PHARMACEUTICAL PERSONNEL QUALIFICATION & COMPETENCY CHECKLIST 2026
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--- JOB DESCRIPTION & ROLE DEFINITION ---
[ ] Job Title
[ ] Employee Identification Number
[ ] Summary of Primary Responsibilities
[ ] Required Qualification Levels (High School Diploma/GED, Bachelor's Degree (BSc/BEng), Master's Degree (MSc/MA), Doctorate (PhD/PharmD))
[ ] Department/Unit Assignment (Quality Assurance, Quality Control, Production, Warehouse/Logistics, Regulatory Affairs, R&D)
[ ] Job Description Effective Date
[ ] Signed Job Description PDF
[ ] Manager Approval Signature

--- INITIAL ONBOARDING & ORIENTATION ---
[ ] Date of Onboarding Completion
[ ] Employee Department (Quality Assurance, Quality Control, Manufacturing, Warehouse & Logistics, Regulatory Affairs, R&D)
[ ] Completed Orientation Modules (GMP Fundamentals, Site Safety & EHS Training, Data Integrity Principles, SOP Overview, Contamination Control Training, Personal Hygiene & Gowning)
[ ] Signed Orientation Acknowledgement Form
[ ] Training Supervisor Signature
[ ] Notes on Specific Training Gaps or Observations

--- TECHNICAL COMPETENCY ASSESSMENT ---
[ ] Assessment Completion Date
[ ] Competency Level Achieved (Beginner (Supervised), Intermediate (Independent), Advanced (Trainer/Expert))
[ ] Methods Evaluated (Written Examination, Practical Demonstration, Oral Examination, Direct Observation)
[ ] Detailed Competency Observations
[ ] Supporting Evidence (e.g., Test Results/Certificates)
[ ] Assessor Signature

--- SOP TRAINING & READ/UNDERSTAND LOGS ---
[ ] Date of SOP Review
[ ] SOP Version Number (v1.0, v1.1, v2.0)
[ ] Training Completion Status (Read and Understood, Practical Assessment Completed, Retraining Required)
[ ] Signed Training Log Scan
[ ] Employee Acknowledgement Signature
[ ] Notes on Training Gaps or Clarifications

--- GOWNING & ASEPTIC TECHNIQUE QUALIFICATION ---
[ ] Date of Last Gowning Qualification
[ ] Gowning Grade/Area Type (Grade A/B (Sterile), Grade C, Grade D, CNC (Controlled Non-Classified))
[ ] Qualification Passed Criteria (Visual Inspection, Microbiological Monitoring (Contact Plates), Aseptic Process Simulation (Media Fill), Procedural Adherence Audit)
[ ] Microbiological Results Report
[ ] Supervisor Verification Signature
[ ] Observations and Corrective Actions Required

--- ANNUAL RE-QUALIFICATION & REFRESHER TRAINING ---
[ ] Last Refresher Training Date
[ ] Training Status (Compliant, Due for Renewal, Overdue)
[ ] Refresher Modules Completed (GMP Fundamentals, Safety & Hygiene, SOP Updates, Data Integrity)
[ ] Training Certificate/Evidence
[ ] Supervisor Verification

--- TRAINING EFFECTIVENESS EVALUATION ---
[ ] Evaluation Method Used (Written Examination, Practical Demonstration, Supervisor Observation, Case Study Analysis)
[ ] Assessment Score Achieved
[ ] Competency Criteria Met (Theoretical Knowledge, Procedural Accuracy, Safety Compliance, Documentation Proficiency)
[ ] Evaluator Comments
[ ] Evaluation Completion Date
[ ] Evaluator Signature

--- PERSONNEL FILES & DOCUMENT CONTROL ---
[ ] Last Audit Date
[ ] Audit Outcome (Compliant, Non-Compliant, Observation Identified)
[ ] Documents Verified (Updated CV/Resume, Educational Certificates, Training Logs, Job Description Sign-off, Professional Licenses)
[ ] Upload Audit Evidence
[ ] Auditor Observations & Findings
[ ] Auditor Verification Signature

--- DEVIATION & CAPA IMPACT ASSESSMENT ---
[ ] Date of Deviation/CAPA Identification
[ ] Impact Severity Level (Critical, Major, Minor)
[ ] Identified Training Gaps (Inadequate SOP Knowledge, Lack of Technical Skill, Failure to Follow Procedure, Incomplete Documentation, Other)
[ ] Root Cause Analysis Summary
[ ] Proposed Corrective Training Action
[ ] Supporting CAPA Documentation
[ ] Quality Assurance Approval

--- EQUIPMENT & INSTRUMENTATION TRAINING ---
[ ] Equipment Name/ID
[ ] Training Status (Fully Qualified, In Training, Retraining Required, Not Authorized)
[ ] Last Training Completion Date
[ ] Next Re-qualification Due Date
[ ] Competency Areas Covered (Standard Operating Procedure (SOP) Review, Operational Setup & Startup, Calibration & Verification Checks, Cleaning & Decontamination Protocols, Troubleshooting & Error Handling, Data Logging & Report Generation)
[ ] Training Evidence/Certificate
[ ] Trainer/Assessor Verification
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