Question: Besides being required by the FDA, why is it important to have a Customer Complaint Office (Customer Service) for licensed drugs?  List examples of great customer service, what steps would you take to handle a complaint about a drug?  etc.
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1. A customer complaint office will receive customer complaints (from email, calls, etc...), keep records of complaints, provide trend reports to business leaders, and provide feedback to the customer on resolution.
Steps in Customer Complaint Process:
· Customer Service receives complaint 
· Customer Service records all details (this may include following back up with the customer to ask additional questions) 
· Customer Service notifies leaders, Food Safety/Quality/Regulatory (FSQR), and Operations team members as necessary 
· Customer Service logs complaint in database (some organizations may have auto notifications when complaint is logged).  Information is categorized by product type, product name, type of complaint, name of customer, date, etc... 
· FSQR and/or Operations investigates complaint if it is product related (place remaining in stock product on hold if necessary) 
· FSQR and/or Operations report back to customer service with results of investigation 
· Customer Service logs findings in complaint database 
· Customer Service provides feedback/response to customer  
It's important to have periodic reviews of trends in customer complaints to determine if there are issues that are repeating.  If they are repeating; additional action needs to be taken to get to the root cause and prevent recurrence. 

Handling complaints is so important for any company, but especially important for one that licenses drugs. Most importantly, it a requirement of Current Good Manufacturing Practices (cGMPs); additionally, it provides companies opportunities to improve the quality of their products as well as any make corrections in their control and manufacturing processes. Every company should have a dedicated complaint receiving protocol for any potentially defective product they could produce. This SOP should be able to acknowledge the type of complaint, assign each complaint to a responsible team for handling, allow for review of batch documents, lot information, and tracking information, authorize comparisons to be performed with a requested sample from complainant, instruct customer service department to ask for photographs of complaint for records, review of stability samples, and suggest a timeline for responses to be drafted and a process for management review (Kurmar & Jha, 2015).

2. It is imperative the company maintain open channels of communication with their customers in order for the quality department to receive suggestions, suspicions and complaints about their products. Then, if and when any complaint is confirmed to be problematic, the Quality department can issue corrective actions; these have the potential of ranging from a quick retraining to a full-fledged CAPA. When a CAPA is opened, a multidisciplinary team is formed between various departments (i.e., Quality Control (QC), Production (Manufacturing & Packaging), Supply Chain Management (SCM), Marketing (or Business Development), Research and Development (Formulation development), and Regulatory Aﬀairs (RA) Kurmar & Jha, 2015)) to dive deeper into the complaints. If exposure to the product is considered to have health-related risks or worse, considered to be life-threatening, then a company with clearly defined protocols can catch these products early in the distribution process. This could potentially prevent the loss of business orders, save the company money, avoid lawsuits, and circumvent some incredibly uncomfortable interactions with the FDA.


