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	TITLE
	Root Cause Investigation for CAPA (Corrective Action / Preventive Action)


	COURSE DESCRIPTION
	Root Cause Investigation for CAPA is a proven methodology to investigate and identify the root cause when there has been a shift in the performance of a product, machine, equipment, work process, or system.  Based upon 30+ years of experience, this science-based investigation methodology integrates problem solving techniques from total quality management (TQM), Six Sigma, and generic problem solving approaches to identify the technical root cause (the change that has occurred) as well as any systemic root causes (system failures that allowed the change to occur).  Corrective and / or preventive actions are then taken so that the performance can be restored to its previous level.  A control plan is then implemented to prevent the problem from ever returning. It is ideal for investigating:

· CAPA (corrective action / preventive action) issues

· increased product or service defect levels,

· increased customer complaints,

· increased negative customer or patient reactions with the product,

· increased manufacturing scrap or rework,

· equipment or process aberrations, or

· any performance change where an investigation is required.

The investigational methodology is a special adaptation of the DMAIC (define, measure, analyze, improve, control) process used by 6 Sigma companies and is superior to DMAIC for situations where there has been a shift in the performance of a process, machine, or equipment.

As a result, you will successfully identify and eliminate root causes and their associated extra costs.  At the same time you will be saving valuable time and resources conducting an effective and efficient investigation. 

On the first day of this 2-day program, the participants are introduced to the 7-step root cause analysis methodology. An investigation roadmap is used to guide the participants through the 7 steps and suggest appropriate tools.  After each step is presented, the participants immediately apply the learning on a case study of a real problem.  Most of the second day is devoted to strengthening that knowledge and practicing the skills on a second, more complex, real issue.  With this additional experience the participants are prepared to immediately apply the training back on the job.  As the participants work on the second case study they will compare their work with that of the investigation done by the real team.  
Upon completion of the training, participants will be emailed a set of electronic templates.   These templates plus the investigation roadmap guide the investigator through the 7-step investigation process and provide the basis for the documentation of the investigation.  
Does this investigational methodology really work?  A few years ago a medical device plant had a problem with its sterilization process.  The potential cost was in excess of $2 million.  The plant began the investigation using the traditional approach.  Six weeks passed and no progress had been made while the costs continued to escalate! 

Management pressure continued to mount.  Finally, an engineer suggested this new approach.  Management consented and within three days, 53 possible causes were identified and all but 15 had been eliminated.  At that point a few focused experiments were done that identified 3 root causes.  Solutions were identified and a control plan implemented to prevent reoccurrence.


The results:  The potential loss was 100% averted.  The problem was resolved and has never returned.


	LEARNING OBJECTIVES
	Upon completion of this course, you will be able to 

· Apply a seven step investigational methodology to determine the root cause of a technical problem.  

· Identify the technical root cause(s) and any systemic root cause(s).

· Implement effective corrective actions to restore the original product or process performance.  

· Identify and implement a control plan to assure you do not have this issue again.
 

	WHO SHOULD ATTEND?
	This is a highly practical and workshop oriented course for professionals in Quality, Manufacturing, Product Development, Process Development, Engineering, R&D, Distribution, Operations, and Regulatory Affairs who conduct root cause investigations. 




	OUTLINE


	First Day

	8:00 – 10:00
	Introduction

· Define a technical CAPA problem

· Discuss common investigation mistakes

· Introduce the CAPA investigation template

· Introduce the first case study

Step 1:  Describe the Performance Problem

· Develop a problem statement

· Describe the problem in 8 dimensions

· Conduct Workshop 1



	10:15 – 12:00
	Step 1:  Describe the Problem (Continued)

· Describe the processes under investigation and identify their inputs

· Conduct Workshop 2

· Develop a time-line of events

· Develop the charter including the performance and cost savings goals




	1:00 – 2:30
	Step 2:  Collect Data

· Determine what data is needed

· Examine data collection tools and techniques

· Develop a measurement plan

· Conduct Workshop 3

Step 3:  Identify Possible Causes

· Develop a time-line of changes

· Search for differences 

· Conduct Workshop 4

· Identify changes associated with any difference

· Review the risk analysis

· Apply brainstorming techniques

· Conduct Workshop 5



	2:45 – 5:00
	Step 4:  Test Possible Causes

· Test the possible causes against the facts

· Summarize the testing on a contradiction matrix

· The greatest detective that never lived – an historical perspective

· Conduct Workshop 6

Step 5:  Identify the Technical and Systemic Root Cause(s)
· Verify Assumptions

· Conduct studies / experiments

· Identify technical root cause(s)

· Identify systemic root cause(s)

· Conduct Workshop 7



	
	Second Day



	8:00 – 10:00
	Step 6:  Determine Corrective / Preventive Actions
· Examine mistake-proofing techniques

· Apply variation reduction and optimization techniques

· Determine corrective / preventive action(s)

· Evaluate the risk of adverse consequences

· Develop a control plan

Step 7:  Verify Corrective / Preventive Actions
· Implement and measure effectiveness of corrective / preventive actions

· Evaluate the control plan

· Determine additional preventive actions



	10:15 – 12:00
	Second Case Study

· Introduction

· Workshop to define the performance problem and identify possible causes

· Workshop to collect data



	12:45 – 2:30
	Second Case Study (Continued)

· Workshop to test possible causes

· Workshop to determine corrective actions



	2:45 – 3:30
	The Finale
· Compare and contrast the investigation methodology with the traditional approach  

· Shortcuts for simpler investigations

· Handling difficult investigations

· Institutionalizing the methodology

· References for the journey




TESTIMONIALS

ROOT CAUSE INVESTIGATION FOR CAPA

  (Corrective Action / Preventive Action)

 WORKSHOP

	"Tom was very responsive to an urgent need for his knowledge and leadership in support of an investigation. In addition to making himself available immediately, he was very organized in working the process required for Problem Analysis and taught the skills to my team while working through it with several staff. Tom was very quick to learn our manufacturing process as well as our "language" involved with manufacturing site procedures. Excellent Value!”

Steve Plating – Director, Quality, Bausch and Lomb


 "This course provides a powerful and efficient approach to problem solving concentrating on initially identifying root cause through a process of elimination based on hard data and facts.  I have successfully used this approach to close dozens of investigations in less time than previously and with clearer documentation." 

· Wayne Taylor – Taylor Enterprises

“I just signed off on an investigation that I opened the end of June.  We were able to determine multiple root causes to a very tricky problem.  I can't begin to tell you how beneficial these tools have been to paving the path to close this investigation.  I’ve been in my field for 22 years and this was, by far, the best and most relevant workshop I’ve ever attended.”

- Frances P. Brostrom - Thermo Electron Corp.

“A very structured way of problem solving with a high probability of success given by a very enthusiastic instructor.”

 - Roeland Driessen – VP of QA / RA, Biomet Europe

“I have been in the Quality Profession for over 12 years and have been though several types of problem-solving training.  This was the most effective and practical method I have ever been exposed to during my career.”

 - Chad Hodson – QA / RA Engineer, Hill-Rom

“From my experience using only the Six Sigma approach we would have brainstormed, affinitized, and then screened out unlikely causes.  With Tom’s methodology we quickly defined the problem, gathered the pertinent facts, used much more powerful tools to identify possible causes, and tested those possible causes in a significantly shorter period of time.”

 - Debbie Hinton – Black Belt and Principle Process Scientist, Johnson & Johnson

 “The investigational process offers a strong foundation of gathering data, analysis, and provides tested problem solving techniques. Instructors I have had have been overwhelmingly good.  Tom Weaver was among the best!”

 - Scott Heatherly – Lexington Medical

 

“I would highly recommend this Root Cause workshop to all Regulatory Affairs, QA, R&D, and
Manufacturing personnel who are either directly or indirectly involved in
Root Cause Analysis.  In the workshop you are taught a simple yet highly
effective technique that quickly focuses in on the true cause(s) of any
problem or situation.  Course attendees get to try their hands at utilizing
the tools to solve several example problems through group interaction.
This is a very practical and effective workshop.”

-    Michael J. Ryan - Senior Member ASQ, Certified Quality Manager, Certified Reliability Engineer, Certified Quality Engineer, Certified Quality Auditor

“I knew most of the individual methods presented in this course, but the structured combination of them gives a great opportunity to solve problems correctly and quickly!”

-    Alfredo Sierra – Quality Control Manager, Biomet Spain.

“Very focused approach with excellent case studies to drive home the importance of the critical first steps to effective root cause analysis.”

-    Steve Whistler – Core Team Leader, Hill-Rom, Inc.

“I have struggled to find an easy, effective investigation and root cause analysis method.  I firmly believe that with your process I can find the appropriate root cause for any problem I am faced with.”

· Monica Burt, CAPA Coordinator, Smith & Nephew

“The real life examples and the instructor's extensive experience with the tools in this course allows for one to walk away with everything necessary to identify a root cause in a corporate environment."

·  - Don Krebs - Packaging Engineer, Edwards Lifesciences

“Common sense is sometimes neglected in the fast pace world we work in.  Tom shows us that it is still our most powerful partner.  The process works!”

· Scott Gardner - Production Manager, Alcon Laboratories, Nestlé

“The Root Cause Investigation for CAPA Workshop had 40 people from throughout the United States, all fully engaged and enthusiastically participating and learning how to approach a CAPA investigation systematically.  Tom Weaver is a gem of an instructor – highly recommended!”

· Carolyn Jacobs – Director of Microbiology, Laboratories at Bonfils

“This course was wonderful and very informative/educational.  The step by step method used in the investigation for a root cause is just perfect for my line of work (customer complaints) and will be used on a day to day basis.  This is the best class I have taken to date in my RA/QA career.”

· Randy Peloquin – Senior RA/QA Specialist, AlloSource

“Just as Mr. Weaver stated, the analytical tools are well known and most of us use them on a regular basis.  What this course accomplished was to show how jumping into the analysis phase is often a mistake.  What I will take back to my company is a serious, structured methodology for problem solving.

 - Jeffery Wood – Quality Engineer, Smit & Nephew

“I learned a logical, methodical approach to use the standard tools available to drill down to root causes.  Although scanned over in other training sessions, Tom’s training provided opportunities to use and gain practical knowledge of the tools with obvious benefits.”

· Brent Owens – Process Technology, Abbott Point of Care

“This course was better than any other problem solving class that I have ever had, including 7-Step, 8 D, or Management By Fact.”

- David Hoff – Quality Assurance / Regulatory Affairs Engineer, Hill-Rom, Inc.
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