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Economic Benefits of National Environmental Laboratory Accreditation 
Using an Alternative Accreditation Process 
Executive Summary.  The environmental laboratory accreditation process has been traditionally operated and maintained by State regulatory agencies for all commercial laboratories that produce data for regulatory purposes.  Until 2000, interstate coordination of accreditation programs did not exist, with each State requiring a diverse range of accreditation requirements for laboratories regardless of their demonstrated competency in other States.  Each State performed individual assessments, evaluated proficiency test sample data and charged application fees to offset the cost of the program at great expense to the laboratory community.

At the conclusion of a long development process, several States launched a voluntary National accreditation program with the assistance of the United States Environmental Protection Agency.  This program contains uniform accreditation standards that are administered by participating States, which, by design, eliminate divergent State to State requirements, multiple laboratory assessments and proficiency test sample analysis while establishing rules for interstate accreditation recognition.  These changes have resulted in substantial savings to both the laboratory community and the State agencies.  They also established a uniform quality standard for environmental laboratories that is based on international requirements for laboratory accreditation.  The development of the accreditation standards was eventually migrated to a private sector consensus standards development organization.  Fifteen states actively accredit laboratories using this program.  However, the program is recognized by the majority of states and over 2000 environmental laboratories are accredited. 

Since 2000, the program has matured and is now being managed by an independent 501(c) 3 organization that has migrated the program to a consensus ISO/IEC standard with the participation of the State environmental regulatory agencies meeting the requirements for consensus bodies of OMB Circular 119.  This process has had an extremely positive effect on the ability of laboratories to produce environmental data of known and documented quality while improving the overall usability of the data and has made substantial progress in the development and establishment of a uniform National Environmental Laboratory Accreditation Program.
The current economic situation is severely impacting State budgets, affecting the viability of the National accreditation program and other State accreditation programs.  Budget constraints have reduced or eliminated the ability of State agencies to accredit out of State laboratories and meet their obligations for assessing accredited laboratories on a prescribed schedule, resulting in dramatically increased periods between required laboratory assessments, which are inconsistent with State and National accreditation programs.  Each of these factors has contributed to a reduction in the effectiveness of the National program with a resulting negative impact on the ability to verify that laboratories are producing environmental data of known and documented quality to assure protection of human health and the environment.
The ACIL is proposing a solution using a coordinated State level approach to migrate the accreditation program to a third party process.  This migration would virtually eliminate the accreditation program costs from State budgets while substantially improving the administration and operation of the program.  The aggregate, nationwide costs for accreditation programs are estimated to be approximately $95MM annually including overhead. Additional economic benefits to the States will be realized though laboratory licensing fees authorizing laboratories to operate within an individual State.  Further benefit will be achieved by stimulating the need for professional trained assessors to perform timely assessments of laboratories in the program.  The Department of Defense has employed a similar third party accreditation system for environmental laboratory accreditation since 2009 which has been successful. 
Introduction.  State budget constraints have begun to negatively affect the ability of State environmental regulatory programs to effectively operate and manage the uniform National Environmental Laboratory Accreditation Program and other State accreditation programs.  Budgetary issues have begun to destabilize the program, resulting in a reversal of the progress that has been achieved over the past ten years.  The destabilization negatively affects laboratory assessments through an unacceptable decrease in assessment frequency and an increase in the variability of the caliber of the assessments being performed, primarily caused by a reduction or absence of adequate training, thus not meeting the requirements of the program or individual State regulations.
ACIL firmly believes that stability can be returned to the program through the use of existing, third party accrediting bodies.  Using a third party approach would relieve the States of the economic burden of running the program and fortifying the programs effectiveness through a return to timely consistent assessments administered by professional assessors.  It would also eliminate the majority of the concerns that the USEPA has had with program administration by State accrediting bodies and the inability of the National program to gain their compliance with the specifications of the program.
Accredited labs play a key role in generating environmental chemistry data for protection of human health and the environment.  Assuring a uniform, efficient, national accreditation program is in place is the cornerstone of the protection process.  
Background.  The National Environmental Laboratory Accreditation Program (NELAP) was initiated over fifteen years ago to ensure interstate commerce of laboratories that perform environmental testing.  The program was established as a voluntary program implemented at the state level.  It was initially administered by the USEPA, but operated by the States through a mutual recognition agreement.  Accreditation requirements were developed by government and private sector volunteers who collaborated on the development of the consensus standards.

In 2006, the USEPA converted NELAP to a self sufficient program.  The standards development element was re-engineered into an American National Standards Institute (ANSI) approved consensus standards development process, meeting the specifications of the US Government’s Office of Management and Budget circular 119 for consensus standard development organizations.  These consensus standards are now used by States to demonstrate technical competency of laboratories.

The NELAP program relies on uniform implementation by State regulatory agencies such as a department of health or environment protection.  Program costs have traditionally been recovered through accreditation fees assessed on participating laboratories.  

Currently, fifteen States participate in the program with the remaining states relying on NELAP accreditation for qualification in some form.  This system has resulted in multiple accreditation programs that differ in their complexity.  Many state programs operate with a very small staff, qualifying laboratories using minimal standards.  Instead of a centralized program that minimizes infrastructure costs there are fifty small and inefficient programs that negatively impact State budgets.

The State’s budgets crises have resulted in severe funding restraints on their accreditation programs.  Fees structures do not cover the costs to manage the programs.  This results in an inability to run accreditation programs to their design specifications, resulting in a failure to assure that known quality data is being used for the protection of human health and the environment.

Solution.  The accreditation of individual commercial and State laboratories can be transitioned to an existing third party framework within a relatively short time period.  Internationally Recognized professional third party accreditation bodies have the resources needed to assimilate this program. The effort can be coordinated through an existing consensus standards development organization that would serve as the focal organization for recognizing third party accreditation bodies.  All administrative processes beyond assessment and accreditation would be performed by the consensus standards development organization.

States would no longer be required to maintain the staff or resources needed to operate a full laboratory accreditation program.  A much smaller staff would license accredited laboratories to perform work in their State and perform enforcement activities as needed. 

Accreditation fees would be borne by the laboratory and paid directly to the accreditation body.  The accreditation body would review the laboratories qualifications, perform the assessment, verify corrective actions from assessment deficiencies, issue accreditation certificates and perform surveillance assessments.   The consensus standards development organization would operate and coordinate all other administrative functions.
Experts from State accreditation bodies participate extensively in the accreditation standard development and accreditation oversight processes, which enables them to maintain involvement in the program and participate in the consensus standards development process.  Individual State program needs would be incorporated into the accreditation process using the existing American National Standards Institute (ANSI) accredited consensus standards development process.
Benefits

Multiple stakeholders will benefit from the implementation of a third party solution for the accreditation of environmental laboratories.  While the States will primarily benefit from an elimination of accreditation program costs from their budgets, significant program operational efficiencies will be achieved that will systematically improve the usability of environmental data.  It also promotes a single, internationally recognized rigorous quality management system standard for all environmental laboratories that produce data for the protection of human health and the environment.

The primary benefit of the use of third party processes is the elimination of the program cost burden from State Government budgets.  Laboratory accreditation, the most significant expense, would be performed by International Laboratory Accreditation Cooperation (ILAC) recognized independent, third party Accreditation Bodies. The accreditation bodies are typically non-profit and non-governmental entities whose main mission is laboratory accreditation and laboratory-related training. The accreditation bodies are required to operate to ISO management system requirements, akin to the laboratories they grant accreditation, thereby resulting in integrity, timely customer service and accountability. The accreditation administration would be performed by an ANSI recognized consensus standard development organizations.  This approach offers an efficient accreditation solution for the inability of States to perform to the standards specifications caused by the current economic situation.
Ancillary benefits would include the overall improvement in assessment uniformity.   The assessment process administered by the states was designed for uniformity.  However, each State applies the standard differently, resulting in an unacceptable level of inconsistent, non-uniform assessments, which the program was designed specifically to eliminate.  The assessments would now be performed by professional third party assessors who are experts in determining if laboratories are complying with the requirements of the accreditation standard.  These assessors are technical experts in the environmental field. This approach eliminates parochial agendas, further promoting uniformity.   An independent consensus standards development organization would coordinate the program and provide assessor oversight to coordinate standard interpretations.  True assessment coordination increases interstate confidence in the assessment process through assessment consistency improvements.
Additional ancillary benefits are as follows: 

· The specific analytical fields of accreditation being offered to laboratories should be standardized.  However, individual states have unique offerings that complicate the accreditation process, frequently necessitating additional primary accreditations to address missing parameters, greatly increasing the cost of accreditation to laboratories.  The third party approach eliminates interstate restrictions on state specific accreditation offerings, streamlining interstate recognition.
· The frequency of laboratory assessments is specified in the standard.  The third party solution eliminates lengthy delays awaiting required re-assessments, assessment reports and addition to accreditation scopes while increasing surveillance frequency, resulting in a confidence increase that laboratories are producing data of known and documented quality.
· Proficiency testing (PT), which is a significant accreditation cost to laboratories, is not administered uniformly by the States.  Individual States frequently require additional proficiency testing above the specified program needs, which is inconsistent with the National program, resulting in increased individual laboratory costs.  Centralizing the PT administration process levels the accreditation playing field through a uniform approach that eliminates parochial requirements that make accreditation more costly and difficult to manage.

· States would maintain control over laboratory accreditation by issuing fee-based licenses to accredited laboratories and performing much needed enforcement for non-compliant laboratory operations.  State representatives would continue their strong contribution to the standards development process as members of the consensus standards development organization.
· The use of third parties to accredit or “qualify” laboratories would create an effective barrier to prevent laboratories that are incapable of performing to the accreditation standard from initial or continued participation.  This eliminates the political bureaucracy encountered by State programs that encounter difficulties attempting to disqualify or revoke the accreditation of unqualified or non-compliant organizations and further promotes protection of human health and the environment.
· The USEPA regional evaluators have identified problematic operational issues with the States administration of the National accreditation program.  The major issue identified by USEPA is the absence of assessment uniformity.  The third party process resolves the concerns that result from the operational disparity of the program under State control. 

· Independent commercial accreditation bodies currently accredit laboratories involved in other types of testing (food testing, consumer products).  They also accredit to other standards required to operate other laboratory service programs such as the American Industrial Hygiene Association (AIHA) and the Department of Defense programs.  Laboratories performing analyses broader than environmental testing would be permitted to seek accreditation in these related disciplines. This skill set enables them to economically combine multiple standard assessments into a single assessment relying on the same accreditation body and assessment team. This provides additional economic advantages to the environmental laboratory community, therefore simplifying accreditation for laboratories operating multiple business lines.
· The migration of the program will create employment opportunities in the private sector, stimulating hiring as additional assessors are needed by commercial accrediting bodies to perform laboratory assessments.  Experienced State assessors would be assimilated by the third parties.
Summary.  The ACIL proposal provides a viable solution to the current economic situation that has affected the State’s ability to effectively operate environmental laboratory accreditation programs.  The overall economic benefit of this proposal to State governments is considerable. The advantages of the third party approach are numerous without apparent detrimental impact.    
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