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Clinical Trial Coordinator 

Training and Competency Assessment: New Starter

INSTRUCTIONS FOR USE


Clinical Trials Coordinator 
Training and Competency Assessment: New Starter
Employee Name: __________________________E#




Commencement Date: 





New Starter Competent:







· Section 1: Clinical Trial Specific Training (Lead: 



)
	Item            
	Reviewed
	Trainee Competent

(sign & date)
	Trainer Confirmed
(sign & date) 

	Training requirements

	ICH GCP
	Yes/ No/ NA
	
	

	Informed Consent
	Yes/ No/ NA
	
	

	Complete Safe Transport of Infectious Substance by Air course
	Yes/ No/ NA
	
	

	Clinical Trial Coordinator Training Course (Face to Face)
Date Booked:
	Yes/ No/ NA
	
	

	Clinical Trial Research Online Modules

Date Completed:
	Yes/ No/ NA
	
	

	Other:
	Yes/ No/ NA
	
	

	
	
	
	


· Section 2:  
Daily Operations and Compliance (Lead: 

)
	Item                   
	Reviewed
	Trainee Competent

(sign & date)
	Trainer Confirmed

(sign & date)

	Hand over policy
	Yes/ No/ NA
	
	

	MET CALL requirements
	Yes/ No/ NA
	
	

	Administration: General 

	Telephone:

General use, external calls, internal calls, BH phone book
	Yes/ No/ NA
	
	

	Stationary:

Access, ordering, replacements
	Yes/ No/ NA
	
	

	Diaries (hardcopy, outlook)
	Yes/ No/ NA
	
	

	Calendars and Patient Bookings
	Yes/ No/ NA
	
	

	Monitor Room Bookings
	Yes/ No/ NA
	
	

	Doctor Bookings
	Yes/ No/ NA
	
	

	Trials email (login, booking, review)
	Yes/ No/ NA
	
	

	Administration: Research specific

	Patient Visit Schedules
	Yes/ No/ NA
	
	

	Investigator site file – sections, filing, documents
	Yes/ No/ NA
	
	

	Storage of information – emails, attachments
	Yes/ No/ NA
	
	

	Source documentation (set up, corrections, purpose)
	Yes/ No/ NA
	
	

	Patient Source Folders/File (filing, sections)
	Yes/ No/ NA
	
	

	Patient Letters (patient enrolled, during the study & end of study)
	Yes/ No/ NA
	
	

	GP or Specialist Communications
	Yes/ No/ NA
	
	

	Alerts (Health Information Systems HIS): beginning and end of study
	Yes/ No/ NA
	
	

	IT

	Access: review of username/password, security
	Yes/ No/ NA
	
	

	Access: remote access and working from home policy / procedure / agreement
	Yes/No/ NA
	
	

	BH Applications Screen review (BOSS, PROMPT, iPms, Onepoint)
	Yes/ No/ NA
	
	

	K: drive outline, electronic documents, e-filing, standard study folders
	Yes/ No/ NA
	
	

	Microsoft Outlook- overview and setup (email, personal calendars, reminders, meeting requests, notes)
	Yes/ No/ NA
	
	

	Electronic Case Report Forms (CRFs)
	Yes/ No/ NA
	
	

	Laboratory Orientation

	Personal Protective Equipment
	Yes/ No/ NA
	
	

	Operation of Centrifuge
	Yes/ No/ NA
	
	

	Sample handling – biohazard hood.
	Yes/ No/ NA
	
	

	Pipetting/aliquoting
	Yes/ No/ NA
	
	

	Slide preparation
	Yes/ No/ NA
	
	

	Fridge and Freezer storage
	Yes/ No/ NA
	
	

	Recording of fridge and freezer temperatures
	Yes/ No/ NA
	
	

	Cleaning up spills
	Yes/ No/ NA
	
	

	Recruitment Overview

	Private Practice & Audit 4
	Yes/ No/ NA
	
	

	Diabetes Referral Centre
	Yes/ No/ NA
	
	

	Website
	Yes/ No/ NA
	
	

	GPs
	Yes/ No/ NA
	
	

	Advertising
	Yes/ No/ NA
	
	

	Investigator Referrals (in patient studies)
	Yes/ No/ NA
	
	

	Other:
	
	
	

	
	
	
	

	
	
	
	


·  Section 3:  
Financial Management (Lead:



)
	Item                
	Reviewed
	Trainee Competent
(sign& date)
	Trainer Confirmed
(sign& date)

	CTRA and per patient payments (importance, where to find)
	Yes/ No/ NA
	
	

	Electronic tracking of visits - Budget Spreadsheet – set up, addition of visit, monthly reporting 
	Yes/ No/ NA
	
	

	Hardcopy tracking of payments and invoices
	Yes/ No/ NA
	
	

	Sponsor payments (quarterly, confirmation, invoice details)
	Yes/ No/ NA
	
	

	Participant Travel 
	Yes/ No/ NA
	
	

	Other:
	
	
	

	
	
	
	


· Section 4:  
Clinical Trial Training & Education (Lead: 


)
	Item
	Reviewed
	Trainee Competent

(sign& date)
	Trainer Confirmed

(sign& date)

	Clinical Consult Space & Equipment familiarisation
	Yes/ No/ NA
	
	

	Clinical Stock – supplies, ordering, re-stocking
	Yes/ No/ NA
	
	

	Phlebotomy
	Yes/ No/ NA
	
	

	Access to oxygen, SAED and epi-pen
	Yes/ No/ NA
	
	

	Basic Life Support
	Yes/ No/ NA
	
	

	MET Call procedures
	Yes/ No/ NA
	
	

	Registered Nurses: Complete BH Cannulation Competency (Prompt)
	Yes/ No/ NA
	
	

	Registered Nurses: Complete BH CPR Competency (Prompt)
	Yes/ No/ NA
	
	

	Other:
	
	
	

	
	
	
	


· Section 5:  
Human Research Ethics and Governance (Lead: 

)
	Item
	Reviewed
	Trainee Competent

(sign& date)
	Trainer Confirmed

(sign& date)

	Centralised Ethical Review 

	Orientated to Research page on Barwon Health Website
	Yes/ No/ NA
	
	

	Orientated to Barwon Health One Point Clinical Trial Research Support page
	Yes/ No/ NA
	
	

	Orientated to CCHRE website
	Yes/ No/ NA
	
	

	Overview of coordinator roles and responsibilities for Chief Principal Investigator projects and Participating Site projects
	Yes/ No/ NA
	
	

	Access to submission dates and submission forms
	Yes/ No/ NA
	
	

	Corresponding with the lead site or EC
	Yes/ No/ NA
	
	

	Governance

	Orientated to Research page on Barwon Health OnePoint  
	Yes/ No/ NA
	
	

	Corresponding with RGO via REGI email –requirements for submission
	Yes/ No/ NA
	
	

	Other:
	
	
	

	
	
	
	

	
	
	
	


· Section 6: 
Study & Protocol Specific Requirements (Lead:


)
 (duplicate per study if required)    
	Item
	Reviewed
	Trainee Competent

(sign& date)
	Trainer Confirmed

(sign& date)

	Understanding of Protocol (full review of protocol, SIV slides, CRA training and time with primary coordinator)
	Yes/ No/ NA
	
	

	Recruitment (strategies, processes, key personnel)
	Yes/ No/ NA
	
	

	Source documentation familiarisation & completion
	Yes/ No/ NA
	
	

	CRF training, access and execution
	Yes/ No/ NA
	
	

	IVRS training, access and execution
	Yes/ No/ NA
	
	

	Overview of correspondence requirements – emails, hardcopy filing
	Yes/ No/ NA
	
	

	Overview of Investigator Site Files – sections, filing requirements and documents
	Yes/ No/ NA
	
	

	Safety Reporting Requirements (SAEs, annual reports, SUSARs, events of special interest: including forms, information, sponsor, ethics and governance, timeframes)
	Yes/ No/ NA
	
	

	Review of study contacts (sponsor – CRA, project manager, medical monitor, research team – investigators, BH departments and backup coordinators)
	Yes/ No/ NA
	
	

	Laboratory requirements: study specific kits, lab manual, ordering process, access to laboratory results, investigator review and follow up)
	Yes/ No/ NA
	
	

	Other study specific data collection methods including (ECG collection and central review, central radiology review or local laboratory requirements)
	Yes/ No/ NA
	
	

	Other:
	
	
	

	
	
	
	

	
	
	
	


Welcome to the Barwon Health Clinical Trials Team





This checklist has been developed to guide you through your role as a Clinical Trial Coordinator. The role of the checklist is to take you through aspects of your role that are specific to the requirements of conducting trials globally and locally. It has been developed to complement the existing Barwon Health ‘Onboarding’ process and does not replace the tools available to orientate and introduce you to the organisation, such as department or role specific orientation. 





If you are new to Barwon Health, please ensure you have completed the online onboarding program through GROW and also completed the onboarding checklist with your manager within the first 3 months of your employment.





Clinical Trial Coordinator Training


Your training as a Clinical Trial Coordinator will involve:


Online Training


Face to Face Training 


Coaching & ‘Buddy’ system


Self-Directed Learning





This checklist takes you through the competency areas for your role as a Clinical Trial Coordinator. A member of the Clinical Trials Team will be allocated to train you on each section outlined in the Checklist. The topics will be discussed with you and resources provided for you to annotate, save, print and compile information relevant for you to reference in the future. You will also be allocated a ‘buddy’ to support you in adapting to your new role and act as the primary point of contact.





Completing the Checklist


As you work through each topic, ask questions of your trainer and ensure you understand and can apply the information, tasks and tools in the context of your role. When you believe you are competent in a particular item, sign and date the checklist. Then advise your trainer who can then evaluate and confirm your competency by also signing and dating the checklist. In your training you will learn the importance of documentation and document management, in particular in demonstrating training and competency. Therefore, please keep a record of this checklist as evidence of your competency self-assessment and training assessment. 





Timeframes and Competency


As a guide, the topics in this checklist should be covered in the first 3 months of your employment and it is expected that competency is achieved within 6 months of commencing your role as a Clinical Trial Coordinator. To achieve this, please seek support from your manager, peers and allocated ‘buddy’.  Most importantly, ask questions. While there are standard elements in all trials, we understand each protocol has specific clinical and operational needs that should be considered and seeking clarification and support from your team is highly encouraged to ensure best practice and also adopt innovative approaches.





Once again, welcome to the Team and we hope you enjoy the journey!





COPY TO BE SENT TO CLINICAL TRIAL MANAGER ON COMPLETION: PLEASE KEEP THE ORIGINAL IN YOUR TRAINING FOLDER
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