Ongoing review application form

	PROTOCOL No.:
	Number :    / -

	Title



	Scientific adviser:


	Actions required:
·  Renewal – continued enrolment of new patients
·  Renewal – enrolment of patients for follow-up only
·  Termination – suspension of the study 

Have there been any amendments since the last review? 
· ꙱ no
· YES (describe briefly)

Summary of study participants:
          	Exceeding the number set by the EC
          	Number of new patients since the last review
           	Total number  of patients since the start of the study

Exclusion from enrolment
· ꙱ no
· ꙱ Men	No. …………………………..
· Women
· Others (specify:______________________)

Vulnerable patients
· ꙱ no
· ꙱ Physically
· ꙱ Mentally
· ꙱ Socially

Have there been any changes in the participant population, recruitment methods or selection criteria since the last review? 

· ꙱ no
· ꙱ Yes (Explain the changes in the appendix)


Have there been any changes in the IC process or documentation since the last review? 

· ꙱ no
· ꙱ Yes (Explain the changes in the appendix)


	
Is there any information in the literature or from data of similar studies containing new facts about the risk/benefit balance that requires a new assessment by the PI for the inclusion of patients?

· ꙱ no
· Yes (explain in an appendix)

Have there been any complications or unexpected events since the last review?
· ꙱ no
· Yes (explain in an appendix)


Have any patients been withdrawn from the study since the last review? 
· ꙱ no
· Yes (explain in an appendix)

New investigational product/device?
  ꙱ no          	   Drug	  Equipment
№._________________________________
Title
sponsor;
Developer: _________________________

Ionizing radiation (X-ray, isotopes, etc.)
· ꙱ no
· ꙱ Only on medical grounds

Have there been any changes in the investigator team since the last review? 
· ꙱ no
· ꙱ Yes (Explain the changes in the appendix)

Have there been any changes in the number of study sites since the last review? 
· ꙱ no
· ꙱ Yes (Explain the changes in the appendix)





	

Replacement of the investigator/scientific supervisor?

· ꙱ no

· Removed:…………………………………………….


· Added: …………………………………………………                                                                                         




	

Has there been any conflict of interest in the investigator team since the last review?
· ꙱ no
· Yes (Attach a description)





Signatures:
                                                                               Date: ……………….                                                     Head of the study


LEC comment/decision:
                                                                               Date:…………………                                                  LEC Chair
                                                                               Date:…………………                                                      LEC Secretary

