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COMPLETION INSTRUCTIONS

1. The purpose of the Training Log is to document the trial-related training received by the investigator and investigator site staff, in order to ensure they are adequately qualified to conduct their delegated tasks in accordance with the Delegation Log.

2. The investigator should ensure that persons or parties to whom the investigator has delegated trial-related activities are:
(i) Appropriately qualified by education, training and experience to perform their respective tasks;
(ii) Adequately informed about relevant aspects of the protocol, the investigational product(s) and their assigned trial activities (including activities conducted by staff provided by other parties in accordance with local regulatory requirements). 

3. Trial-related training to persons assisting in the trial should correspond to what is necessary to enable them to fulfil their delegated trial activities that go beyond their usual training and experience.

4. It would be recommended to maintain training documentation for the following, where applicable. If separate training certificates or training documentation are not provided by the trainer, please document the training in the Training Log. 
(i) Site Initiation Visit (SIV)
(ii) Collaborative Institutional Training Initiative (CITI)
(iii) Good Clinical Practice (GCP)
(iv) Trial-specific training (e.g., protocol and amendments, Investigator’s Brochure (IB), Interactive Response Technology (IRT), Pharmacy Manual/ Investigational Product Management SOP, Case Report Form (CRF) completion guidelines, Response Evaluation Criteria in Solid Tumours (RECIST), etc.)

5. The Training Log should be customised for the clinical trial. 

6. The Training Log may be completed manually or electronically. 

7. The Training Log should be either signed manually or electronically (via digital signature) by the attendees and trainer.
	Topic / Document
(Where applicable, indicate the version ref. of the document)
	Mode of Training
(e.g., Self-reading / In-person/ Investigator’s Meeting/ Site Initiation Visit / Webinar etc.)
	Date of Training
[DD MMM YYYY]
	Name of Attendee
	Signature of Attendee
	Name of Trainer
	Signature of Trainer 
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