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--- RECALL TEAM & RESPONSIBILITIES ---
[ ] Recall Team Leader Name
[ ] Recall Team Leader Contact Number
[ ] Primary Communication Method (Phone, Email, Pager)
[ ] Team Leader Responsibilities
[ ] Quality Assurance Representative Name
[ ] Last Team Training Date
[ ] Team Member Roles (Quality Assurance, Manufacturing, Regulatory Affairs, Supply Chain)
[ ] Recall Team Leader Signature

--- PRODUCT IDENTIFICATION & TRACEABILITY ---
[ ] Batch Number(s) Affected
[ ] Manufacturing Site (Site A, Site B, Site C)
[ ] Manufacturing Date Range
[ ] Quantity Manufactured (per lot)
[ ] Description of Product Identifier (e.g., Serial Number format)
[ ] Distribution Channels Involved (Wholesale, Retail Pharmacy, Hospital Pharmacy, Direct to Patient)
[ ] Sample Label/Packaging (for reference)

--- AFFECTED PRODUCT ASSESSMENT ---
[ ] Affected Lot Numbers
[ ] Reason for Recall (Defect, Adverse Event, Regulatory Issue, Incorrect Labeling, Other)
[ ] Detailed Description of Defect/Issue
[ ] Estimated Quantity of Affected Product
[ ] Distribution Channels Affected (Wholesale, Pharmacies, Hospitals, Direct to Patient, Other)
[ ] Date Product First Distributed
[ ] Potential Patient Impact Assessment

--- COMMUNICATION & NOTIFICATION ---
[ ] Regulatory Agency Notification Required? (Yes, No)
[ ] Which Regulatory Agency? (FDA, EMA, Other)
[ ] Notification Draft (Agency)
[ ] Distribution Channel Notification Required? (Yes, No)
[ ] Notification Draft (Distributors)
[ ] Distribution Channels Notified (Wholesale Distributors, Pharmacies, Hospitals, Retailers)
[ ] Patient Communication Plan Summary
[ ] Date of Agency Notification
[ ] Time of Agency Notification

--- RETRIEVAL & DISPOSITION ---
[ ] Number of Affected Units Retrieved
[ ] Number of Units Remaining to Retrieve
[ ] Primary Retrieval Location
[ ] Date Retrieval Started
[ ] Date Retrieval Completed (Target)
[ ] Disposition Method (Destruction, Return to Manufacturer, Credit, Other)
[ ] Detailed Description of Disposition Actions
[ ] Supporting Documentation (e.g., Destruction Certificates)

--- RECORD KEEPING & DOCUMENTATION ---
[ ] Recall Initiation Date
[ ] Summary of Recall Event and Findings
[ ] Number of Lots Affected
[ ] Estimated Number of Units Affected
[ ] Affected Product Batch Records
[ ] Description of Communication with Regulatory Agencies
[ ] Regulatory Agency Notification Status (Notified, Acknowledgement Received, Response Submitted)
[ ] Supporting Documentation (e.g., lab reports, complaints)
[ ] Recall Team Lead Signature

--- CORRECTIVE & PREVENTIVE ACTIONS (CAPA) ---
[ ] Describe the Root Cause of the Recall Event
[ ] Detail the Corrective Actions Taken to Address the Immediate Issue
[ ] Outline Preventative Actions to Avoid Recurrence
[ ] Number of Personnel Trained on Corrective/Preventive Actions
[ ] Verification Method of CAPA Effectiveness (Process Observation, Data Analysis, Audit, Other)
[ ] Planned Completion Date for CAPA Implementation
[ ] CAPA Review and Approval Signature

--- TRAINING & AWARENESS ---
[ ] Number of Employees Trained
[ ] Last Training Date
[ ] Training Method (e.g., Classroom, Online) (Classroom, Online, Hybrid)
[ ] Summary of Training Content
[ ] Training Record Verification Status (Verified, Pending Verification)
[ ] Upload Training Records (if applicable)

--- REVIEW AND UPDATE ---
[ ] Last Review Date
[ ] Summary of Review Findings and Changes
[ ] Review Frequency (in months)
[ ] Review Status (Completed, In Progress, Not Started)
[ ] Reviewer Signature
[ ] Next Scheduled Review Date
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