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The Laboratory Has Entered a New 
Era of Uncertainty

 Today's Laboratory Manager 
faces a bewildering array of 
laws, guidelines, and 
standards. Are you going to 
be able to read all the CLIA 
Final Rules, EQC protocols 
and options, CLSI guidelines, 
ISO standards, Risk 
Management formulas, 
Patient Safety Goals and the 
accreditation and inspection 
checklists and procedures? If 
you can, congratulations. 
You're probably the only one.
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Quality Control and Risk Assessment

 QC Materials
 QC Frequency
 QC Levels
 QC Limits
 QC Actions

• Risk Management

 System
 Staff
 State-of-the-Art

(Instrumentation)

5Qs and 3Ss
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Curtis Parvin, PhD

 Manager of Advanced Statistical Research, Quality 
Systems Division, Bio-Rad Laboratories, Plano, TX, 
USA

 Academic Positions/Employment in the field of 
Biostatistics and Informatics, Washington University 
School of Medicine, St. Louis, MO, USA

 Served on several Clinical and Laboratory Standards 
Institute (CLSI) subcommittees 

 Patent
• Biometric quality control process.
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Greg Cooper, CLS, CQA, MHA

 Member Representative Clinical and Laboratory Standards 
Institute (Wayne, PA)
• Served on several Clinical and Laboratory Standards Institute 

(CLSI) subcommittees and currently serve as a Chair of the 
Consensus Committee for Evaluation Protocols with 
responsibility for over 25 guidance documents. 

 Published a text on the international quality system 
standard for clinical/medical laboratories,  ISO 15189.

 Consultant and Manager, Scientific Affairs, Bio-Rad
Laboratories.

 Laboratory Auditor for the American Association for 
Laboratory Accreditation (A2LA)
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