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Benefits of Implementing an Effective ISO 15189-based
Quality Management System: A 4-year Retrospective

CONTACT
Lisa Selhorst BS, MT
Blanchard Valley Hospital Laboratory
Phone: 419-423-5120
Fax: 419-423-5362
Email: Iselhorst@bvheathsystem.org

In 2009, Blanchard Valley Hospital Laboratory accepted the challenge of obtaining ISO 
15189 accreditation, and now, four years later, continues to reap the benefits of an 
effective ISO 15189-based Quality Management System (QMS).  The initial goal of 
attaining ISO 15189 accreditation was to challenge our laboratory to “raise the bar” 
on its existing quality operation.  

The benefits of the QMS surpassed our expectations and were more extensive than first 
envisioned. Tangible results include improvement in both turnaround times and 
percentage of outliers for several of our Quality Assurance Performance Improvement 
studies. Evaluation of our pre-analytic processes resulted in increased efficiencies with 
our outreach specimens and improved relationships with our clients.  Additional 
benefits include an engaged staff empowered to be part of the solutions, increased 
influence on the organization, structured occurrence management and problem 
solving, and sustained continual improvement.  All of these advancements translate 
into improved patient care.
 
BACKGROUND
Blanchard Valley Health System (BVHS) is a non-profit, comprehensive health system 
offering the Northwest Ohio region a full continuum of care. Founded in 1891, BVHS is 
one of the largest employers in the region with more than 2,000 associates and serves an 
eight-county area.  Blanchard Valley Hospital Laboratory, located within the 150-bed 
acute care hospital, provides clinical support for the patient pavilion as well as the 
emergency room and outpatient services consisting of approximately 43,000 ED visits 
and 304,000 outpatient encounters in 2012.

Abstract

After the decision to achieve ISO 15189 compliance came the task of figuring out the 
best way for our laboratory to realize the goal.  The ISO 15189 standard outlines certain 
requirements of a quality management system (QMS) but is not prescriptive as to the 
methods used to meet them.  The laboratory was already technically sound with 
consistently successful external assessments.  Challenges existed in breaking down the 
departmental silos within the laboratory and standardizing processes in such a way that 
would bring common elements of each department to the laboratory level and drive 
performance improvement.  

Introduction

Organization of the QMS and structured management review was centered around the twelve quality system 
essentials.: Organization, Documents and Records, Personnel, Equipment, Purchasing and Inventory, Process 
Control and Workflow, Information System, Occurrence Management, Process Improvement, Assessment,  
Customer Service, Facilities and Safety.  The following were of particular importance to our success.
 
DOCUMENT CONTROL
Maintaining written policies and procedures for all laboratory activity is the first step in standardization.   
Benefits of standardization include:
  Creating a common reference for staff
  Easing process evaluation and problem solving
  Establishing a measurement  for staff accountability
  Breaking down departmental silos by combining common policies and procedures
  
OCCURRENCE MANAGEMENT and PERFORMANCE IMPROVEMENT
 Effective occurrence management depends on documentation of occurrences from all job classifications and  
 is only possible in a culture conducive to performance improvement.
  -Process-focused
  -Non-punitive
  -Open door policy 
  -Associates are encouraged to question processes
  -Documentation includes issues involving testing as 
    well as patients and caregivers
 In all nonconforming events, the immediate action is patient-focused with the resolution including the 
 documentation of patient outcome.
 Occurrences are reviewed monthly for trends and are evaluated quarterly and annually using 
 Pareto chart analysis.
 Root Cause Analysis (RCA) occurs whenever trends are noted or a “near-miss” happens.  Effective RCAs 
 include the stakeholders involved,  process mapping and evaluation, action items and effectiveness checks.
 Occurrences are simply opportunities for improvement.

 ASSESSMENT
 Systematic evaluation of laboratory processes is essential to developing an effective QMS with  the capacity to  
 continually improve patient care.
 Internal auditing facilitates effectiveness checks for process change as well as maintaining inspection 
 readiness.
 Effective monitoring of Quality Assurance Performance Improvement studies pushes performance 
 improvement and preventive measures.  
 Communicating clear performance expectations and making data relevant to associates is essential to 
 performance improvement.
 “People do what you ask when you watch what they do.”

PERSONNEL
 Compliance with the ISO 15189 standard requires buy-in from all job classifications.
 Associate involvement in problem solving and encouraging staff to question existing processes empowers   
 them to be part of the solution.  
 

Methods Results

The journey to ISO 15189 compliance resulted in development of an effective quality management system with sustained and continual 
performance improvement.  The laboratory culture has matured from a reactive trouble shooting to a proactive problem solving 
environment.  The laboratory exists to provide clinical support to patient caregivers and the implementation of an effective QMS 
provides the means to realize its vision of: Exceptional care.  Quality results.

“Quality is never an accident…”  --Will Foster

October 2009 Phlebotomist checklist 
developed—A list of items on the 

specimen and requisition to check 
prior to delivery to the lab 

October 2010 Outreach Sales and 
Marketing position created

First Quarter 2011 Outreach Sales 
and Marketing associate initiated site 

visits to outreach clients

2012 User Survey had a 38% 
response rate

Conclusion
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PI Events are documented by 
any associate.  Forms are 
evaluated and reviewed for 
effectiveness quarterly.

Phleb-Staffed Issues
 52%

Total Outreach 
Issues
 18%
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 58%

In Lab to Verify Time 
 4%

Outliers
 62%

In Lab to Verify Time
 48%

November 2010 New report built for 
evaluating turnaround time

January 2011 Begin evaluation of  
turnaround time and outliers per 

shift, per hour

March 2012  Removed two-tech 
signature reporting requirement 

November 2010 New report built for 
evaluating turnaround time

March 2010 Methodology changes 
due to vender and supplier issues

January 2011 Begin evaluation of  
turnaround time and outliers per shift, 

per hour

July 2012 Ordering mnemonics for 
AMI series changed for clarity.  No 

longer manually entering time interval

January 2010 Requested 
documentation of  reason for 
prolonged turnaround time

January 2011 Begin evaluation 
of  turnaround time and outliers 

per shift, per hour

April 2011 Begin Micro  
Performance Improvement 

Meetings

January 2013 Third shift  
outliers may be due to  noise 
from new air handler—new 

speakers installed
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