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[bookmark: _Toc425153033]Study Training Log
Instructions: This form is to be completed by the Qualified Investigator/Principal Investigator at each site when Co-Investigators and/or study staff are initially and subsequently trained on the study protocol or protocol amendments. This applies to industry-sponsored, cooperative group and investigator-initiated clinical trials. As best practice, it may also be useful to indicate training for other types of interventional and observational clinical health research studies.
This document should be retained in the main study binder located at each participating site.
	Study Title:
	Qualified Investigator/Principal Investigator: 

	Protocol Number:
	Product:

	Protocol Version Number:
	Protocol Version Date:

	Site Number/Name:
	Sponsor:


The undersigned investigator/study staff acknowledges that he/she has read the above study protocol and has had an opportunity to ask the Qualified Investigator questions regarding protocol, study procedures, and his/her specific duties.
	Name/Title
	Signature
	Date trained (dd/mmm/yyyy)
	Topics (see key)
	Method (see key)
	Trainer
	QI initials/Date (dd/mm/yyyy)

	
	

	
	
	
	
	

	
	

	
	
	
	
	

	
	

	
	
	
	
	

	
	

	
	
	
	
	

	
	

	
	
	
	
	


Topics Key:
	1 – Protocol overview
	4 – Investigational product administration
	7 –Adverse Events (AE)/Serious Adverse Events (SAE)/Adverse Events of special interest reporting

	2 – Investigational product overview
	5 – Inclusion/exclusion criteria
	8 – Pharmacokinetic (PK) or pharmacogenetic (PG) samples (if applicable)

	3 – Investigational product storage/preparation/dispensing
	6 – Indicator(s) that demonstrate an event has occurred, as listed in study protocol * e.g. primary end points 
	[bookmark: _GoBack]9 – Other___________________________


Methods Key: 
	1 – Training Session
	2 – Read and understood
	3 – Webinar/On-line
	4 – Other _________________________   




(adapted from AHS Protocol and Protocol Amendment Training Documentation for Co-investigators and Trial Staff; CTN Best Practices)
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