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LSPQ – core functions

• Reference laboratory
– bacteriology, mycobacteriology, mycology, 
parasitology, physical chemistry, serology, 
susceptibility testing and virology

• Laboratory surveillance of infectious diseases
• Laboratory response to bioterrorism
• Management of a provincial proficiency testing

program for biomedical laboratories
• Regulatory activities for operating permits of private

biomedical laboratories and imaging facilities
• Teaching and R&D
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LSPQ – Customers

• Ministry of health and 
social services

• Public health departments
• Hospital laboratories and 

hemodialysis units
• Municipalities
• Veterinary clinics
• Private biomedical

laboratories
• Private imaging facilities
• Teaching institutions
• Industry



ISO ACCREDITATION – WHY ?
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External incentives

• Obtain an official recognition of the quality
of our services especially in the context of 
our regulatory activities

• Increase the visibility of the laboratory

• Act as a « role model » in 2001 for clinical
laboratories in Quebec
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2001 Context

• Absence of legislation such as CLIA for 
biomedical laboratories

• Accreditation of health services 
organizations did not focus on laboratory
activities

• Need for accreditation and licensure of 
laboratories
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Internal incentives

• Standardize practices

• Review the operations through process
analysis

• Develop a dynamic continuous quality
assurance program 



HOW TO REACH THE GOAL ?
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Management’s role

• Director’s commitment =  a key element

• Optimism and « deafness » to complaints

• Monthly meetings with employees
Reaffirm management’s commitment
Stress the importance of the project
Give information on its progress
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Identification of a flag carrier

Full time quality manager accountable to the 
director
– Help elaborate the quality policy, its objectives and the 
quality manual

– Coordinate the implementation of the required elements
of the quality management system (QMS)

– Involve all  employees and train them on the different
QMS issues 

– Review the processes
– Monitor progress of the implementation of QMS 
elements regularly
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QMS consultant

A QMS consultant was hired to:

• Lead management through the process
• Explain the principles of a QMS 
• Review and identify main processes
• Help plan the steps of the QMS project
• Train internal auditors
• Provide advice on different issues
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Involvement of the employees

• Participation of the employees = Second key
element in order to implement and 
maintain a QMS

• Involvement through:
Information
Training
Interest and participation
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Certification committee (9 members)

• Representatives of all groups of employees
• Advisory committee accountable to the 
director: 

Choice of the accreditation standard / registration body
Implementation steps of the various QMS elements
Selection of the documentation control system
Recommendation to seek accreditation in stages

• Temporary committee
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Quality delegates committee (18 people)

• Representatives of all sectors of activities
• Link between their colleagues and the quality
manager

• Regular meetings
Transmit information 
Help implement the QMS elements
Collect feedback from their colleagues
Standardize practices

• Permanent committee
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STEPS TOWARDS ISO 9001:2000
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January to June 2001 

• Appointment of a project manager
• Preliminary evaluation

– Visit of two IS0 accredited governmental
laboratories

– Design of a QMS project
• Choice of a QMS consultant

– On‐site consultation
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January to June 2001

• Mobilization of the workforce
– Conference
– Workshops on QMS
– Call for volunteers

• Creation of a certification committee
• Choice of quality delegates
• Training provided for the members of 
the certification committee
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Summer 2001

• The certification committee recommended:
ISO 9001:2000 « Quality management 
systems – Requirements » as the standard 
for accreditation of all LSPQ activities
to plan ISO accreditation taking into account
the requirements of CAP, ISO 17025 and ISO 
15189

• The real work began in September 2001
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2001 to 2004

Gradual implementation of ISO requirements:

• Process analysis (2001)
• Quality policy and objectives (2001)
• Document control (2001)
• Records control (2002)
• Quality Manual (2003)
• Nonconformance control (2003)
• Corrective and preventive actions (2003)
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2001 to 2004

• Training and qualification of personnel (2003)
• Selection and qualification of suppliers (2003)
• Customer complaint assessment (2003)
• Quality indicators to measure process
performance (2003)

• Annual management review (2003)
• Internal audits (2004)
• Customer satisfaction measurement (2004)
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ISO 9001 accreditation by stages

March 2004 : 
• Analytical and surveillance activities in 6 of 8 

laboratory sections
• All support sections
• QC and permit delivery for private laboratories

March 2005 :
• Remaining 2 laboratory sections
• Provincial proficiency testing program
• Provincial surveillance of HIV infection (new mandate)
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Costs associated with ISO accreditation

• QMS consultant  20,000$ (2001 – 2008) 

• QMS workshops 900$

• Accreditation costs 15,800$ (2004 ‐ 2006)
14,800$ (2007 ‐ 2009)

• Calibration of equipments 50,000$                                  
(additional costs)
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Other costs

• Salary of the quality manager 

• Salary of 2 technologists for 1 year

• Calibration/documentation software 
45,000$ 

• Time required by employees to develop and 
maintain a QMS
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Next step

• Certification in June 2008 of all laboratory
sections for ISO 15189:2007 « Medical
laboratories – Particular requirements for 
quality and competence »

• In compliance to a 2005 Ministry of Health 
directive requiring that by December 2008 all 
hospital and private biomedical laboratories in 
Quebec should be accredited according to ISO 
15189 requirements
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Benefits

• Implementation of a QMS allowed LSPQ to:

Standardize practices and document all activities
Structure a good QC and assurance program
Centralize the control of laboratory equipments
Facilitate training of personnel
Assure the quality of products and suppliers
Identify quality indicators to monitor the 
performance of all activities
Focus on continuous quality improvement
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Conclusion 

• LSPQ was the first public health laboratory in 
Canada to obtain ISO 9001 accreditation.

• The accreditation process took 4 years.

• It was not an easy process and without the 
collaboration of all employees and a strong
commitment from management, it would not 
have been possible.
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