ANNUAL NOTIFICATION FORM TO THE MINISTRY AND ETHICS COMMITTEE FOR A CLINICAL TRIAL 
(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. TRIAL IDENTIFICATION 

	A.1
	EudraCT number if available:
	

	A.2
	Sponsor’s protocol code number if available: 
	

	A.3
	Full title of the trial:


B. APPLICANT IDENTIFICATION (please tick the appropriate box)
	B.1
	DECLARATION FOR THE MINISTRY 
	 FORMCHECKBOX 


	B.1.1
	Sponsor
	 FORMCHECKBOX 


	B.1.1.1
	Responsible investigator and/or coordinator 
	 FORMCHECKBOX 


	B.1.2
	Legal representative of the sponsor 
	 FORMCHECKBOX 


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


	B.1.4
	Specify below as appropriate.

	B.1.4.1
	Name of organization:

	B.1.4.2
	Name of person to contact:

	B.1.4.3
	Address:

	B.1.4.4
	Telephone number:

	B.1.4.5
	Fax number:

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


	B.2

	DECLARATION FOR THE ETHICS COMMITTEE 
	 FORMCHECKBOX 


	B.2.1

	Sponsor
	 FORMCHECKBOX 


	B.2.1.1
	Responsible investigator and/or coordinator 
	 FORMCHECKBOX 


	B.2.2

	Legal representative of the sponsor 
	 FORMCHECKBOX 


	B.2.3

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


	B.2.4

	Investigator in charge of the application if applicable
:

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

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

	B.2.5

	Specify below as appropriate.

	B.2.5.1

	Name of organization:

	B.2.5.2

	Name of person to contact:

	B.2.5.3

	Address:

	B.2.5.4

	Telephone number:

	B.2.5.5
:
	Fax number:

	B.2.5.6

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


C. PERIOD COVERED BY THE NOTIFICATION 
	C.1
	The period covered by this notification, i.e. from …. to …  (in day/month/year format) 
	

	C.2
	Trial starting date (in day/month/year format) 
	

	C.3
	Expected trial ending date (in day/month/year format) 
	


D. INFORMATION ON THE CLINICAL TRIAL SITE(S) AND SUBJECTS
	D.1
	Site(s) where the trial is conducted:

	D.2
	Number of subjects recruited during the notification period:

	D.2.1
	Distribution of subject by site:


E. INVESTIGATIONAL PRODUCT
	E.1
	Investigational product(s):

	E.1.1
	Maximum duration of treatment of a subject according to the protocol:

	E.1.2
	Maximum dose allowed (specify per day or total dose; units and route of administration):


F. ADVERSE EVENT(S)/REACTION(S)
	F.1.
	Number of adverse event(s)/reaction(s) seen during the notification period: 

	F.1.1.
	Tabulated summary of causality of adverse event(s)/reaction(s):


G. EFFECTIVENESS OF INVESTIGATIONAL PRODUCT 
	G.1 
	An observational assessment of the investigation product’s therapeutic effectiveness or other investigated efficacy/efficacies during the notification period 
	Effective FORMCHECKBOX 


	Ineffective  FORMCHECKBOX 



	G.1.1
	If responded “Effective” to G.1., specify the degree of effectiveness of the investigational product 
	Poor  FORMCHECKBOX 


	Medium FORMCHECKBOX 


	Good FORMCHECKBOX 



H. REMARKS
	H.1
	A brief assessment of the trial:  

	H.2
	Other remarks on any issues warranting clarification:


I. SIGNATURE OF APPLICANT 
	I.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 is correct.

	I.2
	APPLICANT TO THE MINISTRY
	 FORMCHECKBOX 


	I.2.1
	Date:

	I.2.2
	Signature:

	I.2.3
	Name, surname in own handwriting:

	I.3
	APPLICANT TO THE ETHICS COMMITTEE 
	 FORMCHECKBOX 


	I.3.1
	Date:

	I.3.2
	Signature:

	I.3.3
	Name, surname in own handwriting:


� According to the Regulation on Clinical Trials and Guidance on Good Clinical Practice.
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