CLINICAL  TRIAL  REGULATORY  
DOCUMENTATION 
CHECKLIST


XXXXXXX   TRIAL  (PLEASE NOTE – THIS CHECKLIST IS NOT MANDATORY)
	DOCUMENT
	SIGNED BY
	SENT 

TO COO
	RETURNED 

FROM 

CEO/ IWI
	SENT  TO

CRA
	SENT TO ETHICS
	COMMENTS

	Investigator/HBDHB  Agreement
	Investigator & HBDHB Contracts Manager
	
	
	
	
	

	Peer/Service Manager
Confirmation
	Investigator, Senior Manager & HoD  
	                           
	
	
	
	

	Maori Consultation
	Investigator & Manager Maori Health Unit
	
	                          
	                          
	
	

	Indemnity & Compensation
	Investigator & HBDHB Contracts Manager
	
	
	
	
	

	Clinical Trial Agreement
	Investigator & HBDHB Contracts Manager  
	
	
	
	
	

	Locality Assessment
	Investigator & COO

	
	
	
	
	

	Financial Disclosures

	Investigators +/-
Coordinators 
	
	
	
	
	

	
	
	
	
	
	
	

	Cost Centre Confirmed
Consent to Use Personal Data - 
List Names
	
	
	
	
	
	

	Laboratory Accreditation
	
	
	
	
	
	

	Laboratory Normal Values
	
	
	
	
	
	

	CV – Initialled on each page

& Signed in Full & Dated

ICHGCP Certificate
Current Practising Cert
IATA Certificate
(Safe Transport of Infectious Substances by Air)

	Investigator

Co-investigator(s)


Pharmacists
Laboratory Manager
Co-ordinators(s)


	
	
	
	
	

	Other
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