
Highs and Lows Propelled Our Anatomic Pathology 
Department’s  Journey to Transform the Culture with  
Lean, Six Sigma and ISO 15189 
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Immediate Jeopardy (IJ) 
• “a situation in which the provider’s noncompliance 

with one or more requirements of participation has 
caused, or is likely to cause, serious injury, harm, 
impairment, or death to a resident.”  

• Once a hospital or healthcare organization gets an IJ 
rating, it’s given a time frame to fix the deficiency. If 
not, CMS will terminate the facility’s Medicare and 
Medicaid funding.  
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Timeline 

• 8/1/2017 Start at WFBMC 
• 9/13/2017 assume interim chair role 
• Risk Management becomes aware of concerns 
• Self reporting to NC DHSR 
• 2/5/2018 first inspections 
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Index Cases 

• Lumpectomy with radiation (2) 
• Bilateral mastectomy 
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Alphabet soup of inspection 
agencies 

 
ASCT, CAP, CLIA, CMS, DHSR, JC, OSHA 

(several agencies, multiple times) 
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You Can’t 
Make This Up 
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Work Flow 
• Case identification 
• Cases reviewed by external pathologist 
• WFBMC pathologists review flagged cases  
• Obtain additional clinical information from EMR 
• ‘Tumor Board’ 
• Medical Review Committee 
• Physician Notification/Patient Notification 
• Revised report issued 
• Risk Management 
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Some Lessons Learned 
• The importance of  CULTURE 

• Patient comes first 
• Safety & quality  

• FPPE/OPPE matter (focused/ongoing professional 
practice evaluation) 

• Leadership…the Laboratory Director & others 
• Hire the appropriate staff 
• Policies & Procedures 
• Validation 
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A Path to Change 
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Email From Michael Cohen: 

Read 
Below: 

I need your 
help 
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Leadership Support 

• President of Health System 
• Senior Vice President of Business Service 
• Pathology leadership 

What do you want your lab to look like? 
 

Lean  
Standardization 
ISO15189 
 

We need Lean and we need it now 

Conrad Emmerich 
Senior Vice President of Business 
Services 
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Consultation Goal 

Understand the current state:  
 
     1. Cultural characteristics and challenges 

   2. Production bottlenecks 
   3. Waste and inefficiencies 
   4. Opportunities for improvement  

Recommend efficient business transformation 
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Visit at Wake Forest Pathology 
Going back in time to 2005 

• Lack of standardization  
 

• Bottlenecks 
• Missing patient information 

Pathologist 
frustrations 

• Defects corrected before sign out 

Henry Ford 
Pathology 
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Staff Interviews  

The most common response was  
the lack of space, equipment,  

and personnel  

Q1. What keeps you up at night? 
Q2. What would you change? 
Q3. What would you improve and what would you do? 
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WFBMC Pathology: 
Ordinary people doing extraordinary things in a historic outdated 

laboratory 
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First things First 

• Clean and organize the 
anatomic pathology labs 

• 5 S workplace organization 
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Culture Change 

• Transformative Leadership: encourage, inspire  
 and motivate employees to innovate and to  
 create change  
• Transformation: Change from I to Team 
• Performance Goals: Staff goals aligned to  
 strategic goals 
• Empowerment: Employee participation  
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The Beginnings of Lean 

Anatomic Pathology Faculty, Staff, Residents 

 
• Leader provided a message at 

the start of each training 
session 

 
• Objectives were defined and 

assigned to all employees 
 
• Created a structure for change 
 
• Empowered the employees 
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Improving Employee 
Morale  

         Yi Zhou M.D., Ph.D. 
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Future of Wake Forest Pathology  
• Continuation of Lean Management as a system initiative  
• Pathology - grass roots approach 
• Lean implementation in the Clinical Labs 
• Standardization initiative  for incoming specimens from all clinical 

sites 

RISK Positive Outlook 
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