Application 7
RESEARCH INTERIM REPORT FORM
I. Study details
	Registration number: 
Date of application:
	

	Study title
	

	Protocol number
	

	Study Dates
	Start Date - End Date

	For what period are provided
information?
	

	Research sponsor
	 Address and tel.

	Research centers
	 Address and tel.

	Principal Investigator
	 Address and tel.

	Other researchers:

	Institute / Clinic / Center
	Phone
	E- mail

	
	
	
	



II. Dates start and end 

	Has the research started?
	

	If yes, write the actual start date of the study and the clinical database.
	

	If not, what are the reasons why the study does not start. When is the study planned to start?
	

	Is the study finished?
	Yes/not

	If not, when is the study planned to be completed?
	

	If you don't expect the study to be completed, please write the reason(s)
	



III. [bookmark: _GoBack]Patient recruitment

	Number of participants recruited
	Suggested in the initial application:
Actual recruited to date:

	Number of participants completing the study
	Actual quantity 


	Are there any serious difficulties with recruiting participants?
	Yes/No


	If so, please write the reason(s)
	

	Do you plan to increase the planned number of participants in the study?
	Yes/No


	Is there evidence of exclusion of subjects from the study?
	



IV. Safety report

	Were there any adverse reactions and phenomena in this study?
What are they related to?
	Yes/No


	Were the data on the Serious adverse events provided to the LBC?
If not, please explain the reasons for the late notification.
	Yes/No


	Has the Annual Safety Report been submitted?
	Yes/No





V. Modification

	Were any amendments made to the study
protocol during the year?
	Yes/No


	If yes, please indicate the date and number of the amendment, and the reasons for its inclusion in the study report.
	



VI. Serious violations of protocol or properclinical practice

	Were there any serious violations of the study protocol during the year?
	Yes/No




VII. Other questions

	Do you want to inform the LBC about any other events related to the study?
Are there any ethical issues that require further consultation?
If yes, please attach a separate statement with the details.
	Yes/No

Yes/No




Signature_________ Full Name_____________ Date____________
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