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THE NELAC INSTITUTE




OBSERVATION CHECKLIST

	AB Applicant Name:
	     

	NELAP Certificate No.:
	     

	Date Reviewed:
	     

	Reviewed By:
	     


NELAP EVALUATION OF AB ASSESSORS
Rev. 1.0 2/26/07

Based on Chapter 3 of 2003 NELAC Standards
	Region Performing Observation:
	     

	Regional Office Location (City and State):
	     

	Name of Observation Team Leader:
	     

	Team Leader Address:
	     

	Team Leader Phone Number:
	     

	Team Leader Email Address:
	     

	Names, Addresses, and Agencies of Other Team Members:
	     


	Accreditation Body:
	     

	Name of AB Program Manager:
	     

	AB Program Manager Address:
	     

	AB Program Manager Phone Number:
	     

	AB Program Manager Email Address:
	     

	Name of AB Assessment Team Leader:
	     

	Names of Additional Assessment Team Members:
	     


	Name of Laboratory Being Assessed:
	     

	Name of Laboratory Director:
	     

	Laboratory Address:
	     

	Laboratory Director Phone Number:
	     

	Laboratory Director Email Address:
	     

	Methods, Matrices, & Systems Assessed During Observation (e.g., Quality System, Drinking Water Inorganics, etc.)
	     

	Date(s) of Observed Assessment:
	     


Note: Please answer all questions from information gained during the observation. A few questions, particularly numbers 1, 2, 3, 6, and 8 related to activities performed prior to the assessment. The answers to these questions may become apparent during the observation; if not, mark them “N/A.”
	NELAP EVALUATION OF AB ASSESSORS – REV. 1.0, 2/26/07

	No.
	Standard
	Y
	N
	N/A
	Comments

	1.
	3.3.1
Is an assessment conducted every 2 years?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2.
	3.4.1
Did the AB review its records of the lab before the assessment? (Determine through assessor’s interview comments, if possible.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3.
	3.4.2
Did AB obtain and review the lab’s documents before the assessment? (Determine through assessor’s interview comments, if possible.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4.
	3.4.2.1
Did assessment team identify a number of samples or a recently completed or ongoing project and evaluate to what extent the lab’s tests are being conducted according to the NELAC standards?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.
	3.4.2.2
Did team compare lab’s reports to its data to determine that data substantiate the reports and follow the NELAC standards?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	6.
	3.4.3
Prior to the assessment, did the team determine which AB and lab records were to be reviewed? (Determine through assessor’s interview comments, if possible.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	7.
	3.4.4
Did the lead assessor provide the lab with assessment documents such as Assessment Confidentiality Notice, Conflict of Interest Form, Assessor Credentials, Attendance Sheets, Assessment Appraisal Form, etc?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	8.
	3.4.6
Did the team discuss the need for security clearances prior to the assessment?  (Determine through assessor’s interview comments, if possible.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	9.
	3.5.1
Was an adequate number of assessors assigned to perform the assessment?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	10.
	3.5.2
Was an opening conference held?  Did it discuss:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	11.
	3.5.2a
The purpose of the assessment?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	12.
	3.5.2b
The identity of the assessors?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	13.
	3.5.2c
The primary areas that will be examined?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	14.
	3.5.2d
Pertinent records and procedures to be examined and the names of lab personnel responsible for providing them?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	15.
	3.5.2e
The roles and responsibilities of key managers and staff?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	16.
	3.4.5 &
Procedures related to Confidential Business 

3.5.2f
Information?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	17.
	3.5.2g
Any special safety procedures to be observed during the assessment?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	18.
	3.5.2h
The standards to be used by the team in judging the adequacy of the lab?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	19.
	3.5.2i
The confirmation of the tentative time for the exit conference?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	20.
	3.5.2j
The assessment appraisal form to be submitted to the AB?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	21.
	3.5.2k
The discussion of any questions the lab may have about the assessment process?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	22.
	3.5.3
Did the assessment team review lab records for accuracy, completeness and the use of proper methodology, including:
	
	
	
	

	23.
	5.4.12.1.1
Internal audits and management reviews?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	24.
	5.4.12.2.1
Original observations, derived data and sufficient information to establish an audit trail; calibration data; quality control data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	25.
	5.4.12.2.5.1
Sample receipt, preservation, storage and tracking information?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	26.
	5.4.12.2.5.2
Raw data for calibrations, samples and quality control?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	27.
	5.4.12.2.5.3
Essential analytical information, including the following:
	
	
	
	

	28.
	>
Sample ID codes?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	29.
	>
Dates of analysis?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	30.
	>
Times of analysis when maximum holding time is 72 hours or less?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31.
	>
Instrument identification and operating conditions?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	32.
	>
Analysis types?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	33.
	>
Manual calculations and integrations?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	34.
	>
Operators’ initials/signatures?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	35.
	>
Sample preparation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	36.
	>
Sample analysis?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	37.
	>
Standard and reagent origin, receipt, preparation and use?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	38.
	>
Calibration criteria?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	39.
	>
Calculations?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	40
	>
Quality control protocols and assessments?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	41.
	>
Electronic data security and backups?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	42.
	>
Method performance criteria?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	43.
	5.4.12.2.5.4 
Personal qualifications and experience, demonstrations of capability for each analyst, and a log of names and signatures/initials?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	44.
	3.5.4
Did the team request the analyst(s) normally conducting test procedures being assessed to give step-by-step descriptions of exactly what is done and what equipment and supplies are used?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	45.
	3.5.5
Did the team meet with lab representatives to provide all preliminary findings, to document deficiencies with which the lab takes exception, and to inform them that an assessment report is forthcoming?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	46.
	3.6.1
Did the assessment team evaluate the following areas:
	
	
	
	

	47.
	3.6.1(a)
Organization and management?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	48.
	3.6.1(b)
Quality system?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	49.
	3.6.1(c)
Personnel?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	50.
	3.6.1(d)
Physical facilities?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	51.
	3.6.1(e)
Equipment and reference materials?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	52.
	3.6.1(f)
Measurement traceability and calibration?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	53.
	3.6.1(g)
Test methods and standard operating procedures?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	54.
	3.6.1(h)
Sample handling, sample acceptance policy and sample receipt?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	55.
	3.6.1(i)
Records?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	56.
	3.6.1(j)
Laboratory report format and contents?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	57.
	3.6.1(k)
Subcontracting of analytical samples?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	58.
	3.6.1(l)
Outside support services and supplies?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	59.
	3.6.1(m)
Complaints?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	60.
	3.6.3
Did the assessment team use standardized checklists for the on-site assessment?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


