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The NELAC Institute (TNI) Quality Systems Expert Committee 

Meeting Minutes  

 
The Quality Systems Expert Committee of The NELAC Institute (TNI) met on June 14, 2010 at 1:00 
PM EST by conference call. The agenda is attached as appendix A, action items are listed in 
Appendix B and the attendees listed in Appendix C. 

Silky introduced the newest member of the committee, Eugene Klesta, who briefly outlined his 
experience and expertise.    She then announced that the request for interpretations 112, 115, and 
116 were complete and forwarded back to Illona.  She asked again if anyone had any suggested 
revisions to ISO 17025 and requested that any suggestions be forwarded to Carl Kircher and her as 
soon as possible. 

The Action Items were reviewed.  All were completed with the exception of items 3, 4 and item 9.  
Items 3 and 4 are ongoing, as the committee has not yet identified an EPA representative.  Fred was 
not present to report on any suggested changes to 17025.   

The committee began work on the request for interpretation 119, 120, 122, and 123. 

Item 119 is identical to the previous item 112, and the identical response was added.  The 
committee agreed that this was appropriate. 

Item 120 is an interpretation that must be asked to the state regulatory agency.  The response 
as worded, was accepted by the committee. 

Item 122 resulted in a lively discussion as to what an appropriate matrix would be.  The 
committee felt that a Demonstration of Capability (DOC) should be based on the 
preparation/cleanup/determinative method for the type of biological tissue.  As an example, if the 
same combination was used for both fish and shellfish, only one DOC would be required. 

The batch QC, however must use a CRM/QC sample that is similar to the tissue matrix.  In the 
example above, the batch QC for fish would be different from the batch QC for shellfish. 

Eugene will draft a response to be circulated to the committee members. 

Item 123 refers to items in the PT chapters.  The question was forwarded back to Illona for 
appropriate routing. 

Item 125 resulted in some discussion.  However, the committee unanimously agreed that the 
laboratory must obtain Certificates of Analysis when available for all chemicals, standards, reagents, 
media and reference materials.  The committee emphasized that the laboratory may need to request 
such information from the manufacturer, and agreed that copies (paper or electronic) must be retained 
by the laboratory. 

Item 126 is a question that the laboratory must have answered by the client or the regulatory 
authority.  The committee agreed on the written response.  The committee agreed that the datum 
must be flagged or identified in some way to indicate that the value was outside the calibration range. 
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Once a proposed revision to Item 122 is received, the entire set of interpretations will be 
routed to the committee for one final review and vote. 

Revisions to the TNI Standards 

Silky introduced the revisions by stating that the revisions that were being made were 

1. The Tentative Interim Amendment to the Radiochemistry Technical Module 

2. Changes to consolidate and clarify the intent of the standard.  A list of the changes is 
attached as Appendix E. 

The proposed additions to the definitions were reviewed.  The definitions for “analyte” and “parameter” 
were added to clarify the use of the terms in the standard.  In addition, where applicable, the term 
”analyte” was substituted for similar terminology (compound of interest, parameter, etc.) 

The definition of “reference method” was removed from the body of the document and placed in the 
definitions. 

Silky reviewed the changes related to 5.4.4 Non Standard Methods, and 5.4.5 Validation of Methods.  
The original iso language was inserted into the Module 2 and the similar language was deleted from 
the technical module (3-7).  Each of the technical modules were revised to reference the relevant 
sections of 5.4.4 and 5.4.5. 

The final change was in response to a comment in 4.1.7.2 a) regarding whether or not the technical 
manager needed to be a full-time position,  It was pointed out that item e) required that the substitute 
technical manager be a full-time staff member.  The committee agreed that the status of technical 
managers (permanent or temporary) needed to be the same. 

While the standard precludes a technical manager from acting in that role for multiple accredited 
laboratories, in some states the individual acts as technical director for multiple laboratories (one 
accredited and the other non-accredited).  Further, because of the volume of work, some smaller 
laboratories may not be open full-time, and the director is hired on a part-time basis to be present 
when the laboratory is open.  In view of the scenarios, the committee agreed to strike “full-time” from 
item e). 

A comment was made that some of the microbiology language did not make sense to a 
microbiologist, and should be changed.  Silky noted that as long as the changes did not change the 
intent of the standard, that suggested changes would be considered.  Gil and Robin will review and 
determine what changes might be considered 

The committee was asked to review all revisions and provide comments prior to the next meeting. 

As the last item of business, Silky announce that the information for the meeting in DC was on the 
web and that registration was open.  She encouraged early registration for the meeting and the hotel.  
Quality Systems will be meeting on Thursday afternoon.  She also polled the members for 
attendance.  Four of the five accrediting authorities indicated that they would not be able to attend.  A 
suggestion was made that the committee arrange a teleconference for those that were not in 
attendance.  Silky will follow up with Jerry for the arrangement. 

The meeting was adjourned at 2:30 pm EDT.  The next teleconference will be on July 12, 2010 
starting at 1:00 pm EDT. 
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Appendix A – 6-14-2010 Agenda 

 

Conference Call Agenda: 

The NELAC Institute Quality 
Systems Expert Committee 

June 14, 2010   1:00 pm EDT 
1 Hour, 55 Minutes 
Conference Call 

Please Call Dial-in Number: 1-219-509-8222 (East Coast) 
 
 
Your Participant Access Code is: 52518 

To Associate Members Only: Please RSVP your participation in this call with an email to Silky Labie at  elcat-
llc@comcast.net  (Subject: RSVP for June 14. 2010) 

 

Old Business: 

Roll Call All 5 Minutes 

Action Items (attached) All 5 Minutes 

Member Status Silky 2 Minutes 

Status of 112. 115, 116 Silky 2 Minutes 

Revisions to ISO 17025 All 5 minutes 

   

New Business: 

Working Draft Standard V1, M2,3,4,5,6,7 All 40 minutes 

Requests for Interpretation , 119, 120, 122, 123, 
125,126 (attached) 

All 40 minutes 

Summer Conference All 10 Minutes 

   

 

mailto:elcat-llc@comcast.net
mailto:elcat-llc@comcast.net
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APPENDIX B - ACTION ITEMS 
 

TNI Quality Systems Committee Meeting 
 

Item 
No. 

Date 
Proposed 

Action 
Date to be 
Completed 

Date 
Completed 

1 5-10-10 Circulate April Minutes for email 
approval 

6-14-10 5-10-10 

2 5-10-10 Circulate May Minutes for email 
approval 

6-14-10 5-10-10 

3 5-10-10 Provide additional names from EPA for 
consideration 

6-14-10 
Ongoing 

4 5-10-10 Follow up on EPA candidates 6-14-10 Ongoing 

5 5-10-10 Contact current members concerning 
membership 

6-14-10 
5-10-10 

6 5-10-10 Complete vote on laboratory member 6-14-10 6-13-10 

7 5-10-10 Pat to draft response for interpretation 
request 112 

6-14-10 
5-10-10 

8 5-10-10 Silky to draft TIA for non standard 
methods 

6-14-10 5-17-10 

9 5-10-10 Fred to poll others concerning changes 
to 17025 

6-14-10 
Ongoing 

10 6-14-10 Eugene to draft a response to Item 122 6-17-10 6-21-10 

11 6-14-10 Gil and Robin to review the microbiology 
module for language changes 

7-12-10  

12 6-14-10 All – review revisions and provide 
relevant comments 

7-12-10  

13 6-14-10 Silky to follow-up with Jerry on arranging 
teleconferencing capabilities during the 
August meeting 

7-12-10 6-15-10 

14     
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APPENDIX C - PARTICIPANTS 
 

Mr. Brian R Boling   
Oregon Dept. of Environmental Quality 
3150 NW 229th Suite 150 
Hillsboro, OR, 97124 
P: (503) 693-5745 
E: boling.brian@deq.state.or.us 

P Ms Laurie Carhart   
NYS DOH ELAP 
PO Box 509, ESP 
Albany, NY 12201 
P: (518) 486-2538 
E: ljc09@health.state.ny.us 

P 

Mr. Patrick Conlon  
Environmental Standards 
1140 Valley Forge Road PO Box 810 
Valley Forge, PA 19482-0810 
P: (610) 955-8319 
E: pconlon@envstd.com 

P Ms Robin Cook  
City of Daytona Beach 
3651 LPGA Blvd  
Daytona Beach FL 32124T  
P: (386) 671-8856  
E: cookr@codb.us 

P 

Ms Tamara DeMorest  
Utah Department of Health 
4431 South 2700 West 

Salt Lake City, UT 84119-8600 
P: 801-965-2541 
E: tdemorest@utah.gov 

P Mr. Gil Dichter 
IDEXX Laboratories 
One Idexx Dr  
Westbrook, ME 04092 
P: (207) 556-4687 
E: gil-dichter@idexx.com 

P 

Mr. Eugene Klesta 
110 South Hill Street 
South Bend, IN 46617 
P: 574-472-5580 
eugene.j.klesta@us.ul.com 

P Ms Silky S. Labie  
Env. Lab Consulting & Technology, LLC 
PO Box 13324 
Tallahassee, FL 32311 
P: (850) 656-6298 
E: elcat-llc@comcast.net  

P 

Ms Dorothy M. Love  
Lancaster Laboratories, Inc. 
2425 New Holland Pike,  
P.O. Box 12425  
Lancaster, PA 17605-2425  
P: (717) 656-2300 x1204 
E: dmlove@lancasterlabs.com 

E Mr. Robert Martino   
QC Laboratories 
60 James Way, Unit 6 
Southampton, PA 18966 
P: (267) 699-0103 
E: RMartino@qclaboratories.com 

P 

Mr. Fred S. McLean  
NAVSEA 04XQ(LABS)  
1661 Redbank Road  
Goose Creek, SC 29445-6511  
P: (843) 764-7266 
E: fred.mclean@navy.mil 

A Ms Michele Potter   
NJDEP 
9 Ewing Street, 2nd Floor 
Trenton, NJ, 08625 
P: (609) 984-3870 
E: Michele.Potter@dep.state.nj.us 

P 

Mr. Randall Querry  
A2LA 
5301 Buckeystown Pike, Suite 350 
Frederick, MD  21704  
P: (301) 644-3221 
E: rquerry@a2la.org 

P Ms. Michelle L. Wade 
Kn Dept of Health and Environment 
Forbes Field, Building 740 
Topeka, KS 66620  
P: (785) 296-6198 
 mwade@kdheks.gov 

P 

mailto:ljc09@health.state.ny.us
mailto:cookr@codb.us
mailto:eugene.j.klesta@us.ul.com
mailto:elcat-llc@comcast.net
mailto:dmlove@lancasterlabs.com
mailto:RMartino@qclaboratories.com
mailto:fred.mclean@navy.mil
mailto:Michele.Potter@dep.state.nj.us
mailto:rquerry@a2la.org
mailto:mwade@kdheks.gov
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Ms Jane M. Wilson, M.P.H.  
Director of Standards  
NSF International  
P: (734) 827-6835  
E: Wilson@nsf.org 

A   

 
 

mailto:Wilson@nsf.org
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Attachment D 

Requests for Standards Interpretation 
119, 120, 122, 123, 125,126 

#119 

Section (e.g. C.4.1.7.4)  TNI V1M4, Section 1.7.4.c 

Describe the problem:  

What was the intent of the QS Committee in requiring "results 
reported from analyses with surrogate recoveries outside the 
acceptance criteria shall include appropriate data qualifiers"? 
The wording suggests that the sample data be qualified as is 
required for toerh QC failures. Since there has never been 
any 1 to 1 relationship established between surrogates and 
targets, is it an "all or nothing qualification"? Is the lab free to 
develop its own policy for qualficiation of results? This 
provision need clarification.  

Comments  

Response 

The NELAC standard requires that the laboratory report any 
data performance issues to the client that may impact the 
data quality.  However, there is no set protocol for handling 
surrogates that applies universally, and comments on how 
individual surrogate apply to individual analytes is beyond the 
scope of the NELAC standard. Therefore in the “evaluation 
for the effect” of a surrogate failure, the laboratory should 
consider compliance with client requirements, compliance 
with the method requirements and compliance 

 
# 120 

Section (e.g. C.4.1.7.4)  Appendix D.1.2.1 (c) 

Describe the problem:  

For ICP analyses when using a "0" std and a single point std- 
may the determined LOQ, or Report limit, however named, be 
considered to be a minmum level of Calibration (ML). 
 
In short, our permit has required ML's. does a LOQ constitute 
an ML for ICP work? 

Comments 2003 NELAC Standards 

Response 

The Quality Systems Expert Committee cannot respond to 
this question.  The question must be posed to the inquirer’s 
regulatory authority and their interpretation of the relationship 
between LOQ as defined by NELAC and ML as defined by 
the regulatory authority. 
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#122 

Section (e.g. C.4.1.7.4)  Appendix A - Glossary, Matrix & 2003 Standards, 5.5.4.2.2 

Describe the problem:  

FoA Matrix states, "these matrix definitions shall be used 
when accrediting a laboratory"... 
 
"Biological Tissue: any sample of a biological origin such as 
fish tissue, shellfish, or plant material. Such samples shall be 
grouped according to origin." 
 
And, from the 2003 standards, Section 5.5.4.2.2 
"Prior to acceptance and institution of any method, 
satisfactory demonstration of method capability is required. 
(See Appendix C and 5.5.2.6.b) In general, this 
demonstration does not test the performance of the method in 
real world samples, but in the applicable and available clean 
quality system matrix sample (a quality system matrix in 
which no target analytes or interferences are present at 
concentrations that impact the results of a specific test 
method), e.g., drinking water, solids, biological tissue and air." 
 
The statement, "such samples shall be grouped according to 
their orign", confuses categorization. If a lab seeks 
accreditation for biological tissue matrix, is a DOC required 
for shellfish, plant, fish tissue, etc.? (Assuming the lab will be 
analyzing various types of biological tissue.) 
 
Extending to batch QC, is the lab required to use a shellfish 
CRM for shellfish samples, a fish CRM for fish samples, etc.? 

Comments 

Note, while the FOA matrix and Quality System Matrix use 
the same definition for biological tissue, the inquirer should be 
aware of the difference between the two. 
Section 5.5.4.2.2.a of the 2003 NELAC Standard states: 
Prior to acceptance and institution of any method, satisfactory 
demonstration of method capability is required. (See 
Appendix C and 5.5.2.6.b) In general, this demonstration 
does not test the performance of the method in real world 
samples, but in the applicable and available clean quality 
system matrix sample (a quality system matrix in which no 
target analytes or interferences are present at concentrations 
that impact the results of a specific test method), e.g., 
drinking water, solids, biological tissue and air.  In addition, 
for analytes which do not lend themselves to spiking, the 
demonstration of capability may be performed using quality 
control samples 

Response 

When all real world materials contain target analytes and/or 
interferences, a “representative” matrix may be used for a 
given test method and analyst.  If the test method as defined 
by the combination of preparation, cleanup and determinative 



 

061410 Minutes of the Quality System Expert Committee Page 9 

methods for a given biological tissue is different from the test 
method (preparation, cleanup and determinative method) for 
another biological tissue, then separate DOCs are expected. 

With regard to batch QC, it is highly improbable that CRMs 
exist for all biological tissues that could be analyzed.  
However, when available a CRM that matches the tissue type 
(e.g., shellfish, fish, etc.) should be used.  A representative 
material may be used for laboratory control spikes as long as 
the material used follows all steps of the test method.  
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#123 

Section (e.g. C.4.1.7.4)  D.9. , A.4.7 

Describe the problem:  

We are looking to develop a "Laboratory Ethics" 
workshop/course for individuals wanted to meet the 
NELAC/NELAP standard. What are the requirements for such 
a course? 

Comments These references are from the PT chapter 

Response No Response 

 
 
#125 

Section (e.g. C.4.1.7.4)  5.5.6.4 

Describe the problem:  

For subsection a), I would like an interpretation of the 
requirement to obtain the manufacturer's Certificate of 
Analysis for reagents. Does this mean just "ready-made" 
reagents (e.g. the color reagent for a test) or does this also 
include pure chemicals (e.g. a bottle of sodium chloride 
crystals)? 

Comments 

a) The laboratory shall retain records for all standards, 
reagents, reference materials and media including the 
manufacturer/vendor, the manufacturer’s Certificate of 
Analysis or purity (if supplied), . . . . 

Response 

The standard requires that Certificates of Analysis be 
obtained for all reagents.  This does not mean that the C of A 
is automatically supplied.  In some cases, you may need to 
request such information from a manufacturer.  This includes 
both “ready-made” and pure (neat) chemicals. 

 
#126 

Section (e.g. C.4.1.7.4)  5.5.5.2.2.1 h) 

Describe the problem:  

In the analysis of samples for pH...our buffer range is 2 
through 12. Does that mean we need to flag any values 
outside this calibration range? Is "J" appropriate? or a flag 
identified as "out side calibration range"? 
 
FYI - our analyst found a reference that states that negative 
values for pH are possible...and she actually got a sample like 
that last week from mine waste. 

Comments NELAC 5.5.10.3 

Response 

The use of flags to report data is dependent on the client 
requirements and the state regulatory requirements.  The 
committee cannot comment on appropriate use, as the use of 
qualifiers varies from state to state.  In all cases, the value 
must be identified with either a flag to indicate the value as 
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being outside the calibration range or a narrative describing 
the condition. 
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Appendix E 

Summary of Changes 

June 14, 2010 

 

Definitions: 

 Analyte 

 Parameter 

 Reference Method 

 

Proposed permanent change to the Radiochemistry Module (TIA) 

Substitute “Analyte” for Parameter (where applicable) or “compound of interest”, etc. 

Need to discuss adding “full-time” to laboratory technical director.  (4.1.7.2) 

5.4.4 Added ISO Clause 5.4.4 

5.4.5 Added ISO Clause 5.4.5 

5.4.5.4 Added reference to each of the technical modules for specifics. 

In each of the technical modules:   

 1.4 – Method Selection:  Points to Sections 5.4.2, 5.4.3, 5.4.4 and deletes redundant language. 

 1.5 – Method Validation:  Points to 5.4.5 and deletes redundant language 

 

 


