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Summary - Structured On-the-Job Training System

This document discusses considerations for a site Structured On-the-Job Training system
including GMP tasks and knowledge necessary to perform those tasks.

Sites must comply with GMP training requirements for training by defining the knowledge,
skills and attributes colleagues require to competently perform GMP tasks. On-the-Job
training should be part of those colleagues’ job function curriculum (JFC) who have a direct
impact on product quality to ensure that colleagues can competently perform all job skills
prior to working unsupervised.

Select a qualified trainer, who has expertise, training or a combination of these in the specific
area/topic. This may be an individual who performs training as their job function or an SME
who performs training secondary to their primary job function.

Then create training materials around these smaller tasks which can be clearly defined. This
also allows trainee’s to begin working on certain tasks in the process prior to completing
training on the entire process which can help with scheduling and resources. For example,
once the trainee has completed trainings for labelling the can work unsupervised on that
section of the packaging process while continuing training on the other areas of the packaging
process.

Some procedures define default re-qualification requirements. Review all material related to
the task and ensure that your re-qualification plan matches what is stated in the area SOP and
other documentation. When re-qualification is not defined in local procedures, the site should
take a risk based approach to determining if and when re-qualification may be necessary. For
example when a colleague has not worked in the function for an extended period of time, if
there are major changes to the skills required to perform a job, when a new piece or
equipment has been installed or when a batch record has been revised.
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