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 Training Log
OPTIMISE2 

This form may be used and adapted as the PC-CTU Central Training Log and the Research Site Training Log

PC-CTU Protocols and SOPs are all written in accordance with ICH-GCP and so study specific training that is adhering to these documents is considered training in the principles of ICH-GCP

General instructions
When should the training log be completed?

· Complete the training log as soon as any training is complete, while the trainer is still present to sign (if training carried out in real time). This could be training before opening the study or during the study. 
Who should be on the training log?
· Everyone who has received any study training, either full or amendment training should be listed on the training log. 
· Everybody who is doing study-related activity either at a site or in the central team (PC-CTU, Co-ordinating centres and CRN) should be on an appropriate training log. 
· Study–related activity includes anything that the staff member would not normally do as part of their usual role, e.g. a GP Practice Administrator/Manager running a pre-coded search to identify eligible participants is not acting outside of their usual role and doesn’t need to be on the delegation/training log/have GCP training.
Who needs GCP training?

· People listed on the training log may or may not have specific GCP training. If someone is carrying out study-related activity outside of their usual role then they should be on the training and delegation logs and should have training in the principles of GCP. If someone is either not carrying out study-related activity or working within their usual role then they do not need to be on the delegation log or have GCP training. 
Who can train others?

· Either a member of the study team or somebody who has previously been trained and is delegated to do so can train others. 

Do staff members at PIC sites need to be listed on the training log?

· If staff members at PIC sites have received training they need to be listed on the training log of the research site that they are supporting.
What training should be recorded on the training log

· All training should be recorded on the study training log. The ‘Type of training’ section should be completed to describe the training received, e.g. ‘full protocol training’, ‘receiving trial IMP training’, or ‘Substantial Amendment 1 training’.
How can training be carried out?

· Training may be in person or remote, such as via phone, webinar or in a recorded session which is made available to those requiring training
The following people have been trained in all the required processes for their role in the OPTIMISE2 Trial.
This log must be completed at the time of training. It is a rolling document that must be updated when additional training is given, such as protocol amendment training where trial processes have changed.

	Name
	Trial Role
	Type of training received (e.g. full protocol training or Substantial Amendment 1 training)
	Trained by
	Date of Training
	Signature of 
Trainee
	Signature of Trainer
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