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Attachment #6  (A) Example NELAP Evaluation Tools:

On-Site Laboratory Accreditation Program Review Agenda
Date /  /  :
9-9:30 AM, Opening Meeting, [Evaluation Team (ET) and all interested AB Personnel]. To include introductions, purpose, scope and logistics/agenda.  
9:30- Noon, Records Review, [ET, Program Manager/s and/or available for any needed clarification].  To include NELAP laboratory file review (a listing of the specific laboratory files was provided by ET on ??/??/??), assessor training records, results of internal assessments/reviews, completed laboratory evaluation forms and any records of complaints/disputes/appeals are to be provided.
Noon-1PM, Lunch, [Evaluation Team internal discussions to continue].
1-3 PM, Discussion Session,  [ET, AB Manager/s], To go over issues and questions from the Technical Review/Compliance Checklist. 

3-4 PM, Discussion Session, [ET, AB Manager/s].  To go over AB’s quality system documents and findings/suggestions from last on-site.  If time allows, this session will include additional file review.

4-4:30 PM, End of Day Recap, [Evaluation Team only].  Team sharing and coordination. 

Date /  /  :
8:30-9 AM, Status Update, [ET, AB Management].  To include any schedule adjustments.
9-9:30 AM, AB Managers Interviews, [ET, (AB Management]. 
 To discuss, resource, workload, turnover, training, internal audits.
9:30-Noon,  CO Interviews [ET, AB COs)]. To determine knowledge of AB’s NELAP program and the NELAP/TNI standards. If time allows, this session will include additional file review.

Noon-1 PM, Lunch, [ET internal discussions to continue].
1-2 PM, Closing Loose Ends, [ET, AB Manager/s].  Evaluation Team to gathering any final information from AB managers or from files.

2-3 PM, Final Work, [ET].   ET working to compile information for closing session.
3-4 PM, Closing Session, [Evaluation Team (ET), AB Management COs and all interested AB staff]. To discuss all noted deficiencies.   See notes below
============================
For AB’s with Dual Program : Non-NELAP SDWA Accreditations

Date /  /  :

8-10 AM, Records Review, [Regional Members of ET and State’s Certification Manager/s and/or available for any needed clarification].  To include Non-NELAP SDWA laboratory accreditation file review (a listing of the specific laboratory files will be provided before COB on last day of NELAP evaluation above), assessor training records, results of internal assessments/reviews, completed laboratory evaluation forms and any records of complaints/disputes/appeals are to be provided.

10-11 AM, Interviews, [State’s Certification Manager/s and any assessors dedicated to Non-NELAP SDWA accreditations]
11-Noon, [Regional Members of ET , AB Management COs and all interested staff]. To discuss any noted deficiencies. 
ET Notes for Opening Meeting:

1.  Distribute Agenda and Sign-in Sheet.

2.  Introductions of Evaluation Team personnel on the team: 


a. Lead Evaluator 


b. State & EPA team members 


c. Observer: Paul Ellingson, the NELAP Accreditation Council’s QAO 
3.  Introduction of AB’s Representatives.
4.  Purpose of this on-site assessment: 


a. To verify compliance with 2009 TNI Standards and implementation of  AB’s 
procedures.

b. Determine the accuracy of the documents and information submitted by the AB 
(application for renewal, the management system documents and the AB’s responses in the 
compliance checklists).

c. Follow-up and close out any remaining question or issues from the technical review.

5.  No Conflicts of Interest: All ET personnel have signed forms, and LE has copies on file. 

6.  Agenda:  Go over the tentative schedule of activities and make any necessary adjustments. 

As the on-site progresses, any necessary changes in the schedule will be relayed to the AB management.

7.  Logistics (Determine):
· Security IDs, restrictions: Determine if AB has any restrictions on where team can go within the facility. 
· Workspace/s for ET to review material, conduct interviews, compile observation, etc.
8.  Briefly discuss next steps:

· closing meeting,

·  schedule for observation(s) of AB laboratory assessments;

· evaluation report and lab’s response(s), and recommendation to NELAP Accreditation Council. 
9. Questions:  Ask if laboratory personnel have any questions before beginning the evaluation. 

ET Notes for Closing Meeting:
1. Attendance:  Verify with AB all managers & staff that should be present are present. 

2. Introductions (if needed for personnel not at opening meeting.) 

3. Thank staff for their cooperation and assistance. 

4. Define a “finding” (contrary to TNI standards/NELAP Accreditation Council (NAC) Policies/AB’s management system) and present: 


a. Summarize preliminary findings from interviews, record reviews, etc. 


b. Summarize any unresolved items that may require input from the 


c. Summarize open items from the technical review (questions/issues), that were 
satisfactorily answered during the on-site. 


d.  As time allows, summarize suggestions for improvement of the AB’s management 
system/operations that 
are not findings. 

5. Discuss list of “next steps” with due dates. 


a. If laboratory observation(s) has not yet been completed, set date(s) and location(s) and 
identify who will do them. 

b. Set due date for LE to submit final report to AB – 30 days after on-site or lab observation, 
whichever occurs last. 


c. State deadline for AB to submit corrective action report (CAR) to LE – 30 days after 
receipt of final report. 


d. Evaluation team’s response to CAR – 30 days after receipt of CAR. 


e. AB’s submittal of revised CAR (if necessary) – 30 days after ET’s response to original 
CAR. Make sure AB knows that the revised CAR must be satisfactory. 


f. ET’s recommendation to NAC for recognition (renewal) or denial (revocation). 


g. NELAP Accreditation Council’s issuance of certificate (or notification of denial. 

6. Make certain that ET and AB have all necessary contact information for each party and understand importance of keeping on schedule. 

7. Adjourn. 
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