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	Steps
	Questions/Factors
	Input/Findings

	State/Define the problem or issue
	State the issue or CA here
What happened?







	

	Can this be easily corrected by one person?
	Yes – make the correction, update the SP issue to “pending approval”

No – Move to next step
	Date and Initials upon completion:

	Form a team to investigate the issue
	Decide who you will need on your team and define the team roles

Establish a small group with the knowledge, time, authority and skill to solve the problem and implement the corrective action.  The team must select a team leader.







	Name of those on the team:

Who is the team lead (required):

Define who roles and responsibilities:






 

	Brainstorming
	Assemble all data relating to the nonconformity or issue
· Data
· Instrument records (maintenance, calibrations, error logs, etc.)
· SOPs/Procedures
· Training records
· Bench sheets
· Analyst
· Prior CA/Issues in SP
· Control chart data
· Materials used (reagents, supplies, CRM from bench sheets)
· Literature/Research
	

	Identify the root cause diagram/process involved

Are you using more than one technique?
Discuss with team the approach and vote
	Decide with team what process to use
· 5 why’s
· Fishbone
· Cause Mapping
· Affinity Diagram
· Brain Storming
· Pareto Charts
	Name the process(es) the team is using:

	Agree on a problem statement
Use a diagram or process from above to narrow down the issue
	Sort issues by:
· Could not have caused issue
· Possible cause
· Likely Cause
	List the likely and potential causes here:


















	Test each possible cause
See the list below
	· For each possible cause, record any fact not perfectly explained as well as any assumption that can be made to explain the fact.

· If a possible cause does not fit the facts and no reasonable assumption can be made to explain the facts, the possible cause can be eliminated.
	
List potential causes here and whether the data collected supports or rules out the assumption:


















	Materials
	· Did the materials used cause the problem
· Were the proper reagents, grade of reagents used?
· COA for materials collected and reviewed
· Was a new vendor or supply the issue?
· Was there an issue with the material used?  Defect/poor quality/contamination
· 
	Record findings:

	Methods
	· Is the method used fit-for-purpose
· Does the SOP give clear instruction of does it need revised?
· 
· 
	Record findings:

	Equipment
	· Was equipment properly maintained per SOP?
· Was there an equipment failure?
· Supporting equipment (hotplates, balances, pipets) failure?
Equipment not calibrated
	Record findings:

	People/Training
	· Analyst error due to failure to follow the procedure?
· Competency records checked
· Second analyst watched analysis to verify person performing it is doing it correctly?
	Record findings:

	Environment
	· Power outage or issue with power
· Temperature fluctuation
· Increase in workload (extra work assigned)
· Increase in sample load
	

	Management
	· Undue pressure
· Lack of direction
· Lack of clear communication
· Does not support QM system
	

	Customer
	· Undue pressure
· Lack of direction
· Lack of clear communication
· Request a non-routine test


· 
	

	Identify the Root Cause
	· Reduce the number of possible causes after testing. Assumptions listed above have been disproven

· Did your team identify multiple causes?

Did your team identify a new cause based on testing results and ruling out the assumptions?
	List Identified Root Cause(s):

	Define and verify the Corrective Action
	· Confirm that the selected actions taken (corrective actions) will resolve the issue.

· Define other actions as necessary based on severity of the problem

· Write a plan! What needs to happen?
	Define the actions taken here:

	Implement the permanent corrective actions needed
	· Assign action(s) taken 
· SOP revisions
· Method validation/verification
· Training
· Ensure action are completed
· 
	Assign actions and ensure completion

	Prevent Recurrence
	· Modify as needed
· Update training
· Review process
· Improve any practices or procedures as needed from the original actions taken
	

	Celebrate!  
	· Congratulate the team for a job well done 
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