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Objectives 

- Define incident reporting 

- Understand importance of 

raising/reporting incidents as per 

accreditation standards  

- Review the CAPA module guidelines in 

Q-Pulse 
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Definitions 
• Nonconformity - nonfulfillment of a requirement 

 

• Non-Conforming Event (NCE) – an occurrence that does not conform to the laboratory’s 

policies, processes and/or procedures, does not conform with applicable regulatory or 
accreditation requirement; or has the potential to affect (or has affected) patient, donor 
or employee safety.  

o External Concern – a complaint, an unresolved problem or issue communicated by a 
client.  The complaint or opportunity may be service related, or may involve a pre-
analytical, analytical testing, or post analytical process. 

 - recorded by the Technical Service (TS) or Business Development (BD) teams. 

o Internal Concerns  – a complaint or unresolved problem, issue or opportunity for 
improvement identified by personnel  

         - recorded by personnel for documentation purposes 

 

• Corrective Action – action to eliminate the cause of a detected nonconformity or other 
undesirable situation 

 

• Preventive Action - action to eliminate the cause of a potential nonconformity or any 
other potential situation 
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Synonyms 

CAPA  

(Corrective action/ 

Preventive action) 

Incident Nonconformity 

Concern , issue, 
error, problem, 

event, etc. 
Quality concern 

Client/customer 
concern 

Non conforming 
event 

OVR  

(Occurrence 
Variant Report) 
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CAP Lab Gen Checklist 
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ISO 15189 Standards 
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ISO 15189 Standards 
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Designated Responsibilities 

Initiator 

•Any staff member can raise a CAPA (internal concern) 

•TS or BD raise  external/client concerns 

•Must include a factual description with  demographic information 

Responder 

•Involves the factual descriptions (investigation details), corrective action and root cause 
analysis stages in CAPA module.   

•As one stage is completed, the next stage will be assigned to the next responsible person as 
per department hierarchy 

Reviewer 

•QA tracks the documents in circulation, monitor responses, enter appropriate information 
into the CAPA  module for tracking and compile summary reports on a monthly basis. 

•Request additional corrective action, if required 

•Review Quality Concern Dashboard data for trends and process improvement initiatives 

•Monthly Quality Concern Meeting 
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Q-Pulse - CAPA Module  

Features 

 
 

 

 

 

 

Each event is traceable to a unique tracking number 

Security feature wherein reported event can only be accessed by 
the involved personnel and administrative staff named on the 
incident report  (secondary  and primary users) 

Sends e-mail notification and reminders to responsible persons 

Collected data can be saved as an attachment and serves as an 
evidence for future reference 
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How to handle CAPAs: 

Non-punitive 

Used to 
enhance/improve 

system and processes 

Company confidential 
documents 
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CAPA Process  

  Once an event is detected  

the following actions are observed: 

  

REMEDIAL/IMMEDIATE 
Action = Alleviate the 

concern (respond to as 
much of the concern 
as possible according 
to the event details 

gathered) 

Isolated event?   

• Can stop at immediate/ 
remedial 

 

• Recurring event? 

• Implement 
corrective/preventive 
action based on root 
cause analysis 

Notify all 
necessary 

stakeholders 

Document the 
incident in   

CAPA module of 
Q-Pulse  

           Examples of remedial action: 
 

 Provision of status of results on turnaround around time delay 
 Sample recollection 
 Issuance of corrected / revised report 
 Implement an interim work process 
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Root Cause  

Analysis (RCA) 

5 Whys: 

 

- Simplest RCA tool  

- Start with your problem and ask 

“why” until you come to the 

ultimate cause.  

- This may take more or less than 

five “whys,” but five questions will 

commonly come to the root of 

the problem.  

 
https://advisera.com/9001academy/blog/2016/03/01/how-to-use-

root-cause-analysis-to-support-corrective-actions-in-your-qms/ 
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Root Cause  

Analysis (RCA) Fishbone diagram:  

 

- Often called “cause and effect diagrams” and is considered a basic 

tool of quality used in RCA 

- This tool was first created by Karou Ishikawa in 1968 and is used as a 

method to organize a team to brainstorm the possible causes of a 

problem.   

https://advisera.com/9001academy/blog/2016/03/01/how-to-use-
root-cause-analysis-to-support-corrective-actions-in-your-qms/ 
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Response Time 

- Responder should provide an initial investigation response within 72 

hours after creation of the CAPA.  

 This should include a detailed factual description of events which 

led to the incident with a proposed corrective action    

- If this timeframe is not adhered to, escalation procedure is put into 

place: 

If no response is received within 3 days the staff line manager 
will be notified 

If no response is received within 4 days the QA Director will 
be notified 

If no response is received within 5 days the Chief Medical 
Officer (CMO) will be notified 

All opened CAPAs which are not addressed within 10 days 
will be forwarded to the CEO 

. 
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Closure of a  

Recorded CAPA 

 
• Closure of CAPA is facilitated and documented by Quality Assurance 

(QA) Department in the CAPA module.  

• Closure is done when no further actions are needed  or necessary to 

correct the event.    

• There is no defined timeframe for closure of CAPAs due to potential 

complexity of corrective/preventive actions suggested and 

implemented; however it is encouraged to attempt to close 

incidences within 30 days from the time the incident was raised. 

• Quality Assessment Reports can be provided upon client requests for 

a formal written response of the concern.  
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Benefits of Incident Reporting 

• Improvement of performance for both technical and non-

technical areas 

• Raises attention to resources needed 

• Promotes consideration for possible lessons learned 

• Provide prevention of occurrence to other facilities by 

encouraging standardization 
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NONCONFORMITY – INCIDENT REPORTING: 
QUALITY CONCERN REVIEW PROCEURE  

(NRL-QA-SOP-006) 

CAPA MODULE in Q-PULSE 
INSTRUCTION GUIDELINES 

(NRL-QA-GDL-008)  

NRL References 

ERROR CATEGORIZATION AND 
CORRECTIVE ACTION  

NRL-QA-SOP-063 

Very important 
for repeated 

errors!!! 

NRL-TTC-PPT-010, Ver.001 

Nonconformity Incident Reporting - Quality Concern Review Procedure ver 008.doc
Nonconformity Incident Reporting - Quality Concern Review Procedure ver 008.doc
Nonconformity Incident Reporting - Quality Concern Review Procedure ver 008.doc
Nonconformity Incident Reporting - Quality Concern Review Procedure ver 008.doc
Nonconformity Incident Reporting - Quality Concern Review Procedure ver 008.doc
Nonconformity Incident Reporting - Quality Concern Review Procedure ver 008.doc
Nonconformity Incident Reporting - Quality Concern Review Procedure ver 008.doc
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
CAPA Module in Q-Pulse Instructions_FINAL.docx
Error Categorization and Corrective Action SOP (NRL-QA-SOP-063) ver 003.docx
Error Categorization and Corrective Action SOP (NRL-QA-SOP-063) ver 003.docx


Providing quality medical laboratory results faster 

How to Raise a CAPA in Q-Pulse  
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Stage 1 – Factual Description 
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Stage 2  – Corrective Action  
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Stage 3  – Root Cause Analysis 

Stage 4: QA Review  

Follow same steps as mentioned in 

Stage 2 – Corrective Action   
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Uploading/ 

Attaching Documents  
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