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Complaints 

Complaints  

Definition and Importance 

• A complaint in the pharmaceutical industry refers to any written, oral, or electronic expression 
of dissatisfaction related to the quality, safety, efficacy, or performance of a pharmaceutical 
product.  

• Complaints can come from multiple sources: 

o Patients 

o Healthcare professionals 

o Wholesalers/distributors 

o Regulatory bodies 

• Complaints are critical signals that may reveal latent or systemic issues in manufacturing, 
packaging, labeling, storage, or distribution.  

• Proper handling ensures: 

o Patient safety 

o Product integrity 

o Maintenance of public trust 

o Compliance with regulatory obligations 

Types of Complaints 

1. Quality Complaints: Issues related to product appearance, labeling/packaging, 
contamination, stability, etc. 

2. Adverse Drug Reactions (ADRs): Complaints indicating unexpected or harmful effects of the 
drug, often further managed through pharmacovigilance procedures. 

3. Technical Complaints: Involving device components (for combination products), delivery 
system malfunctions, or any technical failure. 

4. Regulatory Complaints: Complaints that could entail data integrity or GMP compliance 
issues that might trigger regulatory inspections. 

Complaint Handling Process (High-Level Overview) 

1. Receipt of Complaint 

➢ Document all relevant details (product name, batch/lot number, nature of complaint, 
contact information, etc.). 

➢ Assign a unique identification or tracking number. 

2. Classification and Triage 
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➢ Determine the nature and potential severity (quality, safety, labeling, etc.). 

➢ Assess whether it is critical (e.g., potential health risk) or non-critical. 

3. Investigation and Root Cause Analysis 

➢ Investigate the batch record, production records, test data, and any relevant 
manufacturing parameters. 

➢ Examine returned samples (if available) and gather additional details from the 
complainant. 

4. Corrective and Preventive Actions (CAPA) 

➢ Identify root cause and implement corrective actions (short-term fixes) and preventive 
actions (long-term preventive measures). 

5. Documentation and Reporting 

➢ Maintain a Complaint Log that records the progress and outcome of the investigation. 

➢ If required, inform regulatory authorities (e.g., in cases of serious safety issues or 
suspected counterfeiting). 

6. Closure and Trending 

➢ Conclude the investigation and document all findings. 

➢ Trend analysis to identify recurring complaints and initiate broader improvement 
programs if needed. 

 

Evaluation of complaints 

Significance 

• The systematic evaluation of complaints is crucial for continuous quality improvement. 

• It serves multiple purposes: 

o Identifies trends or patterns that point to a systemic problem (e.g., recurring 
manufacturing defect). 

o Enhances risk management by prioritizing complaints based on potential impact on 
patient safety. 

o Ensures compliance with regulatory requirements that mandate thorough reviews, 
documentation, and corrective actions. 

Key Evaluation Steps 

1. Assessment of Severity/Risk 

➢ Each complaint is evaluated for possible patient safety impacts or regulatory non-
compliance issues. 

➢ High-risk or critical complaints may trigger immediate product quarantine or recall. 
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2. Investigatory Depth 

➢ The depth of investigation correlates with severity. 

➢ This can include on-site checks, additional laboratory testing, and cross-functional 
team involvement (QA, R&D, Production, Regulatory). 

3. Cross-Functional Involvement 

➢ Quality Assurance, Quality Control, Production, Regulatory Affairs, Pharmacovigilance 
(for ADRs), and Legal may all need to be involved depending on the nature of the 
complaint. 

4. Corrective Actions and Follow-Up 

➢ CAPA management ensures that any identified root causes are addressed to prevent 
recurrence. 

➢ Follow-up ensures corrective measures are effective over time. 

5. Documentation 

➢ Evaluation findings are properly recorded and stored. 

➢ Data integrity and traceability are maintained throughout the process. 

 

Handling of return good  

• Returned goods are pharmaceutical products sent back by distributors, pharmacies, or 
customers due to various reasons, such as damaged packaging, expired stock, or regulatory 
issues. 

Reasons for Product Returns 

• Damaged or defective products (e.g., broken tablet strips, leaking bottles). 

• Expired or nearly expired products. 

• Storage or transportation issues (e.g., temperature excursions). 

• Product recall by the manufacturer. 

• Regulatory non-compliance. 

Procedure for Handling Returned Goods 

1. Receipt and Documentation 

➢ Returned goods are received in a designated area and logged in the return register. 

2. Inspection and Evaluation 

➢ A quality control team assesses the condition of the returned products. 

3. Disposition of Returned Goods 

➢ Reprocessing/Reworking: If quality can be restored, the product may be reprocessed. 
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