Laboratory QMS – NELAC Accreditation Seminar

This seminar is designed for laboratory managers, supervisors and analysts; laboratory auditors; and users of laboratory services.

Learning Objectives:

Upon completion of this seminar, one will be able to:

· Understand and apply laboratory quality terminology;
· Understand the requirements of laboratory quality standards and their underlying principles;
· Design and implement a laboratory quality management system;
· Given knowledge of auditing, assess the effectiveness of a laboratory quality management system;
· Apply for or maintain NELAC accreditation.

Outline:

Summary of the NELAC Standards
· PBMS

· ISO 17025, ISO 9001, ISO 9002

· Proficiency Testing Program

· On-Site Assessment

· Accreditation Process

· Laboratory Quality System

Scope of Accreditation
· Field

· Matrix

· Technology/Method

· Analyte / Analyte Group

· Supplemental

General Laboratory Requirements
· Organization and Management

· Quality System

· Establishment

· Essential Quality Controls

· Data verification

· Audits

· Personnel

· Physical Facilities

· Accommodation

· Environment

· Equipment and Reference Materials

· Measurement Traceability and Calibration

· Test Methods and Standard Operating Procedures

· Sample Handling, Sample Acceptance Policy and Sample Receipt

· Records

· Laboratory Report Format and Contents

· Subcontracting Analytical Samples

· Outside Support Services and Supplies

· Complaints

Chemistry Requirements
· Quality Systems: Positive and Negative Controls

· Analytical Variability/Reproducibility

· Method Evaluation

· Detection Limits

· Data Reduction

· Quality of Standards and Reagents

· Selectivity

· Constant and Consistent Test Conditions

Documentation for Accreditation
· The Laboratory's Accreditation Application

· Previous Assessment Reports

· Proficiency Test Sample Results

· Official Laboratory Communications With the Accrediting Authority and Associated Records

· Laboratory Organization Charts

· Signature Log

· Personnel Qualifications, Experience and Training

· Laboratory Quality Manual

· SOPs, Including Those for the Test Methods for Which Accreditation Is Sought

· Instrumentation and Equipment

· Standard and Reagent Origin, Receipt, Preparation, and Use

· Initial Method Validation Studies

· Demonstrations of Capability for Each Analyst

· Test Method Measure of Precision, Central Tendency and Accuracy

· Sample Receipt and Handling

· Internal Audits

· Software Documentation and Verification, Software and Hardware Audits, Records of Changes to  Automated Data Entries

· Annual Management Review

· Document Control Records

· Corrective Action Reports

· Complaints

· Subcontractor Registry

· Measurement Uncertainty Calculations

· A Sample Client Report

Performance Metrics

· Selection of performance metrics

· Development of performance metrics

· Analysis of performance metrics

· Overview of six sigma tools for performance improvement

Ethics in the Laboratory
· Ethical Conduct in Business

· Standards of Behavior

· Professional Codes

· Understanding Goals — How and Why the Analyst Contributes to Goals

· Independent Judgment

· Lab Fraud 

· Definitions

· Consequences

· Examples

· Data Integrity

· Data Integrity Plan

· Management Responsibilities

· Training

· Control and Documentation

· Information Processing and Reviews

· Flowcharts

· Responsibilities

· Physical and Electronic Data Security

· Data Access

· Data Use

· Data Storage

· Confidential Business Information — Client Protections

· Plagiarism

· Definitions

· Examples

· Licensing and Copyright Protection

· Definitions

· Examples

· Ombudsman ​

· Access 

· Confidentiality

· Corrective Action

Presenter’s Credentials: Paul Mills
• Mr. Mills received his BS degree in Biochemistry and his MBA in Management from Michigan State University.  He has over 25 years experience in managing environmental research and quality assurance programs.  He served as an expert panel member who helped to develop and establish EPA's Quality Assurance Program.  He helped develop and lead the operation of EPA's Superfund Contract Laboratory QA Program.  He assisted in the development of methods, reference materials, and quality control procedures for EPA's Love Canal investigation.  He has developed and audited QA Programs under DOE, EPA, and DOD requirements.  He was the QA Manager for CSC, under the US Air Force Center for Environmental Excellence; Global Engineering, Integration, and Technical Assistance contract.  He provides QA consultation for government clients in CSC’s Regulatory Services business area.

• Mr. Mills had a major role in establishing analytical chemistry data management support services for investigation and remediation of contaminated groundwater at the Massachusetts Military Reservation on Cape Cod, MA.

• Mr. Mills reviewed analytical chemistry data for the bioremediation of oil-contaminated beaches at Valdez, Alaska, and from the EPA’s incineration of dioxin-contaminated soil at Times Beach, MS.  Presenter also directed field and off-site analytical laboratory QA Programs for analysis of soils and ash during the incineration of explosives-contaminated soils at Nebraska’s Cornhusker Army Ammunition Plant.

• Mr. Mills r served as an Expert Panel member to evaluate the results of soil sampling and analysis on the National Institutes of Health campus, Bethesda, MD in response to community concerns about dioxin emissions from medical pathological waste incinerators. 

• Mr. Mills was Team Leader on a $45M World Bank mission to investigate and recommend funding for laboratory testing and pollution monitoring needs in four highly industrialized and populated states in India.

• Mr. Mills is a Certified Professional Chemist, Certified Quality Manager, Certified Quality Auditor, and Certified Software Quality Engineer.  Presenter provides consulting services in software quality assurance, data management, and environmental investigations.  He was an instructor for his local ASQ Section, providing training courses to prepare students to take ASQ certification examinations.  He was also an instructor at the University of Phoenix’s Northern Virginia Campus.  He has presented several papers and a workshop on ISO 17025, the standard adopted by the National Environmental Laboratory Accreditation Conference (NELAC).  He served on the NELAC Membership Committee for 2 years.

