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Goals 

 When you have completed this unit, you should be able to: 

 • Perform an audit of a personnel and training system. 
 • Know and understand which of the worldwide requirements apply to personnel 
 and training. 
 •  Use a range of information tools, including the contents of this module in support  
  of a personnel and training audit. 
 • Recognize compliance or non-compliance of regulations pertaining to personnel 
 training requirements. 
  

  

Definitions 

 Consultant: External company or individual providing a service, normally of an advisory 
 or expert role. They may be self-employed, or paid via a third party. 

 Contract personnel:  People who provide a service or perform a task on behalf of 
 The buyer company, but are not employed by the company. 

 Competency based training: Training on the skills and techniques an employee needs to 
 perform his/her job with completion of training based on demonstration of learning. 

 Instructional design: The process of creating training materials that includes needs 
 assessment, design, development, implementation and evaluation. 

 Job description: A document that defines accountabilities, responsibilities, job function 
 and tasks of a single job title. 

 Job skills: The necessary skills needed for an employee to perform successfully on the 
 job. 

 Training plan: A plan established by site management for individual employees or 
 employees within a single department stating what training (both regulatory and job skills 
 training) is required for the employee to be considered competent in the job. 
  

  

Explanation of Topic 
 Introduction 
 Within the pharmaceutical industry it is agreed that people are the most important 
 element in any pharmaceutical operation. The number of people working at a site needs 
 to be sufficient to ensure that the drug product manufactured, processed, packaged, or 
 held are compliant with all necessary GMP and regulatory requirements.  Personnel must 
 be qualified and have the right attitude, training, and supervision to produce good quality 
 product. 



Auditing a Personnel & Training System 

 
Copyright©www.gmpsop.com. All rights reserved 

Unauthorized copying, publishing, transmission and distribution of any part of the content by electronic means are strictly prohibited. 
Page 5 of 9 

 Employees may also need remedial training as a corrective action to unsatisfactory job  
 performance. This training should also be documented. 

 Certification/Assessment of Training Efficacy 
 All personnel should have training evaluated, possibly in conjunction with a certification 
 program.  Certification could include successfully completing an approved curriculum of 
 courses pertinent to the certification, successfully passing a comprehensive knowledge 
 test, and demonstrating competency through a performance measure. 

 Training Documentation 
 When auditing, one of your responsibilities is to determine how training attendance is 
 tracked. All training attendance must be documented and tracked, either electronically or 
 manually. Training documentation may be kept in an electronic format as part of a 
 validated learning management system, or a paper based system. If an electronic system 
 is used, it should be validated as required by the regulations. 

 The tracking system should be established to identify both those personnel who have 
 attended the training and those who were absent from the training.  There should be a 
 process in place to ensure that those absent during scheduled training receive the training 
 at a later date. 
  

 Training documentation includes: 
 • An overall SOP for management of the training system 
 • Training SOPs, guidelines 
 • Attendance records/sheets containing name of trainee, date, title and/or brief 
 summary of training, type of training, identification of trainee (e.g. company 
 ID #, distinct password, etc.), name of trainer if appropriate 
 • Training materials 
 • Individual training records which list all of the employee’s training 
 • Training plan 

 A training management SOP should define: 
 • Roles and responsibilities of all parties involved in training 
 • Who should be trained 
 • What training is mandatory and required 
 • What method is used for the training, if appropriate 
 • When and how often the training should be given 
 • Who maintains training records 
 • What constitutes qualification 

 SOPs or Training Plans may be generated by the individual departments, specifying 
 which tasks the employee is to be trained on, or there may be a general site training SOP. 

 All training records should be complete, accurate and current.  Training records should 
 be in-place and easily retrievable.  At a minimum, the record should contain the name of 
 the trainee, topic discussed, trainer and the date of the training.  The Training Records 
 should document, not only training performed at the job site but also external sessions, 
 such as conferences, educational courses, and/or training performed by a vendor. 

 A Training Summary should be a history of all the training the employee has received. 
 This can be electronically maintained in a validated tracking system or manually 
 maintained.  The Training Summary should be in agreement with the job description 
 and/or training plan for the respective position. 
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 Training materials 
 Reviewing training materials is also part of your audit.  Training materials should follow 
 principles of instructional design.  They should have objectives based on a training needs 
 analysis and, if appropriate, contain an assessment for training effectiveness.  They 
  should also be up-dated and maintained, using a change control procedure.  Functional 
 areas and/or Quality should approve them. 

 Delivery of training 
 The training format and methodology should be determined by the content of the 
 materials, and the audience.  Training may be instructor led, self study, computer based, 
 instructor led with video supplements, a facilitated discussion, or other methods. 
 Whichever method is chosen, it should meet the same requirements, i.e., reviewed and 
 approved by management, documented, evaluated for effectiveness. 

 Personnel Requiring Training 
 All personnel, both full and part-time, whose job functions are impacted by GMP and 
 regulatory requirements, should receive regulatory training, job skills and ongoing 
 training. 

 Contract personnel should be trained to perform the services they are contracted for and 
 have knowledge of GMP if working in a GMP area.  Qualification of contractors should 
 be documented and kept on file. 

 Visitors or untrained personnel should not be taken into restricted areas.  These areas 
 include research and development facilities, document archive areas, production, storage 
 and quality control areas. If this is unavoidable, they should be given sufficient 
 information in advance regarding hygiene, safety, protective clothing, GMPs and other 
 restrictions.  They should be closely supervised following the sites written procedure for 
 visitors. 

 Audit strategy 
 A suggested strategy is to 
 1) Select employees with differing times of service and different job functions. 
 2) Review their training records for completion of all training requirements. 
 3) Observe them while they perform their duties. 
 4) Ensure that personnel are following procedures. 

 Summary 
 Personnel must follow regulatory requirements as well as company policies, guidelines, 
 and procedures.  They are responsible for practicing good hygiene and remaining in good 
 health as a safeguard to protecting the quality of the drug product.  To achieve this they 
 must be qualified as a result of training, education and experience to perform their job 
 functions. One way to assure this is to provide necessary training. 

 Training is a process, not an event.  It is similar to other processes in that it needs to be 
 controlled, documented, and focused.  To determine if training is adequate and compliant, 
 SOPs, job descriptions in conjunction with training qualification plans, training 
 records/histories, and training materials need to be reviewed.  To determine if training is 
 effective, employees using the trained skills and knowledge should be observed. 
  


