Form 2

APPLICANT'S CHECKLIST

	REC ref. No:
	     
	EudraCT No:
	     

	Title of Clinical Trial:
	     

	CI Name:
	     

	Sponsor:
	     


Please complete this checklist and submit it with your application. 
· Submit a copy of each document

· All accompanying documents must bear version numbers and dates (except where shaded)
· Delete ‘yes / no’ as applicable 
	ID
	Document
	Enclosed?
	Date
	Version
	Office Use

	AC.1
	Application Form 
	Mandatory
	     
	     
	     

	AC.2
	Clinical Trial Protocol 
	Mandatory
	     
	     
	     

	AC.3
	Summary C.V. for Chief Investigator 
	Mandatory
	     
	     
	     

	AC.4
	Research participant information sheet 
	Mandatory
	     
	     
	     

	AC.5
	Research participant consent form 
	Mandatory
	     
	     
	     

	AC.6
	Evidence of insurance or indemnity 
	Mandatory
	     
	     
	     

	AC.7
	Covering letter on headed paper 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	     
	     
	     

	AC.8
	Site Specific Assessment Form for each proposed site 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	     
	     
	     

	AC.9
	Investigator’s brochure 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	     
	     
	     

	AC.10
	Letter of Invitation for participant 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	     
	     
	     

	AC.11
	Summary, synopsis or diagram (flowchart) of protocol in non-technical language 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	     
	     
	     

	AC.12
	Details of any Data Monitoring Committee 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	     
	     
	     

	AC.13
	Sample diary card/patient card 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	     
	     
	     

	AC.14
	Validated questionnaire 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	     
	     
	     

	AC.15
	Non-validation questionnaire 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	     
	     
	     

	AC.16
	Copies of advertisement material for research participants, e.g. posters, newspaper adverts, website.  For video or audio cassettes, please also provide the printed script.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
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