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Workflow Timing Description:  Simulation  recall

QA RA DCCSales DepartmentJob description

Annual simulation recall plan flow charts

1. The simulation  recall 
plan will be initiated by 
Quality Assurance

2. Evaluate the activities 
and documents 
associated with 
Complaints,NCRs,CARs
,Investigations,Correspo
ndence from FDA..etc.

3. determine if a 
correction or removal is 
necessary

4.View the applicable 
Design FMEA

5.Determined the 
severity level 

6.Correction and 
Removal Worksheet 
Level I or Level II the
Correction or Removal 
shall be reported to FDA

7.Investigation
   Worksheet

8.CAR Worksheet

9.Correction and 
Removal Status Reports 

10. Submit a final 
closeout report to 
Executive Management

11.The Recall 
Termination Notification 
Letter from FDA

12. maintained the Files

Simulation recall notice

Recall Termination

QA

QR1406
CAR Worksheet

CAR

The severity 
level

QR1404
investigationWork

sheet

QR1909
reported to FDA

QR1909Correction 
and Removal 

Worksheet

monthly recall 
status report

Final closeout 
report

 maintained the 
Files

Choice a 
sample

Correction or 
removal ?

Determine the 
failure mode

Level I or Level II

within 10 working days

notify to the 
customers

Simulation 
recall notice

Simulation 
recall notice



1. 

2. 

3. 4. 

5. 

6. 
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