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Annual Product Quality Review 

Steps 

Approval of APQR 

Planning, Preparation & Approval of 

APQR 

Summarize if Corrective Actions are 

required & if so as per CAPA procedure 

Review of APQR by Other 

Departments 

Data Compilation & Summary 

Preparation of APQR 

- Product Quality Complaints          

- Product Recall                              

- Adverse Events                               

- Product Returns                             

- Process Controls / CPPs CQAs      

- Process Capability                         

- Rework / Reprocessing                                  

- Rejects                                          

-Yields                                             

- Deviations                                     

- Product Investigations                   

- Process Validation Review           

- Product / Process related Changes                                       

- Lab Product Testing                     

- OOS & OOTs                               

- Finished Product                           

- Specification Review                    

- Test Method Validation                

- Stability Data                                 

- Retention Samples                        

- CAPAs                                          

- Follow up From Previous APQR                                     

- Batch Manufacturing and 

Packaging Records                           

- Regulatory Updates                        

- Technical Agreements / Quality 

Agreements                                          

- Statistical Evaluation & Data 

Trending                                          

- Facility Support Systems (Water, 

HVAC, Compressed Gases              

- Key Starting Materials (including 

Product Contact Packaging 

Materials) Environmental Control  

- Marketing Authorization 

Variation                                          

- GMP Observations                             

- Equipment Qualification                          

Data Required for APQR Responsibility 

QA 

QC, QA, 

RA, PRD 

QA 

QA, QC, 

RA, PRD, 

Eng, Micro 

QA 

QA Head, 

Quality Head, 

Site Head 


