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Death
by

CAPA
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Poll

Select the most appropriate response that reflects 
your company’s use of its Corrective and Preventive 
Action (CAPA) subsystem:

1. Overuse the CAPA subsystem

2. Underuse the CAPA subsystem

3. Use the CAPA subsystem appropriately

4. Do not use a CAPA subsystem

5. Unsure
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Learning Objectives 

• Review CAPA reminders

• Identify tips to help decide when to open a CAPA

• Illustrate how to implement CAPA using a case study 
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CAPA Reminders
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CAPA: Reminders

• Purpose

➢Address systemic quality issues

• Regulatory requirements

➢Title 21 Code of Federal Regulations 820.100
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CAPA Tips
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CAPA: Tips

Open a CAPA when:

• Incident caused injury or death

• Multiple occurrences of similar/same event

• Procedures indicate it cannot be addressed in 
another process/way

• Risk assessment determined issue to be critical
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CAPA Case Study
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CAPA: Case Study

Background:

• Ivy Innovations, Incorporated manufactures Class II 
antimicrobial susceptibility test (AST) devices
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CAPA: Case Study

Background:

• Ivy Innovations performed final acceptance 
activities for 4 different lots of AST devices 

➢for gram positive organisms

• Acceptance criteria for each lot:

➢98% of the sample should be completely sealed 
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CAPA: Case Study

Nonconformity/nonconforming product:

• AST devices did not meet final acceptance criteria

• Finished device inspection revealed partially opened 
pouches in all lots 

• # Partially sealed pouches for the 4 lots sampled:
➢ 16 out of 100 devices (84% completely sealed)

➢ 19 out of 100 devices (81% completely sealed)

➢ 8 out of 100 devices (92% completely sealed)

➢ 11 out of 100 devices (89% completely sealed)
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CAPA: Case Study

CAPA

Nonconforming 
product 

procedure
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CAPA: Open or Not?

Gather 
data

Review/ 
conduct risk 
assessment

Determine 
if CAPA 

required

Open CAPA

Continue 
nonconforming 

product procedure 
for implementing 

actions

NO YES
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Should we open a CAPA?
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Document CAPA Decision
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Open CAPA: Case Study

AST device:

• Multiple occurrences of similar/same event

➢Multiple devices in multiple lots with partially sealed 
devices

• Risk assessment determined issue to be critical

➢Could lead to delayed/incorrect treatment
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CAPA: Case Study

Open CAPA
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CAPA Form A
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CAPA: Case Study

Open CAPA
Investigate and 

determine cause 
(determine cross functional team)
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CAPA: Investigation

• Determine cause of nonconformity

➢5 Whys

➢Fishbone (Ishikawa) diagram 

➢Failure Mode and Effects Analysis (FMEA)

➢Fault Tree Analysis (FTA)
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CAPA: Investigation
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CAPA: Investigation
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CAPA: Investigation
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CAPA: Investigation
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CAPA: Case Study

Open CAPA
Investigate and 

determine cause 
(determine cross functional 

team)

Identify 
corrective action
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CAPA: Case Study

• Identify corrective action  

– Use information from 5 Whys

– Use information from Fishbone diagram
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CAPA: Case Study
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CAPA: Case Study

Open CAPA
Investigate and determine 

cause (determine cross 
functional team)

Identify corrective 
action

Verify or 
Validate 

corrective action



30

CAPA: Verify Corrective Action

• Verify corrective action is effective

➢Verify that package seals are complete when trained 
employees use SOP with checklist

• Verify corrective action does not adversely affect AST 
device
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CAPA: Case Study

Open 
CAPA

Investigate and 
determine cause 

(determine cross 
functional team)

Identify 
corrective 

action

Verify/Validate 
corrective 

action

Implement 
corrective 

action
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CAPA: Implement Corrective Action

• Corrective action implementation:

➢Checklist created

➢ SOP revised to include checklist

➢Employees trained

• Document/record all activities completed
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CAPA: Case Study

Open CAPA

Investigate and 
determine cause 

(determine cross 
functional team)

Identify 
corrective 

action

Verify/Validate 
corrective 

action

Implement 
corrective 

action

Document 
changes and all 

activities
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CAPA: Document Activities

• Document all activities on CAPA form
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CAPA: Document Activities
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CAPA: Case Study

Open CAPA

Investigate and 
determine cause 

(determine cross 
functional team)

Identify 
corrective action

Verify/Validate 
corrective action

Implement 
corrective action

Document 
changes and all 

activities

Disseminate 
information 

about 
nonconformance 
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CAPA: Disseminate Information

• Notify all individuals responsible for Pink Pearls AST 
device

➢Notify by email

➢ In person Staff meeting

➢Conference call

➢ Formal training

• Must document notification
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CAPA: Case Study

Open CAPA

Investigate and 
determine cause 

(determine cross 
functional team)

Identify corrective 
action

Verify/Validate 
corrective action

Implement 
corrective action

Document changes 
and all activities

Disseminate 
information about 
nonconformance 

Submit information 
for management 

review 

(obtain approval)
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CAPA: Management Review

• Document submitting information for management 
review

➢Management review meetings
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CAPA: Management Review
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CAPA: Case Study

Open CAPA

Investigate and 
determine cause 

(determine cross 
functional team)

Identify corrective 
action

Verify/Validate 
corrective action

Implement 
corrective action

Document changes 
and all activities

Disseminate 
information about 
nonconformance 

Submit information 
for management 

review 

(obtain approval)

Close CAPA 

(track & monitor)
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CAPA: Close

• Obtain appropriate approvals

➢ Include date

➢ Signature of approving official



43

CAPA: Close
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Summary

• CAPA is an important element of the quality 
management system

• When CAPA is used appropriately,

➢Companies can deal effectively with product and quality 
problems

➢Companies can prevent or minimize device failures

• Not every nonconformance or complaint requires 
opening a CAPA
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Resources

• Corrective and Preventive Action: 21 CFR 820.100

• Guide to Inspections of Quality Systems

• Global Harmonization Task Force document: Quality 

Management System- Medical Devices- Guidance on 

corrective and preventive action and related QMS 

processes

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=820.100
https://www.fda.gov/downloads/iceci/inspections/ucm142981.pdf
http://www.imdrf.org/docs/ghtf/final/sg3/technical-docs/ghtf-sg3-n18-2010-qms-guidance-on-corrective-preventative-action-101104.pdf
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Questions
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Your Call to Action

• Review tips to help decide when to open a 
CAPA early in process

• Feed CAPA information back into quality 
management system

• Document all activities completed




