American Council of Independent Laboratories (ACIL): Import Safety  

Enhancing the Existing Public-Private Laboratory Partnership will Build Confidence, Quality & Safety Into Food Imports for Decades to come
Introducing ACIL

The American Council of Independent Laboratories (ACIL) was founded in 1937 as the national trade association representing independent scientific laboratory, testing. An independent laboratory is not affiliated with any institution, company or trade group that might affect its ability to conduct investigations, render reports, or give professional counsel objectively and without bias. ACIL’s 200 member companies operate approximately 400 facilities across the U.S. and abroad. They range from the one-person specialty laboratories to multi-disciplined, international corporations employing thousands of analysts, risk management specialists, consultants and support staff.

ACIL committees carry out programs of broad member interest covering issues such as laboratory accreditation, government relations, and risk management. The Microbiology and Analytical Chemistry section (MAC) of ACIL has the stated mission to promote and protect the interests of firms primarily engaged in microbiology and analytical chemistry services that characterize composition, purity, residue, content, and contamination in the food, pharmaceuticals, cosmetics, and related manufacturing industries.  

For many years ACIL members have worked cooperatively with the manufacturing and importing industries and the U.S. Food and Drug Administration (FDA) by providing necessary and reliable sampling and analytical services. These services allow the FDA to make scientifically reliable determinations about the safety and compliance of imported FDA-regulated products while conserving precious agency inspection, sampling, and analytical resources.  

ACIL’s Self-Imposed Member Standards of Scientific Excellence



ACIL members fully recognize they are the guardians of a trust: to serve clients in an unbiased and independent manner, with honesty and competence.  To this end, ACIL actively supports accreditation, training, ethics and other programs that advance high-quality services.  Each member of the Association agrees by policy to abide by a comprehensive code of ethics:
1. To cooperate in elevating and maintaining the professional status of independent scientific, engineering and testing firms and in securing recognition of the value of services rendered by them.

2. To assert competency only in work for which adequate equipment and personnel are available or adequate preparation has been made.

3. To have a clear understanding with clients as to the extent and kind of services to be rendered, especially in fields with different grades or characters of services are offered.

4. To endeavor in reports to make clear the significance and limitations of findings reported.

5. To safeguard reports as far as possible against misinterpretation or misuse, and to contend against such misinterpretation or misuse.

6. To oppose and to refrain from incompetent and fraudulent inspection, sampling, analysis, testing, consultation, development and research work.

7. To deal honestly and fairly in all business and financial matters with employees, clients and the public.

Private Laboratories & current FDA Import Alert Processes
On April 29, 2004 the FDA proposed a regulation governing, Requirements Pertaining to Sampling Services and Private Laboratories Used In Connection with Imported Foods.  FDA acknowledged in the preamble to the proposed rule that 

[P]rivate laboratories can play an important role in demonstrating that imported food products comply with laws and regulations administrated by FDA.  In doing so, the private laboratories help ensure that imported food products reaching consumers meet FDA requirements and help prevent non-compliant or violative products from entering the market.  Additionally, when firms use private laboratories that produce reliable test results the FDA’s laboratory resources can be devoted to other regulatory matters.

On July 9, 2008, at the Import Safety Symposium in Washington, D.C., Department of Health & Human Services Secretary Michael Leavitt wisely observed, “the origin of all product standards, certification and inspection of goods does not need to start with FDA; it can start with the industry.”  Secretary Leavitt recognized this new starting point represents “a fundamental shift in government’s role.”  Looking to the future, he noted the new “21st century role of FDA is as convener and arbiter as well as verifier and enforcer.”  During the symposium, Secretary Leavitt encouraged industry “to collaboratively develop standards for FDA to review.”  ACIL agrees that such industry-developed standards must be rejected if they do not meet “scientific rigor.” Secretary Leavitt called on the private sector “to initiate, lead, and participate in the development of consensus-based standards and independent certification” and to work together with government agencies “to influence the future of product safety.”  In exchange, Secretary Leavitt promised a significant and valuable benefit: companies participating as trusted partners with FDA in its new role “will receive expedited entry into our country.”

ACIL completely supports FDA’s assertion in its proposed rule and applauds Secretary Leavitt’s candid observations regarding the critical role industry plays in achieving a safe food supply; as well as the reciprocal benefits government should extend willing industry participants who ensure the safety of imported food.  ACIL’s members are prepared to continue to work with FDA to improve upon this new, visionary system that promotes these outcomes in a scientifically sound, professional and business-like fashion. Agency recognition of laboratories and independent sample collectors accredited to ISO/IEC 17025 international standards is a key foundation for such a vision.  

The FDA’s current “Detention Without Physical Examination” (DWPE), or Import Alert process is primarily based on shifting to the importer the costs associated with testing imported foods known to have a troubled compliance histories.  FDA issues Import Alerts when the agency has evidence that an imported product appears to be unsafe or appears to violate some legal requirement.  An importer who chooses to import products on Import Alert thereby chooses to bear the cost of product sampling and analysis.  

Currently, a private laboratory applies an appropriate analytical method to perform the tests on products in DWPE status and directly reports to FDA scientific test results which are as reliable as any results obtained by FDA’s own laboratories.  The agency retains all regulatory power and rights, and may use this data as well as any other available information to make the appropriate regulatory decision regarding the product that was detained without FDA physical examination.  For instance, FDA may chose to collect and analyze audit samples to validate the accuracy of the private laboratory findings. Generally, private laboratory testing of products on DWPE status permits FDA to deploy its own laboratory resources toward products of greater or unknown risks while relying on private laboratories to confirm follow-up corrective actions or to identify on-going problems associated with DWPE-status producers and products. 

ACIL notes that significant weaknesses remain in the current FDA Import Alert paradigm.  Yet remedies exist for these weaknesses, which could best be attained through collaboration between FDA and the private laboratory industry. The current Import Alert system is incomplete because it lacks sufficient agency guidance regarding appropriate sampling schemes and/or the analytical methodologies.  ACIL has routinely observed major differences in procedural requirements on a district-to-district basis in how FDA manages the import alert program. Often, FDA districts require slightly different sampling schemes and or may require additional or entirely different sampling or analytical methodologies.  Regularly there are significant differences in how FDA laboratories or district offices review private laboratory packages. Currently FDA has no nationally uniform procedure for the basic processes of independent third party sample collection, private laboratory methods selection, private laboratory report formats (and required attachments), FDA acceptance of laboratory packages and FDA review criteria for private laboratory submissions.  

ACIL believes that another key element that is missing in the FDA’s current program is its failure to require private laboratory accreditation to a recognized standard for any laboratory submitting data to the agency.  Requiring private laboratories to hold valid and recognized accreditations would improve FDA’s confidence that laboratories possess the internal quality systems and ongoing proof of competency to document that the scientific analytical work is routinely reliable. A uniform accreditation program would require that a laboratory have in place statistically sound quality systems to assure that the tests conducted by a laboratory meet sound scientific principles.  Accreditation, in conjunction with participation in a proficiency sample evaluation program, would ensure scientific competency and would promote an assurance that private laboratory results are valid.  

FDA has recently recognized the value of accreditation, by requiring FDA’s laboratories become ISO/IEC 17025 accredited.  (ISO/IEC17025-2005, “General requirements for the competence of testing and calibration laboratories”).  The United States Department of Agriculture Food Safety and Inspection Services has also completed its ISO accreditation process. FDA’s official adoption of ISO accreditation in the private laboratory industry would dramatically streamline FDA-industry interactions and establish a justifiable high degree of confidence in the analytical work products.

Existing National & International Accreditation Programs

Accreditation is an internationally proven method that supports the goal of “one test performed anywhere accepted by all.”  Utilizing ISO/IEC 17025 the FDA, clients, customers, and U.S. consumers can be assured that laboratories accredited to the standard have a well-defined management system and proven competency in their scopes of work. If FDA were to clearly articulate that it would only accept analytical data from accredited private laboratories a number of questions and misperceptions about the Agency’s reliance upon private laboratories would be resolved. 



In the United States there exist an appropriate number of accredited laboratories as well as a well-developed system for adding more laboratories as required. ACIL actively promotes “recognized” accreditation through the National Cooperation for Laboratory Accreditation (NACLA) with the following laboratory accreditation bodies: 
· Laboratory Accreditation Bureau (LAB) (www.L-A-B.com); 

· American Association for Laboratory Accreditation (A2LA) (www.a2la.org); 

· National Voluntary Laboratory Accreditation Program (NVLAP) (http://ts.nist.gov/ts/htsdocs/210/214/214.html); and 

· ACLASS Accreditation Services (www.aclasscorp.com). 
ACIL also promotes the use of recognized testing standards. ACIL believes that in the absence of FDA methodologies, e.g., for detecting previously unknown analytes, the agency should develop clear guidance on the requirements for accepting “validated” methods from private laboratories.  In addition to the methodologies validated and transferred by FDA to the private industry, there are internationally recognized testing standards, which include: 
· American Society for Testing Materials (ASTM) (www.astm.org); 

· American National Standards Institute (ANSI) (www.ansi.org); 

· National Institute for Standards and Technology (NIST) (www.nist.gov); 

· Pacific Area Standards Congress (PASC) (www.pascnet.org);

· Standards Council of Canada (www.scc.ca); and 

· Association of Analytical Communities (AOAC) (www.aoac.org).  

ACIL is a member organization of the American National Standards Institute (ANSI).  
ACIL Leadership in Nationalizing a Private Laboratory Accreditation System

In the early 1990’s, ACIL first published its “Blueprint for Success: A National System for the Accreditation of Laboratories.” In the “Blueprint,” (copy attached) ACIL outlined the essential “elements” of a national accreditation system as well as the “types” of laboratory accreditation programs that should function in that system. ACIL believes that the elements in the Blueprint continue to have more relevance in today’s evolving and expanding international conformity assessment activities than they did just a short decade ago.  The Blueprint essentially encompasses ACIL’s members’ commitment to open and transparent accrediting laboratory processes and practices, overseen by appropriate governmental authorities, to integrate the best business practices of private industry with the regulatory risk-management systems of government inspections and product safety compliance.  

ACIL believes that for FDA to effectively leverage the knowledge, expertise and technical capabilities of accredited private laboratories it must follow Secretary Leavitt’s vision and work with industry to develop the criteria for recognizing accrediting bodies.  These criteria should be based primarily upon good science and integrity.  ACIL stands ready to answer Secretary Leavitt’s challenge by actively assisting FDA in this important endeavor.  However, it is unnecessary for FDA to act as an accrediting body.  ACIL believes it is more efficient for FDA to adopt the well-established work of existing accrediting bodies and to propose its own standards for the purpose of regulating the process of private laboratory package criteria, submission, review, evaluation, and response.

ACIL’s Proposals to Improve Imported Food Safety 

ACIL makes the following eight proposals, for significantly improving FDA’s imported food safety net. These proposals rest on sound science and the reliable and valuable analytical services of a network of accredited independent private laboratories.  These proposals also allow the agency to “trust but verify” shipments received from foreign processors “certified” by private third parties or foreign government. They reduce duplicate efforts by the industry and the agency. Further, they build market driven solutions for food safety into the FDA’s imported food safety program – rather than relying solely upon governmental agencies, whether domestic or foreign.  The proposals presume governmental oversight of the accredited private laboratory industry and standardization of independent third party sampling services.  ACIL’s proposals are also designed to assure communication of sample results to FDA and to other laboratory networks involved in protecting the nation’s food supply.  

Proposal 1: 
FDA’s Adoption of ISO/IEC Accreditation Standards


ACIL continues to urge FDA to adopt and specify ISO/IEC 17025 accreditation as a mandatory basis for qualifying private laboratories and independent sample collectors collecting and/or submitting analytical data to FDA.  This is an important step for ensuring the reliability and accuracy of private laboratory testing and for reestablishing confidence and accountability in the process.  Therefore ACIL urges FDA to take this step within one year of the effective date of implementing legislation.  ACIL fully supports private laboratory accreditation and believes this should be accomplished by ILAC MRA Signatory Accreditation Bodies to ISO 17025 standards. ACIL also recognizes that for accreditation to add value to FDA’s import processes, the agency must be willing to assist and cooperate with independent accrediting organizations and to specify the requirements so that accreditation to ISO 17025 will meet the agency’s requirements regarding accredited laboratories. Adopting this proposal will immediately improve the reliability of all analytical laboratory packages submitted to the Agency.

Proposal 2:
The Need for Clearly Articulated Laboratory Standards and Qualifications

For years ACIL has advocated the need for FDA to more clearly articulate appropriate qualifications for independent sample collectors and private laboratories submitting data to the agency.  Moreover, FDA should mandate that all analytical work performed by an accredited private laboratory under a uniform and standardized third party verification program for imported food safety, be submitted to FDA for its review directly by the private laboratory.  ACIL continues to advocate the need for FDA to establish and enforce a system of nationally uniform private laboratory data submission requirements and FDA laboratory analytical review procedures.  A clear statement of minimum criteria for qualifying to submit analytical reports to FDA, coupled with uniformity in both private laboratory reporting formats and FDA review processes, would result greater efficiencies, effectiveness, consistency, and confidence in the integrated use of private laboratory analyses.  Most importantly, these improvements would provide far better confidence in FDA’s admissibility decisions because they would more consistently be based upon strong science.  Improving procedural uniformity, clarity in laboratory qualifications, and reliance on good science will directly benefit FDA, ACIL members, and most importantly, American consumers who rely upon these industry-agency efforts.  

Proposal 3:    Need for Additional FDA Resources and Leveraging of Accredited Private Laboratory Services

ACIL agrees with the continuing consensus that FDA should inspect, examine, test, and investigate a larger percentage of imported shipments of food, cosmetics, drugs, and medical devices than it currently does.  Further, ACIL agrees that the agency requires additional resources to increase its inspection cadre and analytical capacity.  However, FDA will never receive sufficient resources to inspect all known and unconfirmed high-risk shipments.  Therefore, FDA’s inspection resources must primarily be focused on shipments where it is more likely to find violations that relate to safety risks. Once FDA’s inspectional and analytical programs identify and document the relevant food safety risks, the agency should turn to accredited private laboratories to test future imported shipments of confirmed high risk imported products.  Private laboratory test results should be reported routinely and reliably to FDA for its review and evaluation – irrespective of the analytical results.  

With increased FDA resources and an increase in FDA’s reliance on accredited private laboratory networks FDA could continue to focus its resources targeting unconfirmed high-risk importers, manufacturers, shippers, products or adulterants. A further expansion in the use of accredited private laboratories would form a basis for creating incentives among the U.S. importer community to develop best practices.  In addition, it would increase the use of adequate quality assurance and safety measures vis-à-vis their foreign suppliers and imported products. Those companies (foreign or domestic) falling into a confirmed high-risk population would bear the burdens and costs of demonstrating the safety of their imported products and FDA would be able to oversee an inspection and sampling program.  Confirmed high-risk manufacturers, shippers, and importers would use accredited private laboratories and thus pay the costs of mitigating those risks that are relevant to their imported products and supply chains.  Moreover, the proposal would accomplish a substantially higher rate of sampling to enhance the agency’s ongoing imported food safety program.  FDA could then further concentrate its resources on undiscovered problems and unconfirmed high risk shipments before they emerge into significant public health problems.  

Proposal 4:
Need to Expand FDA’s Use of Accredited Private Laboratory Services to Implement Risk-Based Import Strategies

Based upon the principles described in the Report of the President’s Interagency Working Group on Import safety (Sept. 10, 2007) and the more recent Import Safety – Action Plan Update (July 2008), ACIL believes a meaningful risk-based import strategy must expand the government’s reliance upon data from independent accredited laboratory and sample collection service companies.  Periodic third party sampling and testing of low-risk products from manufacturers and shippers with positive compliance histories would further expand FDA’s ability to focus its inspection and detection resources where enforcement is more urgently needed to protect the public health and the U.S. food supply.  Further, this proposal will enable FDA to distinguish the many low-risk imported food shipments from those shipments where import risks are higher or unknown.  

For FDA to primarily target its own inspection and analytical resources at unknown higher-risk shipments the agency must have a scientific risk-based process for making the important distinction between high and low risk shipments.  Increasing the frequency and standardizing the processes involved in scientific analyses of low risk and confirmed high risk imported food shipments conducted by accredited private laboratories would directly assist FDA in making this critical distinction.  As a result, FDA would be justified in expediting low risk shipments based upon the assessment of qualified private labs accredited to ISO/IEC 17025 and inspection companies accredited to ISO/IEC 17020. (ISO/IEC 17020-1998, General Criteria for the Operation of Various Types of Bodies Performing Inspection). Similarly, FDA could further focus its own inspectional and enforcement resources where consumer safety is more likely to be compromised.

Proposal 5:
Requiring Importers to Hire Independent Third Party Samplers for Products on FDA Import Alert
One of the primary reasons FDA has pursued some form of regulatory oversight for private laboratories is to prevent unscrupulous importers from submitting substitute samples from known clean shipments rather than the actual imported shipment under FDA review.  Similarly, an importer may collect its own samples for private testing from higher-quality portions within a shipment.  There have been cases where importers were “banking” higher quality food for private laboratory analysis.  Finally, it has been reported that some importers repeatedly test multiple samples from the same imported product to try to test it into compliance.  ACIL believes strongly that continuing to permit importers to collect their own samples for submission to private labs completely undermines the integrity and reliability of the private independent laboratory testing process. 

Although FDA has recognized that the costs associated with requiring importers to hire independent third party samplers may be burdensome for small importers, ACIL believes that financial burden is properly placed upon the importers who choose to import product that is subject to an FDA Import Alert.  The importer, under such circumstances, bears the responsibility of ensuring that imported food, which has a history noncompliance, is admissible under the law and regulations.  Furthermore, the importer has the ability to shift those additional costs back to the foreign manufacturer or shipper, who unquestionably shares the responsibility for processing and shipping safe food to the U.S. 

ACIL believes allowing the importer to control the sample collection process represents an ongoing and serious flaw in FDA’s imported food program and jeopardizes the integrity of the entire product sampling and private laboratory testing system. This should be corrected immediately.  ACIL believes FDA should require sampling for private laboratory analysis be performed by accredited samplers who are independent of the importer, owner, or consignee of the imported product.  

The ACIL further advocates that the FDA institute as soon as practical certain administrative procedures that aide in assuring the integrity of private laboratory submissions pursuant to the Detention Without Physical Examination  (DWPE) Program,including that the importer of record (1) advise the FDA in advance of the name of the private laboratory they intend to use to satisfy FDA informational requirements, and (2) attest, as evidenced by a signed statement, that the analytical results submitted with this report includes all the analytical work related to this sample performed by this laboratory and all other laboratories which may have conducted the analysis. 
Proposal 6:
Including Accredited Independent Laboratories to Participate in the Food Emergency Response Network (FERN) and eLEXNET
ACIL believes accredited members should be allowed to participate in the FERN and eLEXNET networks. Accredited members using recognized national and international standards should be included in the preparation to handle a “surge” of samples caused by natural or other disastrous events. The scientific and technical expertise residing in the ACIL membership can contribute significantly to technology transfer, validation, and implementation of standard analytical methodologies. For example, FDA, USDA, ACIL and other scientifically based analytical entities could collaboratively conduct training and seminars for international industry and domestic industries on methodologies and validation of the methodologies in various food matrices. Additionally, ACIL accredited laboratories, under a well defined scope of work, could support FDA’s methods development and validation through collaboration with the agency. FDA could also leverage resources with accredited ACIL members to identify validated methods for minimal detectable levels of adulterants.  These solutions would address real, existing needs within FDA’s regulatory food science programs, for both domestic and imported foods. 

Proposal 7:
Private Laboratories Should be a Component of Any Foreign Manufacturer or Processor Certification Program
Significant weaknesses in the current FDA and other agency import operations have been widely publicized. FDA’s new Associate Commissioner for Foods, Dr. David A. Acheson, HHS Secretary Leavitt, and FDA Commissioner von Eschenbach have all admitted the current regulatory paradigm for imported foods is unsatisfactory and reaction oriented, not preventive, and that the agency can no longer rely just on testing of products at the border. ACIL believes its accredited membership can be a significant component of the solution by providing analytical support in the U.S. to foreign manufacturers prior to the exportation of food.  This support would establish the foundation of a more reliable and robust “trust but verify” food safety system.  Testing of food before the complete shipment arrives in the U.S. would mitigate specific risks prior to arrival and alleviate the pressure to attempt to catch hidden problems at the U.S. ports of entry. Incorporating private third party testing by accredited laboratories would enable FDA to down grade otherwise high risk shipments to a low risk category.  Further, FDA could focus scant import and laboratory resources on shipments that pose greater potential risks to public health and safety.  Testing foreign food in the U.S. prior to a foreign shipper’s exportation of the food would also enable FDA to evaluate the adequacy of the analyses, further reducing the risk that unsafe foods might slip into the U.S. without some testing or before FDA’s import evaluation on any given shipment is complete.

Proposal 8:
FDA Should Accept Pre-shipment Analytical Work by Accredited Independent Private Laboratories

FDA can provide incentives to foreign manufacturers and importers who ensure their imported products are safe and compliant with relevant standards and other FDA requirements prior to shipping the food to the U.S. market by expediting importation of tested product across the border.  ACIL members can help educate and train foreign processors, growers, manufacturers, packers, and storage facilities understand and implement FDA’s standards of safety.  Accredited third party independent laboratories can implement appropriate product testing to better ensure foreign companies are conforming with FDA requirements. Such testing may be related to manufacturing equipment installation, qualification and validation; equipment calibration; environmental impact studies to determine potential hazards for aqua farming such as pesticides and heavy metals in soil and water; drug residues in edible tissues; microbiological requirements for potable water; sterility testing; and a myriad of other variables relevant to product safety and integrity.
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