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Effective Corrective and Preventative Action Plans 

A presentation discussing the importance of root-cause analysis, process development, and error-
proofing in creating effective corrective and preventative action plans.  Participants are invited to come 

with examples of errors in the research process to facilitate discussion of the presentation's key 
concepts. 
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Agenda
• Why have corrective and preventative action plans (CAPA)?
• CAPA definitions
• CAPA definitions example
• Root cause
• Processes not (just) Training
• Error proofing
• CAPA considerations



Why CAPA?
To protect the safety, rights, and welfare of research 
participants and others

Humans make mistakes - a strong process makes 
mistakes less likely



CAPA Definitions
• Preventive Action: 

– Stop a potential problem from happening
• Corrective Action: 

– Stop a known problem from happening AGAIN
• Correction:

– Remediate the problem after it has happened

ISO 9000:2005 Sec. 3.6



CAPA Definitions Examples
Example: Research participation without a consent
• Preventive Action: 

– Have research associates use a checklist for research activities; use visual management for key process steps
• Corrective Action: 

– Find out why the checklist was not used
– Correct workflow so that the checklist is the first document in research packets
– Implement Kanban board

• Correction:
– Obtain consent from participant retroactively



ROOT CAUSE



Root Cause (1)
“The root cause is the initiating, most basic 
cause of a problem that may or may not lead 
to a chain of causes or other 
problems. Eliminating the root cause should 
prevent recurrence of the problem.”

Corrective and Preventive Action Plans | Emory University | Atlanta GA

https://ctac.emory.edu/guidebook/corrective-action-plan.html


Root Cause (2)
1. Identify the problem
2. Interview those impacted by the problem
3. Interview those people responsible for the problem, if applicable
4. Questions to identify root causes
5. What happened? What is the problem?
6. Why and how did the problem occur? What were the steps?
7. Who was affected by the problem? Was it one subject or all subjects in the study?
8. What is the magnitude of the problem? Is it in one study or does the problem exist in 

all studies under this PI or even in an entire clinical department?
9. Keep asking "why" and "how" until you reach the root cause

Corrective and Preventive Action Plans | Emory University | Atlanta GA

https://ctac.emory.edu/guidebook/corrective-action-plan.html


Root Cause Tools
• Fishbone Diagram
• Pareto Chart
• Five Whys
• FMEA Analysis
• Process Maps

https://asq.org/quality-resources/fishbone
https://asq.org/quality-resources/pareto
https://asq.org/quality-resources/five-whys
https://asq.org/quality-resources/fmea
https://asq.org/quality-resources/flowchart


PROCESSES NOT (JUST) 
TRAINING



• National Patient Safety 
Foundation (2015). ​RCA2: 
Improving Root Cause Analyses 
and Actions to Prevent Harm.
National Patient Safety 
Foundation.

• RCA2: Improving Root Cause 
Analyses and Actions to Prevent 
Harm | IHI - Institute for Healthcare 
Improvement

http://www.ihi.org/resources/Pages/Tools/RCA2-Improving-Root-Cause-Analyses-and-Actions-to-Prevent-Harm.aspx


SafetyToolkit_ActionHierarchy (2).pdf



ERROR PROOFING



Six Principles of Mistake Proofing
• Elimination
• Prevention
• Replacement
• Facilitation
• Detection
• Mitigation

A Lean Journey: Six Principles of Mistake Proofing

http://www.aleanjourney.com/2016/07/six-principles-of-mistake-proofing.html


Elimination
• Remove process steps that lead to error
• Examples:

– Medications come in predetermined doses versus 
individual preparations

– Motion based light sensors versus flipping switch
– EHR data flows automatically into appropriate data bases 

versus double charting



Prevention
• Process designed to make mistakes impossible
• Examples:

– EHR hard gates
– Information sheet at the beginning of online survey
– Car doors wont lock if keys are inside car
– Washing machine runs only when door is latched
– Overflow outlets in sinks



Replacement
• Building of more reliable processes
• Examples:

– Zebra labels for specimen samples vs hand-writing
– Wristband barcode scanning vs verbal checks to 

reduce patient misidentification
– Patient registries for chronic illness management



Facilitation (1)
• Processes designed to be less error prone

– Includes:
• Checklists
• Visual management
• Asymmetry



Facilitation (2)
• Visual Management

– Make process status visible
– Manage the situation with this information



Detection
• Flagging the error and stopping the process
• Examples:

– Truck weigh station
– Excel restricted data entry field
– Inspection for errors



Mitigation
• Minimize the impact of the mistake
• Examples: 

– Fuses in electric breaker box
– Smoke alarm
– Surgical time outs



CAPA CONSIDERATIONS



• Corrective and Preventive Action 
Plans | Emory University | Atlanta GA

https://ctac.emory.edu/guidebook/corrective-action-plan.html


CAPA Management
• Implementation
• Measurement
• Tracking
• Accountability
• Evolution

Corrective and Preventive Action Plans | Emory University | Atlanta GA

https://ctac.emory.edu/guidebook/corrective-action-plan.html
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