approval  of 

Assessors7

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Additional Notes:

1Education? [V2M1, 6.1.1, 6.4.2; V2M3, 4.2.3, 4.3.1, 4.3.2, (Module 1: for AB personnel in general, education necessary  must be defined by AB and records retained;  Module 3: Assessor must have Bachelor’s degree in a scientific discipline or have commensurate experience acquired by having performed verified assessments of environmental labs. 
2Experience? [V2M1, 6.4.1, 6.4.2; V2,M3, 4.2.1, 4.2.3, 4.2.4, 4.2.5, 4.3.1 assessors are to be experienced professionals and have participated in at least 1 on-site assessment under the supervision for experience assessors and 2 supervised assessments for new assessors without experience ; V2M1, 6.4.1; V2,M3, 4.2.3, 4.2.4, 4.2.7, 4.3.1 Assessors must be familiar with legal regulations, accreditation procedures, accreditation requirements; assessment methods and documents and records defined inV2M3, 4.2.7 and V2M3, 6.9 lists original observations and sufficient detail to assess uncertainty and repeat the original conditions—ID of analysts and mistakes corrected with single line).  Assessors are to have knowledgeable of data reporting and data reduction V2M3, 4.2.3, 4.2.4 Assessors are to have a working knowledge of the specific tests or types of tests V2M3, 4.2.4, 4.2.7(f)  Assessors must be able to communicate orally and in writing].

3Initial Training Course [V2M3, 4.2.1(b) initial for each AB activity must be defined by AB,  V2M1, 6.2.1, 6.2.4, 4.6.3; V2M3, 4.2.1, 4.2.7(f);  training must include NELAP basic training course and V2M3, 4.2.4 attain a passing score on the written examination for the course]. 

4On-Going training? [V2M3, 4.2.1(b) on-going training for each AB activity must be defined by AB [V2M1, 6.2.1]. 

5Technical Training?  [V2M3, 4.2.4] Written examination of courses approved by AB on quality systems & all technologies the assessor will review. 
6 Supervised Assesssments? A beginning assessor with no experience should do at least 2 assessments under the supervision of a qualified assessor  and an assessor with some experience should have 1 supervised inspection[V2 M3, 4.2.5]

7Formal Approval [V2M3, 4.2.2  (AB must establishe procedures for formal approval of assessors & experts)].


