

Laboratory Accreditation Advisory Committee (LAAC)

Minutes of September 11, 2003

Call to Order, Attendance, Introductions, Welcome:


The seventh meeting of the Laboratory Accreditation Advisory Committee (LAAC) was held in Room 105 of the Rachel Carson State Office Building (RCSOB).  The meeting began at 10:06 a.m.  Chair J. Wilson Hershey brought the meeting to order by welcoming the committee members and guests.  The committee members and guests introduced themselves.

Committee members present:


Daniel Donnelly


Fred Taylor


Kathleen Maylath


John Hood


J. Wilson Hershey


Donna Wingle (for Anita Martin)


David Barrett



Richard Eakin


Stephen Morse


David Allan

Department of Environmental Protection (DEP) attendees:


Richard Sheibley, Chief, Laboratory Accreditation Program


Scott Perry, Bureau of Regulatory Counsel

Aaren Shaffer, Laboratory Accreditation Program


Jerry Winski, Laboratory Accreditation Program


Ronald Houck, Laboratory Accreditation Program


Michelle Rossi, Laboratory Accreditation Program


Dwayne Burkholder, Laboratory Accreditation Program


Carmen LaRosa, Laboratory Accreditation Program

Renee Nease, Certification, Licensing, and Bonding

Lori Mohr, Policy Office

Bonnie Shenk, Certification, Licensing, and Bonding

Guests:


Katie King, PA Municipal Authorities Association


Tracy Siglin, Exelon Generation


Trevor K. Brenner, M.J. Reider Associates


Joe Calabro, PA American Water


Robert Martino, QC, Inc. Laboratories


David Piller, Exelon Power


Richard Hazenstab, PCPG


Richard C. Stump, II, Suburban Water Testing Labs, Inc.


Doug Pike, WPWPCA & PWEA


Hung Chan, Philadelphia Gas Works

Approval of Minutes:


Dr. Hershey requested an amendment to the minutes from the July 30, 2003 meeting to include Richard Sheibley’s comments regarding the relationship between a method detection limit (MDL) study and a laboratory’s reporting limit (RL) or level of quantitation (LOQ).  

Mr. Hood commented that the dates for the schedule of 2004 meetings have the wrong date of 2003 listed.  


Mr. Barrett moved to approve the minutes from the July 30, 2003 meeting pending implementation of the changes suggested by the committee.  The motion passed unanimously.  

Draft Regulation Review:

CPAC/LAAC Joint Meeting Preparation

The draft regulation discussion began with Mr. Sheibley explaining to the group that the Department is in the process of gathering information from state certification programs across the nation concerning fees, accreditation-by-rule, supervisor qualifications, etc.  The Pennsylvania Municipal Authorities Association (PMAA) is also gathering data from wastewater treatment plants.  This information will be considered as the Department develops several concept papers for review at the CPAC/LAAC joint meeting on December 5, 2003.  Mr. Sheibley stated that the next revision of the draft regulations would reflect the recommendations from the LAAC, the information identified in the concept papers, the 2003 NELAC Standards, and the new EPA drinking water certification manual.  The Department is slating the next set of draft regulations to be ready in early 2004.  

Method Requirements vs. Regulation Requirements


Since at the last LAAC meeting, the committee members voiced many concerns about the hierarchy of the different rules and regulations, Mr. Sheibley began the review discussion by clarifying the views of the Department.  Mr. Sheibley stated that ideally the methods would stand “as written”; however, many of the older methods do not have the necessary quality control (QC).  Other program areas, such as microbiology, reference several documents in which the quality control requirements are located.  The goal of the regulations is to fill in the gaps and bring the necessary QC into one place.  However, Mr. Sheibley recognized that some of the specific requirements in the draft regulations may not be achievable in all situations; the Department will address this small percentage of exceptions in guidance documents allowing for alternate acceptance criteria in special circumstances.  

Comments by Section

§252.202.  The committee discussed at great length the question of whether the section as written might dissuade a buyer from purchasing a laboratory in questionable status if the loss of more than 25% of the staff will result in automatic loss of certification.  Dr. Hershey asked if management counted in the total number of laboratory staff and if a change in controlling share of stock meant a change in ownership.  Mr. Sheibley suggested simply stating that the Department will review each transfer application and make a determination based on that information rather than whether or not the laboratory retains 75% of its staff.  

§252.304(a)(3).  Ms. Maylath asked what does “adequately demonstrate” mean.  Mr. Sheibley explained that the EPA manual requires an adequate demonstration of capability (DOC).  This demonstration requirement is fulfilled using several different tests including a successful PT, initial demonstration of capability, etc.  It is the laboratory’s responsibility to determine the capability of its analysts.  

§252.304(b)(3).  The purpose of this requirement is not for the Department to specify the required training, but that the laboratory management must document the training received by each employee in a training file.  It may be appropriate to delete paragraph (iii).  

§252.304(b)(4)(v)(E).  Mr. Brenner asked what “statistically indistinguishable” means.  Mr. Sheibley stated that clarification of this standard is already in process for the next draft of the regulations.    

§252.306(f)(1).  This thermometer is the primary NIST thermometer that is used to check all other laboratory thermometers.  A laboratory is not required to have a NIST thermometer, but must use one to check all laboratory thermometers and have the documentation to prove compliance.  Laboratories may share NIST thermometers.  

§252.306(f)(3)(ii).  In response to the comment on this section, Mr. Sheibley stated that he does not believe this suggested additional requirement is appropriate in the regulations.

§252.306(f)(4)(iii) & (7)(iv).  These are acceptable changes to the draft regulations.

§252.306(f)(11).  Visual comparison devices are color wheels, pH paper, etc.  

§252.307(j)(6)(iv).  The regulations specify that a work cell is considered capable when the work cell passes a DOC as required by the regulations.  


§252.402(c)(5).  Mr. Barrett asked if the reporting range for methods requiring a linear dynamic range study had been resolved.    Mr. Sheibley referenced the 2003 NELAC Standards, saying that they retain the idea of a single point calibration but give a slightly different approach.  The NELAC Standards require that samples not bracketed by a high calibration standard and a reporting level check shall be reported with data qualifiers.  The committee did not come to a consensus regarding the relationship between the linear dynamic range and the reporting range.  


§252.402(g)(1).  An artificial/simulated matrix may be used.  This was not initially included in the draft regulations, but the Department may add it.  The goal is to avoid the use of phrases such as “where possible” and “when available.”  


§252.402(g)(4).  Comment #1:  Question: would a laboratory really get reliable data with acceptance windows that wide at the low level?  The purpose of the laboratory control sample (LCS) is to test the method’s daily performance at the level of interest, which is the maximum contaminant level.  

Comment #2:  Ms. Wingle suggested deleting the action level/discharge level as suggested in section 252.402(c)(6).  The committee agreed to recommend “action level or regulated discharge level.”    


§252.402(g)(5)(ii)(A).  The purpose of this requirement is to assure that all compounds analyzed are checked in a controlled matrix at least once every two years.  The committee agreed that the language in the draft regulations is clear as written.  


§252.402(h).  The committee agreed that the option should be available for analysis of matrix spike duplicates (MSD) instead of sample duplicates.  


§252.402(i)(1).  The words “commercially available” should be added to this statement.  The purpose of this regulation is to supplement many of the early written organic methods that lacked detail, thus providing for many additional and beneficial QC procedures that are not specifically required in the methods.  This requirement includes those “behind the times” methods.  Dr. Hershey suggested that the Department develop a guidance document to help suggest acceptable surrogates for those methods that do not specifically include them.  Mr. Perry clarified that the guidance document would be just that, guidance, not an exhaustive list of acceptable and available surrogates.    


§252.402(k)(1).  Comment #1:  The methods do not reference absolute retention times (RT), but relative RTs.  The analyst must document and utilize the relative RTs for his or her specific instrumental conditions.  

Comment #2:  Mr. Houck informed the committee that RT windows are used to identify structural isomers because when using a mass spectrometer for identification these compounds are otherwise indistinguishable.  The committee recommended addition of “where RTs are used for identification” to the draft regulations.  

§252.402(k)(2).  Discussion about this topic varied depending on the perception of responsibility.  Several committee members clearly felt it the responsibility of the client to request the confirmation.  Others believed laboratories must perform confirmations unless otherwise stipulated by the client in writing.  The committee did not come to a decision regarding this comment.  

§§252.403 and 405.  Mr. Sheibley suggested the committee provide individual comments on the Whole Effluent Toxicity and Radiochemistry sections.  The Department will also review these sections after publication of the 2003 NELAC Standards.  The committee agreed.  

§252.404(b)(1)(i).  The Department has no problem with using an external heat source, such as a steam generator.  

§252.404(b)(5)(ii).  Mr. Burkholder explained that the EPA requires sterilization by autoclave and Standard Methods (SM) allows for use of a UV light.  The Department went with the EPA and current drinking water standards that require the use of an autoclave.  Dr. Hershey suggested the draft regulations stand as they are.  

§252.404(b)(7) & (b)(8)(ii).  These comments refer to typographical errors and will be corrected in the next draft regulations.  

§252.404(c)(2).  The tests of the water system described in this section are required prior to use, at least monthly during use, and after all maintenance.  

§252.404(c)(3)(i) & (c)(6).  These changes were the intent of the regulations and will be clarified in the next draft regulations.  The 20th Edition of SM is not included in this regulation because that edition does not include this test.  The committee suggested adding “or currently approved” to this sentence to avoid the required regulation change process after each approval of a new edition of SM.  

§252.404(e)(5)(i).  The statement “shall be stored in the dark” will be added.

§252.404(f)(2).  Mr. Burkholder explained the rationale for the requirements as written.  Adequate QC is necessary to assure no carryover or contamination from each filtration unit.  The committee did not recommend any changes to this section.  

§252.404(g).  Mr. Burkholder explained that the methods usually require “prior to” tests; if the draft regulations allowed “during” tests and a test failed, the laboratory would have to invalidate the entire batch.  This standard also applies to commercially prepared media.  

§252.501.  The concerns of the committee included the time frame of the DMRQA study open and close dates.  WS and WP studies are 45 days while the DMR studies are open for several months.  This poses a problem with the potential for the laboratory to supply results to the permit holder before the permit holder has reported its own results.  The committee recommended to allow DMRQA studies as an acceptable alternative to WS and WP studies, but to allow the Department to change this in the future.   Mr. Sheibley also clarified that the NELAC proficiency test (PT) provider list will be used to identify PT providers for the PA state certification program.  

§252.501(c) through (f).  The application is not complete until the laboratory meets the PT requirement, and the Department will not process an incomplete application.  Mr. Perry clarified that a complete application gives interim accreditation for a certain period after adoption of the regulations.  In order for a laboratory to obtain interim accreditation, the laboratory must have successfully analyzed a PT within the required time period.  

§252.706(c).  This comment and suggestion is covered in other sections of the draft regulations.  

Definitions Addendum


The committee discussed the two suggestions for the definition of quantitation limit and recommended the following:  “The minimum concentration or activity of the compound, element, or isotope that can be reported with a specified degree of confidence.  Typically, the concentration that produces a signal 10s above the reagent water blank signal.  Where ‘s’= standard deviation.”  

Detection Limit Studies


Mr. Eakin asked where the Department stands considering detection limit requirements.  Mr. Sheibley stated that the Department would follow the US EPA recommendations.  Mr. William Telliard, US EPA, is working on the EPA’s recommendations for procedures to estimate detection limits.  This is a very hot topic currently and the Department does not want to “get caught in the crossfire.”  This section of the draft regulations is intentionally vague to allow for developments in the detection limit debate.  Mr. Eakin stated that he supports the current draft regulations pending resolution of the detection limit issue.    

Meeting Schedule and Adjournment:


The meetings for 2004 will begin at 10:00 a.m.  The next meeting will be held at the Southcentral Regional Office in the Susquehanna Conference Rooms A & B on December 5, 2003, beginning at 10:00 a.m.  


Dr. Hershey thanked the committee members and guests for their continued help with the draft regulations.  He adjourned the meeting at 3:00 p.m.  
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