NOTIFICATION FORM OF THE END OF A CLINICAL TRIAL TO THE MINISTRY AND THE ETHICS COMMITTEE 

(Fields framed in red are to be completed by the appropriate Ministry organ or by the secretary of the Ethics Committee).
	 Date of Receipt                     :
Application registration number:
	Ministerial authorization number                :
Ethics committee favorable opinion number:


The section below is to be filled in by the applicant:

A. Specify the country/countries in which the declaration is being made of a clinical trial that has ended:
B. TRIAL IDENTIFICATION 

	B.1
	EudraCT number if available:
	

	B.2
	Sponsor’s protocol code number:
	

	B.3
	Full title of the trial:


C. APPLICANT IDENTIFICATION (please tick the appropriate box)

	C.1
	DECLARATION FOR THE MINISTRY 
	 FORMCHECKBOX 


	C.1.1
	Sponsor
	 FORMCHECKBOX 


	C.1.1.1
	Responsible investigator and/or coordinator 
	 FORMCHECKBOX 


	C.1.2
	Legal representative of the sponsor 
	 FORMCHECKBOX 


	C.1.3
	Person or organization authorized by the sponsor to make the application. 
	 FORMCHECKBOX 


	C.1.4
	Specify below as appropriate.

	C.1.4.1
	Organization:

	C.1.4.2
	Name of person to contact:

	C.1.4.3
	Address:

	C.1.4.4
	Telephone number:

	C.1.4.5
	Fax number:

	C.1.4.6
	Email (provide a professional email address rather than a personal one):


	C.2
 
	DECLARATION FOR THE ETHICS COMMITTEE 
	 FORMCHECKBOX 


	C.2.1

	Sponsor
	 FORMCHECKBOX 


	C.2.1.1
	Responsible investigator and/or coordinator 
	 FORMCHECKBOX 


	C.2.2

	Legal representative of the sponsor 
	 FORMCHECKBOX 


	C.2.3

	Person or organization authorized by the sponsor to make the application 
	 FORMCHECKBOX 


	C.2.4

	Investigator in charge of the application if applicable
:
	

	C.2.4.1
	Investigator in charge of coordination (coordinator) (for multi-center trials)

	C.2.4.2
	Responsible investigator (for single-center trials) 

	C.2.5

	Specify below as appropriate.

	C.2.5.1
	Organization:

	C.2.5.2
	Name:

	C.2.5.3
	Address:

	C.2.5.4
	Telephone number:

	C.2.5.5
	Fax number:

	C.2.5.6
	Email (provide a professional email address rather than a personal one):


D. END OF TRIAL DATA 

	D.1
	Has the trial ended? 
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	D.1.1
	If yes, give date in day/month/year format 


	D.2
	Has the trial ended in all countries involved in the trial? 
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	D.2.1
	If yes, give date in day/month/year format 


	D.3
	Has the trial ended prematurely? 
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	D.3.1
	If yes, give date in day/month/year format 

	D.3.2
	Give reason(s) for the premature ending.

	D.3.2.1
	Safety 
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	D.3.2.2
	Lack of efficacy 
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	D.3.2.3
	The trial has not commenced
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	D.3.2.4
	Others
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	D.3.2.4.1.
	If others, specify 

	D.3.3
	If yes to any of the above questions, briefly describe in an annex (free text):  

	D.3.3.1
	The justification for premature ending of the trial:

	D.3.3.2
	Number of patients still receiving treatment at time of premature termination and the steps proposed:

	D.3.3.3
	The consequences of early termination for the evaluation of the results and for overall risk-benefit assessment of the investigational product: 


E. TRIAL RESULTS AND THE CLINICAL TRIAL REPORT (append to the form)

	I hereby confirm that / confirm on behalf of the sponsor (strike out the inapplicable expression and date and initial next to it) that:

	· The information presented in the annexed report are true and accurate; and

· I will submit a summary of the clinical trial report (a summary of the results) to the Ministry and the Ethics Committee within a maximum of 1 (one) year after the end of the study in all countries. 


F. SIGNATURE OF THE APPLICANT

	F.1
	I hereby confirm that / confirm on behalf of the sponsor (strike over the inapplicable expression and date and initial next to it) that the above information on this declaration is correct.

	F.2
	APPLICANT TO THE MINISTRY 
	 FORMCHECKBOX 


	F.2.1
	Date:

	F.2.2
	Signature:

	F.2.3
	Name, surname in own handwriting:

	F.3
	APPLICANT TO THE ETHICS COMMITTEE 
	 FORMCHECKBOX 


	F.3.1
	Date:

	F.3.2
	Signature:

	F.3.3
	Name, surname in own handwriting:


� According to the Regulation on Clinical Trials.
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