Laboratory Accreditation Advisory Committee (LAAC)

Minutes of November 1, 2005

Call to Order, Attendance, Introductions, Welcome:


The November 1, 2005 meeting of the Laboratory Accreditation Advisory Committee (LAAC) was held in Room 206 of the Bureau of Laboratories (BOL).  The meeting began at 10:04 a.m.  Chair Dr. J. Wilson Hershey called the meeting to order by welcoming the committee members and guests.  The committee members and guests introduced themselves.

Committee members present:

	David Barrett
	Mahaffey Laboratory LTD

	Donna Wingle (for Anita Martin)
	Lehigh County Authority

	Edward Chun, Ph.D.
	General Public Member

	J. Wilson Hershey, Ph.D.
	Lancaster Laboratories, Inc.

	John Hood
	PA Rural Water Association

	Kathy Maylath
	PPL System Chemical Laboratory

	Stephanie Olexa, Ph.D.
	Benchmark Analytics

	Stephen Morse
	Skelly & Loy, Inc.


Department of Environmental Protection (DEP) attendees:

	Richard Sheibley
	Chief, Laboratory Accreditation Program

	Scott Perry
	Bureau of Regulatory Counsel

	Aaren Shaffer Alger
	Laboratory Accreditation Program

	Bethany Piper
	Laboratory Accreditation Program

	Ali Tarquino
	Laboratory Accreditation Program


Guests:

	Heidi Palmer
	North Penn Water Authority

	Elizabeth Gregg
	Environmental Service Labs, Inc.

	Timothy Bergstresser
	Geochemical Testing

	Phillip Worby
	QC Laboratories

	Amy Herbener
	PPL Chem Lab

	Barb Loner
	Williamsport Sanitary Authority

	Wendy Walter
	Williamsport Sanitary Authority

	Marilyn Thomas
	Quakertown Vet

	Robyn Nellessen
	Hampton-Clarke / Veritech, Fairfield, NJ

	Jennifer Garrod-Smith
	GLA Laboratories-Test America

	Debra Musser
	Microbac Laboratories, Inc.

	Susan Kon
	Environmental Service Labs, Inc.

	Marykay Steinman
	M.J. Reider Associates, Inc.

	Karen O’Brien
	M.J. Reider Associates, Inc.

	Twila Dixon
	M.J. Reider Associates, Inc.

	Denise Petrasic
	City of Lebanon WWTP

	Suzanne Shaeffer
	Franklin Analytical, Inc.

	Judi Hukill
	Lancaster Area Sewer Authority

	Amy Doupé
	Lancaster Laboratories, Inc.

	Barbara Reedy
	Lancaster Laboratories, Inc.

	David Brubacker
	Pure-Test Water Lab

	Jim Piper
	Chemical Solutions, Ltd.

	Jade Snyder
	Hydrodyne Analyses, Inc.

	Gary Yakub
	Environmental Laboratory Solutions, LLC

	Maria Race
	Electric Power Generation Association

	Tom Jageman
	US Steel

	Angela DiBuro
	City of Allentown-Borough of Water Resources

	Chris Cope
	City of Allentown-Borough of Water Resources

	Barry Bryan
	East Penn Manufacturing Co., Inc.

	Chris Thomas
	East Penn Manufacturing Co., Inc.

	Danielle Cappellini
	Kirby Memorial Health Center

	Frank Medora
	Aqua Pennsylvania, Inc.

	David Schlegel
	Varian

	Sara Kujma
	Suburban Water Testing Labs

	Dianne Therry
	Dianne S. Therry (consultant)

	Rebecca Zettlemoyer
	Suburban Water Testing Labs

	Keith Natoli
	Fairway Laboratories, Inc.

	Elizabeth Griffiths
	Horizon Technology, Inc.

	Carlton McCracken, Jr.
	Mahaffey Laboratory

	John Tobin, Jr.
	Seewald Laboratories, Inc.

	Rob McNair
	Mountain Research, LLC

	Marty Stern
	Mountain Research, LLC

	Eli Absey
	Dionex Corporation

	Teresa-Ann McIntyre
	Merck & Co., Inc.

	Carol Schrenkel
	Lionville Laboratory Incorporated

	Randy Davido
	Analytical Services, Inc.

	Lynne Congdon
	Northeast Envrionmental Laboratories

	Mary Gilenwater
	Carlisle Region Water Pollution Control Facility

	Helen MacMinn
	Analtyical Laboratory Services, Inc.

	Steve Neidlinger
	PCIC-PA Chemical Industry Council


Approval of Minutes:


Mr. Barrett moved to approve the minutes from the June 1, 2005 meeting.  Mr. Hood seconded the motion.  The motion passed unanimously.  

Update on Status of Chapter 252:


Mr. Sheibley informed the Committee that the Department decided to take the Consumer Price Index (CPI) out of the regulations.  The fees will be re-evaluated through the formal approval process approximately every three years.  

The Environmental Quality Board (EQB) approved the Chapter 252 regulations on August 16, 2005.  The Independent Regulatory Review Committee (IRRC) is currently reviewing Chapter 252.  IRRC will vote on Chapter 252 at their December 1, 2005 meeting.  This is the final step in the review and approval process.  If IRRC approves the final rulemaking, the Legislative Reference Bureau will review the Chapter 252 regulation to make sure it is in the correct regulatory format and may make some minor editorial changes.  Upon completion, the Department expects Chapter 252 to be published in the PA Bulletin in early 2006, possibly the first or second Saturday of January.  The official version will be the version printed in the PA Bulletin.  


The Department will notify all registered laboratories when the regulations are final.  This will be accomplished by a mass mailing, information posted to the DEP website, and notifications through different organizations such as PA Rural Water Association, PaAAEL, WPCOA, etc.  


Upon publication in the PA Bulletin, all laboratories will have six months to apply for accreditation in accordance with Chapter 252.  Laboratories that apply before the six-month deadline will be granted “Interim Accreditation.”  All laboratories, regardless of their participation in the State Drinking Water Certification Program or the NELAP Program must apply for accreditation in accordance with Chapter 252 before the six-month deadline.  If a laboratory does not submit an application before the six-month deadline, the laboratory will not be granted interim accreditation, and will be required to undergo an on-site evaluation and complete the corrective action process before accreditation will be granted.  Laboratories must have either accreditation or interim accreditation to perform testing or analysis of compliance samples for the Department after the 6-month deadline.  Note, NELAC accredited laboratories must apply within the six-month window as well.  

Chapter 252 Question and Answer

· Will laboratories have to be accredited for both State and NELAC?

There should be only one reason for a laboratory to be accredited in both programs.  Accreditation in both programs would be required if a laboratory requests accreditation for a field of accreditation (FOA) that is not available under the NELAP program.  An example of this would be asbestos.  Laboratories accredited in the NELAP Program may not be State accredited for FOAs that are offered in the NELAC Program.  

· Why are there two different fees for the Basic Drinking Water Category and fecal coliform?

The Basic Drinking Water Category includes accreditation for one method each for total coliform, fecal coliform, and e-coli.  Should the laboratory seek accreditation for more than one method, an additional fee would be required.  Different methods are used to perform testing fecal coliform in non-potable water, consequently a separate fee is appropriate.  

· Is a grandfathered laboratory supervisor allowed to switch laboratories?

The grandfather provision is non-transferable.  If a grandfathered laboratory supervisor wishes to move to another facility, he or she would need to meet the requisite educational and experience requirements outlined in § 252.302.  

· What PTs are required for accreditation?

The list of required PTs for Chapter 252 accreditation will be published in the PA Bulletin.  The list will mirror the NELAC Fields of Proficiency Testing (FoPT) Tables available on the NELAC website.  Laboratories will be required to participate in one PT for each listed FoPT for which accreditation is requested.  Laboratories must successfully perform a PT every 12 months.  

The requirements for NELAP accreditation are different from the Chapter 252 requirements.  Laboratories accredited in the NELAP Program must meet the PT requirements outlined in Chapter 2 of the NELAC Standard.

· Can laboratories use DMR-QAs to meet the PT requirement?

DMR-QAs may be used instead of a Water Pollution (WP) PT study for State accreditation.  However, laboratories are reminded that the DMR-QA studies are not available as regularly as the WP studies.  NOTE:  DMR-Qas do not meet the requirements of the NELAC Standard.

· If Chapter 252 is promulgated in January 2006, when will on-site evaluations begin, and when will laboratories have to meet the Chapter 252 requirements?

As of the date of publication in the PA Bulletin, the old Critical Elements will no longer be in effect.  The Chapter 252 requirements go into effect on the day of publication.  On-sites performed after publication of Chapter 252 in the PA Bulletin will be in accordance with Chapter 252.  

· Can laboratories add analytes to their Scope of Accreditation without an on-site evaluation?

If the laboratory already has accreditation for the method by which the analyte will be analyzed, then an on-site evaluation will probably not be required.  

· The Department currently uses PADWIS to compile the drinking water information; will wastewater analyses be compiled in the same way?  And will laboratories have different lab IDs?  

The Department does not currently have an electronic database system to receive testing or analysis results other than in the Drinking Water Program.  Eventually, we hope that an electronic system for storing data will be developed and available.  

Laboratories do have two different numbers.  The first is a DEP laboratory ID that includes a two digit county code separated by a dash and then a five-digit lab number.  The second is a PADWIS ID, which is only used by laboratories when submitting data to the PADWIS system.   The difference between these numbers will depend on when the laboratory entered the Drinking Water certification program or registered with the Department in accordance with Act 90.  

· Has the Drinking Water Program changed who must submit the results to the Department?  

The DW Program regulations are in the revision process right now.  The responsibility of who reports the results to the Department is one of the issues they are clarifying.  The laboratory accreditation regulations, Chapter 252, do not specify the reporting requirements required by different programs.

· Are collectors performing field testing considered a mobile laboratory?  What would constitute a mobile laboratory, and when is accreditation required?  

Accreditation is required when the testing or analysis is required by the Department for compliance with a statute listed in the Scope section of Chapter 252 for a drinking water, non-potable water, or solid and chemical materials sample. Chapter 252 does not use the term field testing.  Should the testing fall under the scope of Chapter 252, the laboratory performing the testing would need to be accredited.  See the definition of mobile laboratory in the definitions section and the response in the preamble.

· Is a portable GC considered a mobile laboratory, or does the company performing the testing need to be accredited?

Accreditation is required when the testing or analysis is required by the Department for compliance with a statute listed in the Scope section of Chapter 252 for a drinking water, non-potable water, or solid and chemical materials sample. Chapter 252 does not use the term field testing.  Should the testing fall under the scope of Chapter 252, the laboratory performing the testing would need to be accredited.  See the definition of mobile laboratory in the definitions section and the response in the preamble.  Please contact the laboratory accreditation program if the testing is not being done in a structure that meets the definition of a mobile laboratory.  
· Does the scope of Chapter 252 include industrial pre-treatment?  

The Industrial pre-treatment program is administered by the USEPA and does not directly fall under Chapter 252.  However, accreditation may be required in a permit or order, or the municipality receiving the discharge may require this testing to be performed by an accredited laboratory.  

Compliance Assistance Presentation

Ms. Tarquino presented the Department’s plan to provide compliance assistance to the regulated community.  This assistance includes training sessions, guidance documents, application assistance, and checklists.  Not all of these are currently available, but the Department is in the development process.  See Attachment A for an outline of Ms. Tarquino’s presentation.

Guidance Document Discussion


The Committee began discussion of the draft guidance documents.  The Committee agreed to address the document in a section-by-section fashion.  

Comments for document 150-2302-007, “Environmental Laboratory Accreditation Manual for Laboratories Seeking Accreditation under the Pennsylvania Program”:

Section 1—No Comments

2.3.2:  Dr. Hershey commented that there is no mention of SW-846 methods.  Mr. Sheibley explained that the 40 CFR reference could be expanded.  In addition, SW-846 is guidance and not promulgated in the same manner as 40 CFR, Parts 141 and 136 for drinking water and wastewater.  Mr. Sheibley reminded the Committee that a permit, order, or regulation could sometimes specify the revision of a particular method for use.  

2.3.2.9:  Dr. Hershey asked about matrix spike duplicates.  Mr. Sheibley explained that matrix spikes and matrix spike duplicates are not required in Chapter 252.  

2.3.2.9.1:  An audience member asked if it is the intent to really require the use of surrogate compounds in all organic chromatography methods.  Mr. Sheibley clarified that the requirement for addition of surrogate compounds when analyzing organic chromatography methods is applicable even if one is not specifically listed in the method but only if an appropriate surrogate is commercially available.

2.3.3:  Mr. McCracken asked if consultants are permitted for microbiology.  Mr. Sheibley explained that Chapter 252 does not use the term “consultant” but the term “laboratory supervisor.”  Chapter 252 does allow a supervisor to supervise more than one laboratory, in certain circumstances.  The provisions of Subchapter C must be met.  

2.6.10:  Ms. Wingle stated that the requirement for drinking water total coliform PTs is analysis of 10 samples, but drinking water heterotrophic plate count requires analysis of only PT one sample.  

2.7:  Ms. Maylath commented that she was under the impression that an on-site would be required every three years.  Mr. Sheibley stated that the Department’s goal is to keep laboratories on an every two-year on-site schedule.  

Section 3—No Comments

Section 4—No Comments

Section 5—No Comments

Comments for document 150-2302-007, “Environmental Laboratory Accreditation Manual for Laboratories Seeking Accreditation Utilizing the NELAC Standard”:

Section 1—No Comments

2.4:  Ms. Doupé commented that the term MDL should be changed to LOD to reflect the appropriate NELAC terminology.  

2.6:  An audience member asked why there was a requirement for two PTs per year.  Mr. Sheibley explained that NELAC requires analysis of PTs approximately every 6 months.  This requirement is different from the one per 12 months required by Chapter 252.  

3.1.4:  An audience member asked how a laboratory can get out of applied status, and how long applied status can last.  Mr. Sheibley explained that applied status would last 12 months.  After this time elapses, the laboratory must apply again.  Applied status will last until the laboratory is granted accreditation or until the application expires or is withdrawn.  A laboratory may be in applied status for a few days, weeks, or even years.  It depends on how long it takes the laboratory to correct any deficiencies and/or pass the appropriate number of PTs in the correct amount of time.  

3.4:  Dr. Hershey commented that a NELAC laboratory is not required to subcontract a sample to another NELAC accredited laboratory.  Mr. Sheibley explained that while NELAC laboratories are not required to subcontract to another NELAC accredited laboratory, compliance samples for PA must be analyzed by a laboratory that holds accreditation in PA.  This accreditation may be either State or NELAC.  NELAC laboratories must be aware that client requirements may require that the sample meet other analytical or regulatory requirements, and that laboratories must assure that they meet not only the regulatory requirements, but also those imposed by the client.  

Future Roles of the LAAC:


Mr. Sheibley explained that the Department would like assistance from the laboratory community to develop acceptance criteria for various types of quality control samples, required reporting limits, help regulate the various permit levels into realistic levels, develop some generally accepted data qualifiers, and explanations to when qualified data may still be useable.  

Comments from the Audience:


Mr. Neidlinger commented that the organization he represents, PCIC, will continue to oppose the Chapter 252 Environmental Laboratory Accreditation Regulations.  

Meeting Schedule and Adjournment:


Dr. Hershey commented that he would prefer to have future meetings of the LAAC at the Bureau of Laboratories building.  The Committee decided on the schedule of meeting for the 2006 year.  The meetings will be held from 10:00 a.m. to 3:00 p.m. at the Bureau of Laboratories on:


Tuesday, March 7, 2006


Tuesday, June 6, 2006


Tuesday, September 12, 2006


Tuesday, December 12, 2006 


Dr. Hershey adjourned the meeting at 2:14 p.m.   

Attachment A
November 1, 2005 - LAAC Meeting

Compliance Assistance Update

1. Introduction

a. Department developed an internal document that projected the needs and stated the objectives of compliance assistance efforts for Chapter 252

b. Concepts and Options paper (1/5/2004) stated that compliance assistance would be needed in the areas of:

i. General laboratory operation

ii. Correct performance of specific test procedures

iii. Documentation of laboratory activities

c. Paper stated several mechanisms through which the Department would provide assistance:

i. Documents to help laboratories understand the compliance requirements like the QM and record keeping.

ii. Formal Training Programs and seminars to assist labs as they prepare for accreditation

iii. Newsletter

iv. Use of Technology as a mechanism for asking for and receiving assistance

2. Documents - Completed

a. Revised Guidance Documents – have asked LAAC to review

i. First document, 150-2302-006, details the procedures for obtaining State accreditation under Chapter 252

ii. Second document, 150-2302-007, details the procedures for obtaining NELAP accreditation

iii. Based off of the previous documents we had in PA

iv. NELAC document changed very little compared to the previous document.  Biggest change probably the fee structure.

v. The State accreditation document changed dramatically

b. QM Checklist – document that details the contents that are required in a QM, defines what a QM is and how it should be used, and provides detailed examples of policies that we thought labs would have the most trouble with writing.  For instance, there is an example Ethics policy, a document control policy, personnel record keeping procedures, procedures for permitting departures from lab policies, etc.  We hope it serves as a “how to” guide for writing a QM, and also explains why some of the policies are required by Chapter 252 and how they would benefit any lab’s operations.  

c. Checklist of Required Documentation – we went through Chapter 252 and pulled out all the places where the labs were required to have written documentation of something.  Like documenting the training and competency of lab personnel, equipment records, reagent prep records, etc.  We put all these into one document in outline form, explained what the requirements meant a little, and provided some examples.

d. Ch 252 QS Audit Checklist – very similar to the NELAC QS Checklist, same format.  This would be the checklist that we would use when performing an on-site for State accreditation.  Basically, takes all the statements in Chapter 252 and puts them in the form of a question, so that the “right” answers are all “yes”.  This we plan to post to the website when 252 becomes effective.

e. Letter for mass mailing to all registered labs, which states the effective date of 252, who must obtain accreditation, briefly describes accreditation-by-rule, describes the application deadlines, and describes how to obtain applications and copies of Ch. 252.

3. Documents – Works-In-Progress

a. Application and Instructions for 252 accreditation

b. List of PT Providers (NELAC list of PT Providers) and Fields of Proficiency Testing

c. FAQs

d. Technical Audit Checklists – these would be comprised of 2 separate checklists.  One checklist will be comprised of the Ch. 252 technical requirements, like the essential quality control requirements for chemistry & micro.  The other checklist would be the specific requirements of the reference methods.  We are specifically going to generate these for the basic non-potable water category and post them on the website, and expand from there as necessary.

e. Goal of all these documents, the completed and the in progress alike, is to have them ready-to-go and poised for when 252 becomes effective.

4. Training Programs

a. Summary of Regulations – Application Instructions, who must apply, fees, accreditation-by-rule, lab supervisor requirements, IDCs and PTs, how to select an approved and appropriate method, general documentation requirements for equipment and supplies, and QC requirements for Chemistry and Micro.  The presentation is geared toward WWTP personnel and those who have never been regulated before.

i. May with EPWPCOA in Gilbertsville, PA

ii. June at PennTec in Champion, PA (Seven Springs Mountain Resort) with PWEA GLP

iii. This month with PA Rural Water in Greensburg, PA

iv. November 9 with PA Rural Water in Philadelphia

v. November 10 with PA Rural Water in Harrisburg

vi. December with PA Rural Water in the Northern Tier

b. How to Write a Quality Manual – Instruction on what needs to be in the QM, what the QM is used for and how it should be used.  

c. Surviving an On-site Evaluation – Consists of what happens during an on-site (in-briefing, assessment, out-briefing, reports, responses), mock data which we have the class review, and then there is a mock analyst interview

d. How to write a SOP

i. Gave all 4 training presentation at PennTec in June with PWEA GLP

ii. Giving all 4 with PA Rural Water March 22, probably in State College

iii. Anyone interested in hosting any training should contact us.

5. Technology

a. Posting documents to the website – Audit Checklists, Guidance documents, FAQs, PT providers and FOPTs

b. eplabaccredit@state.pa.us - link to this email account on the website.  Emails go directly to Richard and/or me.  Usually you will have an answer in 24 hours.  We have gotten a lot of positive feedback about this email account.

6. Questions??

a. If anyone has questions, especially ones that they think other labs have, or think of something that would be useful to other labs, be sure to send then to us so that we can accommodate your ideas and add the questions to our FAQs.
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