
Implement

CCB 
Categorize Issue
· Defect 
· Observation 
· Enhancement
Identify Risk
Assign Owner
· Can be changed any time
Can be revised ownership
Notify Issue State Owner when 
assigned  or changed

Team Member Enters the Following:
· Issue (Item) # 
· Product Version/Revision
· Drawing Reference
· Description of Issue

· Current Status
· Actual vs Expected
· Requirement Failure
· Function (Design) failure
· Documentation Error
· Possible Improvement

· Repeatability

Is 
Severity & Impact  

to “Product”, 
“Patient” or “User” 

Major or 
Higher?

Pre or Post
Launch?

CAB 
Decision: 

included in a 
CAPA?

CCB 
Decision:

Should Issue be 
Escalated to a 

CAPA?

No

Yes

Yes

Yes

Conduct Resolution 
Workflow

Resolution 
Verified & 

Implemented
Correctly?

1

1

Release in 
DHF & Log

2

CCB Attach 
Justification/Rational for not 

including in a CAPA

Verification Owner 
Changes Issue State to 

“Verified”

Issue Owner Changes 
Issue State to 

“Resolved”

Full CCB Changes Issue 
State to “Deferred”

Issue 
Resolved?

20

No

No

Issue Owner Assigns 
Independent 

Verification Owner

Verification Owner 
notifies Technical Lead 
or CCB of completed 

Verification
Is 

Issue able 
to be 

Resolved?

Attach Decision Rational 
to Issue

No

4

5

Were  
Additional
Defects or 

Observations 
Introduced in this or 

other Products 
?

5

For 
“Defect”:

 Is On-Market 
Product 

affected?

Log CAPA Identification

Yes

Update Risk Documentation 
and Log update action(s)

· Document Rational
· Log Decision

Yes

Document or Reference:
· Approved Plan
· Approved Protocol
· Design Control 

Documents Updated
· Versions/Revisions
· DHF Updated
· Verification Report

Design Transfer 
Review or CDP 

Implementation 
Phase?

 Full CCB Changes 
State to “Closed”

Yes

Enter Exit 

6

6

7

Notification to Open a 
CAPA

Conduct HAA 
Assessment

7

No

8

Full Investigation
Determine and Log 
· Root Cause
· Impact Assessment
· Potential Solutions
· Affected Products
· Any Previous Occurrence

Identify & Log
· Changes needed
· Verification 

required

Defect?

Issue Owner Changes 
Issue State to “Not 

Resolved”

Escalate to 
HHA?

Yes

Log HHA:
· Identification
· Owner Notification

Log:
· Decision
· Rational

Team Member Creates 
Defect/Observation/Enhancement in 

“Open” State

Yes

Pre
Launch

CCB 
Decision to 

Defer or 
Implement?

2

8

Identify Possible 
Solutions

Defect or 
Enhancement 

?

Log ECO # 
for Update

Is Issue a 
Defect?

Yes

No

9

No

Are all 
Issues either 
“Closed” or 
“Deferred”

?

Yes

CCB 
Decision:
Is Issue 
Valid?

4

No

CCB Recommend 
changing State to 
“Closed”.
Attach Justification 

Issue Owner 
Changes Issue State 

to 
“In Progress”

Log 
· State Change
· Date

CCB 
Decision:  

Change State 
to “Closed”?

Implement

No

4

CCB 
· Attach Rational/ Justification for 

Recommending State Change to 
“Closed”

· Log Actions
· Schedule Full CCB Review

Yes

Defer

Effectiveness 
Check 

Complete?

Effectiveness 
Check 

Satisfactory?

Is Issue
Associated 

with a 
CAPA?

Monitor 
Effectiveness 

Check

Yes

No

No

Yes

No

No

Reference in the DHF

Monitor & Update       
    CAPA Status   

Yes

Is Risk 
Currently 

Documented
?

Issue Owner
Log
· Document #
· Document Revision
· Line #

Yes

Issue Owner
Conduct Risk Assessment
Calculate and Log:
· P1
· P2
· P
· Risk Zone

No

Update Risk Control 
Document #(s)

DTR CDP 

Yes

8

11

11

Log 
· State Change
· Date

Issue Owner Changes 
Issue State to 
“In-Progress”

Log 
· State Change
· Date

Log 
· State Change
· Date

Recommend 
To Close

Log 
· State Change
· Date

Log 
· State Change
· Date

CCB 
· Attach Rational/ Justification 

for Recommending State 
Change to “Deferred”.

· Log Actions
· Schedule Full CCB Review

Stop

Severity
· Assign
· Log

Change State to 
“In Progress”

Log 
· State Change
· Date

Update Risk 
Docs?

Yes

No

Notify 
Issue Owner

Recommend 
to Defer

Notify 
Issue Owner 

Log 
· Actions
· Date

IIA 
Created?

Log Rational
Date Decision

Yes
Escalate to 

HHA?

12

12No 7

Yes

No

Notify CAB and Log

8

Full CCB 
Agrees to 

Defer?
Yes

Full 
CCB Agrees 

to Close
?

Observation
?

No

Conduct 
Investigation/

Analyze & Assign 
Severity as 

appropriate

6

No

Include in Defect 
Summary Report & Log

13

14

14

CCB State 
Change Decision/
Recommendation

Yes

Issue Tracking Process Flow

Post
LaunchDefect

Enhancement

20

Stop

No

Enhancement

21

No

Issue 
State?

Invalid?

Verified

Open

Not 
Resolved

17

15

169

Yes

13

No

ObservationEnhancement

Issue 
Type?

Yes

15

CCB Changes 
State to 
“Valid”

17

No

Yes

Defect
?

20

YesNo

18

No

Can 
Reproduce

?

No

Re-
Categorize

?

CCB Document 
Rational

Yes

Yes

YesDefer ?

No

21

ResolveNo

CCB 
Close

Log Notification 
to Open a 
Complaint

Yes

Observation

Enhancement 
or 

Observation?

No

Attach 
Decision 
Rational

Close/ 
Defer

Change 
State to 
“Closed”

Change 
State to 

“Deferred”

D

4

18

C
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